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Plaintiff-Relator Stefan Kruszewski, M.D., by and through his undersigned
aliorneys, on behalf of the United States of America (the “United States™) and the State of
California, the Statc ot Dclaware, the State of Florida, the Siate of Georgia, the State of
Hawaii, the Statc of Illinois, the State of Indiana, the State of T.ouisiana, thc
Comimonwealth of Massachusetts, the State of Michigan, the Statc of Montana, the State
of Nevada, the State of Ncw Hampshire, the State of New Jersey, the State of New
Mexico, the Statc of New Yark, the State of Oklahema; the State of Rhode Island; the
State of Tcnnessee, the State of Texas, the State of Wisconsin; the Commonwealth of
Virginia and the District of Columbia (collectively “Plaintiff States”) for his Complaint
against Defendant Pfizer, Inc. (“Plizer” or “Defendant”) allcges based upon personal
knowlcdge and relevant documents, as follows:

I INTRODUCTION

1. This is an action to rccover damages and civil penalties on behalf of the United
States of America and the Plaintill States arising from false and/or fraudulent records,
statements and claims nade, used and caused to be madc, used or presented by Defendant
Pfizer and/or its agenls, employees and co-conspirators in violation of the Federal Civil
False Claims Act, 31 U.S.C. §3729 ¢f seq., as amended (“the FCA™ or “the Act”) and its
state-law counterparts: the California Talse Claims Act, Cal, Govt Code §12650 ef seq.;
the Delaware Falsc Claims and False Reporting Aet, 6 Del. C. §1201 er seq.; the Florida
False Claims Act, Fla, Stat. Ann. §68.081 ef yeq.; the Georgia State False Medicaid
Claims Act, Ga. Code 49-4-108 ef seq.; the Hawaii I'alse Claims Act, Haw. Rev. Stat.
§661-21 ef seq.; the lllincis Whistleblower Reward and Protection Act, 740 IIl. Comp.

Stat. §175/1-8; the Indiana False Claims and Whistlcblower Protection Act, Indiana Code
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5-11-3.5 et seq.; the Louisiana False Claims Act, La. Rev. Stal. Aun. § 46:439.1 ef seq.;
the Massachuselts False Claims Law, Mass. Gen. Laws ch. 12 §5 ef s¢q.; the Michigan
Mcdicaid False Claim Act, MCL 400.611 § 10a ef seq.; Michigan Public Acts, 1977 PA
72, as amecnded by 1984 PA 333, as amended by 2005 PA 337, as amended by 2008 PA
421; the Montana IFalse Claims Act. 2005 Mont. Code, Ch. 465, the Nevada Falsc Claims
Act, Nev. Rev. Stat. Ann. §§357.010 et seqg.; thc New Hampshirc False Claims Act, §
167:61-h et seq.; thc New Mexico Mcdicaid False Claims Act, N.M, Stat. Ann.§ 27-2F-1
et seq.; New Mexico Fraud Against Taxpaycrs Act , N.M. Stat. § 44-9-1 ef seq.; the New
York False Claims Act, Stale Finance T.aw. §187 ef seq.; the Tenncssee Medicaid False
Claims Act, Tenn. Codc Ann. §§71-5-181 ef seq., Tennesscc False Claims Act Tenn.
Code Ann. § 4-18-101 ef seq.; the Texas Mcdicaid Fraud Prevention Law, Tex. Hum.
Res. Code Ann. §§36.001 ef seq.; the Virginia Fraud Against ‘Faxpayers Act, Va. Code
Ann. §§8.01-216.1 et seq.; and the District of Columbia Procurement Reform
Amendment Act, D.C. Code Ann. §§(-1188.13 e¢r seq.; New Jerscy False Claims Act,
N.J. STAT. § 2A:32C-1; Oklahoma Medicaid False Claims Act, 63 Okla. Stat. § 5053, et
seq., Wisconsin [alse Claims for Medical Assistance Act, WIS. STAT. § 20.931, et
seq.; and the Rhode Island False Claims Act, R.I. Gen. Laws § 9-1.1-1, ef seq.

2. The instaut matter arises in principal part from Defendant Plizer’s nationwide,
coordinated deceplive off-label marketing and promotional practices for i(s potent atypical
anlipsychotic Geodon. Specifically, Pfizer devised and successfully implemented through
its Roerig division and Geodon sales represenlatives a marketing campaign calculated to
increase primary care physicians’ and physiatrists’ off-lahel use of Geodon, in varions
doses, to treat symptoms, mood disorders and patients within age demographics for which
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the drug has not received FDA approval (the clderly and pediatrics), nor which has been
supported by the medieal compendia DRUGDEX, the American Hospital Formulary
Service Drug Inforination or the United States Phanmacopeia-Drug Information. Pfizer's
illegal conduct has been ongoing since 2001.

3. A key component of Pfizer’s unlawiul marketing of Geodon has heen that the
drug is as safe as or more effcctive than other antipsychotics and/or niwore tolerable and
because of Geodon’s comparatively “safe” melabolic profile, as such patients on othcer
atypical antipsychotics should be switched to Geodon. However, Pfizer’s inarketing of
Geodon as comparatively safc and effective is deceptive and misleading and bas
materially minimizcd and/or conceal Geodon’s dangerous side effects, in particular
cardiovascular side cffects such as (he risks of heart altack and death {romn treatment-
emergent QT prolongalion.

4. As a direct result of Pfizer's improper off-label and misleading marketing
practices for Geodon, health insurance programs funded by the United States and the
Plaintiff States (coliectively the “Government Plaintitfs”) including, but not limited to
Mcdicaid, Medicare, Medicare Part D, the Railroad Retirement Medicarc Program,
I'ederal Employees Health Benefit Proprams, Tri-Care (formerly CHAMPUS),
CHAMPVA. State T.egal Immigrant Assistance Grants and the Indien Health Service
{collectively the “Programs™) paid false or fraudulent Geodon reimbursement claims for
prescriptions writlen to the Programs’ benefieiaries for olf-label, non-medically accepted
indications. The United States and the Plaintiff States would not have paid such false
claims but for Pfizer’s illegal and fraudulent conduct.

5.Morcover Pfizer’s conduct endangered the health of the Programs’ heneficiarics by




placing them at great risk of harm of developing serious, irreversible and even life-
threatening side ellcets that were known to Plizer at all times relevant to this Amended
Complaint, but which Pfizer intentionally conecaled to protect its windfall of Geodon
sales revenues,

6. The TCA providcs that any person who knowingly submits, or causes the
submission of, a false or fraudulent claim to the U.S. Government for payment or
approval is liable for a civil penalty of up to $11,000 for each such claim, plus three times
the amount of the damages sustained by the Government. T.iability attachcs when a
defendant knowingly seeks payment, or causes others to scck payment, from the
Govemnment thal is unwarranted.

7. The Act allows any person having informarion about a falsc or fraudulent claim
against the Government to bring an action for himself and the Government, and to share
in any recovery.

8. Based on these provisions, Plaintiff-Relator Stefan Kruszewski seeks through this
action to recover on behalf of the United States and the Plaintifl States (which have laws
authorizing similar gui tam actions) damages and civil penalties arising from Pfizer's
making or causing to he made falsc or fraudulent records, statements and/or claims for
reimbursement for ineligible Geodon preseriptions as the direct and foresceable
consequence of its national off-label marketing of Geodon for use hy pediatrics and the
clderly, and off-label inarketing to primary eare physicians and psychiatrists to (reat
symptoms and conditions such as depression, insomnia, anxiely, attention deficil
disorder, insommia lack of conccmtration, and other mood, behavioral and conduct

disorders, among other off-labe] uses.



9. Pfizer did not directly submit claims for prescription drugs to federal and state
kealth insurance programs, however, Pfizer knew -- and in fact it was Plizer’s goal -- that
its illegal off-label and mislcading marketing practices would cause the submission of
thousands ol claims to government-fundced health programs for prescriptions that were
not eligible for program reimbursement.

10. Pfizer’s unlawful off-label marketing campaign and its eflorts to ruinimize and
distort the side effect and safety profile of Geodon were used by, and are continued to be
used by, thc company and ity sales representatives to market the drug. As a result,
Geodon sales in the United States alone have skyrocketed from $146 million in 2001 Lo
$822 mitlion in 2008.

IL. PARTIES

[1. Plaintifl-Relator Stefan Kruszewski, MD brings this action on bebalf the United
States and the Plaiatiff States to recover the hundreds of millions of dollars Medicaid,
Medicare, Mcdicarc Part 1), the Railroad Retirement Medicarc Program, Federal
Employees Health Benefit Programs, Tri-Care (formerly CHAMPUS), CHAMPVA,
State Legal Immigrant Assistance Grants and the Indian Health Service have bcen
fraudulently induced to pay as a result of falsc and/or fraudulent Geodon reimbursement
claims submitted by, and caused to be submitted by, Defendant Pfizer,

12. Plaintiff-Relator Stefan Kruszewski, M.D., s a resident ol Hamisburg,
Pennsylvania. Plaintiff-Relator Kruszewski has filed the instant qui tam suit seeking
redress for Geodou written oft-label and/or for non-medically accepted indications that
were unlawfully induced by Pfizer as a result of its deceptive marketing practices,

specifically, the company’s off-label marketing and misrepresentation of Geodon’s safety

6



and cfficacy. [Plaintiff-Relator Kruszewski is a recognized Board Certified expert in
psychopharmacology who has over 28 years of clinical experience during which time he
has trcaled (housands of patients with a wide varicty of psychialric and neuropsychiatric
conditions and to whom he prescribed nomercus drugs (or psychiatric  and
neuropsychiatric indications. During the time period in question, Plaintiff-Relator has
witnessed and monitored the effects of Geodon in patienls prescribed Geodon. Pfizer
Geodon sales representatives have also pitched Geodon off-lahel to Plaintiff-Relator, as
described hercin.

13. Defendant Pfizer, Inc. (“Pfizer” or “Defendant™) is a publicly traded company that
engages in the development, manufacturing, and marketing of prescription medicines for
bumans in the United States, Curope, Canada, Asia, and Latin America. The company
was founded in 1849 and is beadquartered in New York, New York. One of its primary
business activities in the United States 1elatcs to the company's manufacture and/or sale
of Geodon, a widely distrihuted psychotropic mcdication.

IIL. JURISDICTION AND VENUE

11. This Court has jurisdiction over the subject matter of this action pursuant o 28
U.S.C. §1331, 28 US.C. §1367 and 31 U.S.C. §3732, the lasl of which specifically
confers jurisdiction on this Court for actions brought pursuant to 31 U.S.C. §§3729 and
3730. Under 31 U.8.C. §3730(e), there has been no statntorily relevant public disclosurc
of the "allcgations or (ransactions" in this Complaint. Plaintiff-Relator Kruszewski,
moreover, qualifies under that section of False Claims Acl as an “original source” of the
allegations in this Complaint even had such a public disclosure occurred.

[2. At the time he filed his original complaint in this action, Relator Kruszewsk



concurrently served upon the Allorncy General of the United States, thc United States
Attorncy for the District Eastern District of Pennsylvania and the Plaintiff States Attorney
Generals’ offices the complaint and a statement summarizing known material evidence
and information related to Plaintifl-Rclator’s original Complaint (and this Amended
Complaint), in accordance with the provisions of 31 U.S.C. §3730(b)(2). The disclosurc
statement is supportcd by material evidence. The initial disclosure’s statement and all
supplements thereto and documents provided therewith arc incorporated herein by
reference.

13. This Court has personal jurisdiction and venue over the Pfizer pursuvant ro 28
U.S.C. §§1391(b) and 31 U.S.C. §3732(a) becausc those sections authorize nationwide
service of process and becausc Pfizer has minimum contacls with the United States.
Morcover, Pfizer can be found in, residcs, and transacts husiness in this District.

14. Venue 1s proper in this District pursuant o 31 U.S.C. §3732(a) because Defendant
Pfizer transacts business in this judicial district, and acts prascribed by 31 U1.8.C. §3729
have been committed by Delendant Pfizer in this District. Therelore, venue is proper
within the meaning of 28 U.S.C. §1391(b) & (c) and 31 U.8.C. §3732(a).

IV. BACKGROUND

15. Among the numerous prescription drugs manufactured and/or distributed hy
Defendant Plizer in the United States is Geodon (“ziprasidone™), a widely distributed
atypical antipsychotic prescription drug,.

16, There arc two types of such antipsychotic drugs, the first-generation of
“conventional” or “typical” drugs. which includes, but is not limited to, chlorpromazine

(Thorazine), thioridazine (Mellaril), haloperidol (Ilaldol), thicthixene (Navane), and
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pimozide (Orap), and ncwer “atypical” drugs, which include clozapine (Clorazil),
risperidone (Risperdal), olanzapinc (Zyprexa), queliapine (Seroquel), ziprasidone
{Geodon), palipcridone (Invega), and aripiprazole (Ahilify).
A, Geodon’s Indicated Uses

17. Geodon received initial approval by the United States Food and Drug
Administration (“FDA™) on February 5. 2001 for the {rcatment of acute manifcstations of
schizophrenia. (See FDA New Drug Application (“NDA™) 020825).

18. Geodon was subsequently approved [or the following limited uses as well:

i. June 21V, 2002: Approved for acute agitation in schizophrenic
patients for whom (rcatment with ziprasidonc is appropriate and
who need intramuscular antipsycholic medication for rapid control
of the agitation (NDA 020919).

ii. August 19" 2004: Approved for acute manic or mixed episodes in
Bipolar I disorder, with or without psychotic [catures (NDA
020825).

lii. March 29" 2006: Approval of Geodon (ciprasidone HCL). Oral
suspension for the treatment of sehizophrenia and for the treatment
of acute manic or mixed episodes associated with bipolar disorder,
with or without psychotic features. (NDA (021483).

B. Geodon’s FDA Approval
19. When Geodon reccived initial FDA approval on February 5, 2001, it marked the
end of 4 long, hard fought battle to get the FDA t permit Pfizer to market rthe drug.
Pfizer had originally applied for approval of the drug under the name Zeldox in March,
1997. However, the FDA, because of concerns reparding Zeldox initiating serious
arrhythmias, issued a “non-approvable™ letter in June 1998,

20.In 1998, when the FDA advisory commiltee rcjected Zeldox (ziprasidone)

because of safcty concerns, they asked Pfizer to conduct additional studies 1o assess the
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problems with Qlc prolongation and the arrhythmogenic potential of the drug. Tweo
ycars later, Pfizer brought back the same drug to the FDA committee {or re- evaluation
and hoped-for appraoval.

21. Pfizer re-applied to the FDA [or approval of Zeldox (ziprasidone) in 2000. The
FDA directed Pfizer to change the drug’s nume in order to avoid confusion between
Zeldox and Zyvox (linezolid), an antibiotic medicalion. Pfizer renamed the diug Geodon
and resubmitted an NDA for the drug without changing its chemical components in any
way.

22. The second time, the FDA Advisory Committee approved Geodon over the strong
objcctions by I'DA stalf that feared its eflects on the heart, including causing QT
prolongation. Pfizer conceded the QT interval prablem, but argued it should be approved
because it does not cause weight gain, an argument rejected by FDA staff. In fact, the
NDA documents indicated that weight gain of >7% was observed in 10% of subjects
tuking Geodon in the short term placebo controlled phase II/III studics, and this was
shown to be statistically signilicant when compared (o placebo.

23. As Pfizer is aware, the clinical research used by Pfizer in support of Geadon’s
pre-approval and post-approval stalus is flawed. The data from the clinical trials that
supported Geodon’s new drug application to the FDA and work used to subsequently
support post-approval markeling included the work of scientific researchers who have
been variously sanctioned by regulatory authorities as follows:

. Dr. Richard Borison: received notice ol dcbarment by the FDA in
November 2002. Borison is not allowed to participate in or supcrvise any clinical drug

trials for a minimum period of ten years. Borison, a psychiatrist who previously worked
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at the Medical College of Georgia and conducted a huge number of clinical trials for
ziprasidone, was indicted for embezzlement and tcsearch fraud and is currcutly serving a
minimum 15 vear jail scntence in Hancock State Prison, Sparta, Georgia,

. Dr. Bruce Diamond, a psychologist and pharmacologist, was indicted for
research misconduct and embezzlement. Like Borison, he was found guilty and served
time in Georgia state prison systein. He received a notice from the FDA on or about
November 26", 2002, to dehar him [rom participation in or provision of any services (o
any clinical drug tria) [or ten years.

. Dr. Louis Fabre, a psychiatiist from Houston, Texas whao conducted and
supervised several lmndred clinical drup trials, including those for Geodon, was
sanctioned by the Texas Board of Medical Examincrs in October 2006 for rcsearch
misconduct.

24, Pfizer’s reliance on clinical researchers with a known history ol profcssional
misconducl (information known as early as 1996 in the cases of Drs. Borison and
Diamond) demonstrates the lengths to which the company 1s willing to go to facilitate its
“posifive” clinical trials’ rcporting and its subsequent scheme to market off-label Geodon
as safc and effective while downplaying its known and dangerous side-effects.

25. For exaimnple, the data presented by Pfizer to the FDA Advisory Commitlee in
June 2000 incorrectly and misleadingly identified the adverse events associated with
Geodon. A Pfizer employce reported that ziprasidone clinical trial data of adverse events
rcporls (AERs) with a frequency greater than 5% only included somnolence, respiratory
infections, and possibly asthenia and insomnia. The DPlizer rcpresentative omitted

important increases in neurologically-associated adverse events iucluding FEPS/akathisia
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from his discussion---information that would have been known to him from Pfizer-
sponsored shorl-term clinical trials.

26. This Pfizer representative also misleadingly brought forth information suggesting
that Geodon had favorable elfcets on serum cholesterol, LDL cholesterol and “especially
triglycerides.”

27. In fact, Pfizer went so far as to claim that “{(Gcodon] is an effective and well
tolerated trcatment for a severe illness, and in contrast with the adverse effects of many
other appruved treatments, [Geodon] has “favorable effects” on well documented
cardivvascular risk factors.” This statement is intentionally misleading. T is, in part, a
byproduct of clinical trial manipulation in which individuals “switched” from other
antipsychotics to Geodon nay experience a decline in certain fipid levels because there
was a heightened increase with other drugs -- not because there were any inhcrently
“lavorable” effects on cardiovascular risk factors without that design artifact, ‘The
statemenl is also misleading because it imnplies that taking Gcodon may favorably
improve cardiovascular risk factors simply by taking the drug, a statement which does nol
have reliable and rcproducihle scientific undcrpinnings and is contradicted by Pfizer's
clinical trials suhmitted (o the FDA for initial approval of the drug.

C. Plizer’s Aggressive Marketing to Grow Geodon’s Off-Label Market
Share.

28. Upon securing FDA approval for Geodon, in violation of the FIDA’s prohibition
on marketing a prescnption drug for unapproved uscs, Defendant Pfizer emnbarked on a
concerted campaign to incrcase Geodon “off label™ prescriptions to increase (Geodon’s
share of the atypical antipsychotic market and to increasc Geodon’s profits,

29. Spccifically, Defendant Pfizer employed a marketing scheme aimed at persuading
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prescribing physicians who treat the Programs’ beneficiavies, including psychiatrists,
primary care physicians and doctors of internal medicine to use Geodon to treat the
following conditions and sympioms, none of which were or are FDA approved uses and
none of which arc medically acvepled indications, as that term of delined by the
Medicaid Act: agitation, depression, anxiety, personalily disorders, psychotic symptoms
not part of schizophrenia or Bipelar 1, sundowning, mood instability, impaired
concentralion, impaired attention, impulsivity, oppositional behaviors, irritability,
delittum, dementias, sleeplessness, explosiveness and, finally, drug-induced excitement
or wilhdrawal.

30. On muitiple occasions between 2001 and the filing of the inilial Complaint, Pfizer
representatives have made markcting presentations to Plaintiff-Relator and encouraged
him to prescribe Geodon for many off-label and uses that are not medically accepted
indications, including [(or inany of the unapproved uses set {orth in detail above.

31. 1n addition to being an eyewitness to Geodon off-label promotional marketing by
Pfizer representatives, the Plaintiff-Relator, a widely rccognized, Board Certified scientis(
and psyehiatrist, has reviewed promotional materials from Pfizer, including Pfizer-
sponsored advertisenicnts, lecture slides and educational malterials. After careful review,
Plaintiff-Relator found thc scientific content that underscored the data put forth by
Pfizer's promotional materials inconsistent, unbalanced and misleading. This data
revicwed by the Plaintiff-Relator includes information that preceded the FDA’s original
approval for GGeodon in February 2001 and continues through May 2007,

D. Geodon’s Undisclosed Side Effects

32.In an effort to generate Geodon revenucs, Pfizer knowingly misrepresented the
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drug’s salety profile concomitantly with Pfizer’s complained of off-label markeling
scheme.

33, Since its FDA-approval, Ptizer bas falsely inarketed and promoled Geodon as a
safer alternative (o otlier atypical antipsychoties. TIn particular, Pfizer-sponsored
adverliscments have misleadingly represented that Geodon has minimal ability to cause
neurological side-cffects, despite evidence to the contrary and cvidence that was known
to them prior to, al the time of, and after the re-subinission of the NDA in 2000. In fact,
Geodon prodnces neurological disorders known as extrapyranndal symptoms (EPS) in a
dosc-dependent manner. EPS are anlicipated in a substantial pereentage of patients --
perhaps as many as 30% -- who take Geodon at the higher doses necded to produce
reliable antipsychotic effects.

34. As set forth in more detail below, al lcast two Pfizer pharmaceutical
representatives told Plaintil[-Rclator in April 2007 that they believe (hat Pfizer
knowingly misrcpresents tbe risk of ncurological side-effects caused by Geodon. The
names of these Plizcr sales representatives are Sean D. Kelly, Scnior Professional
Healthcare Consultant, Roerig Division of Pfizer and Chris Jobson, CMR, Professional
Healthcare Represcntative, Phizer Division of Arthritis, Pain & Musculoskeletal.

35. Pfizer has also matcrially misrepresented the clinical significance of Geodon’s
link to QT prolongation, Pfizer is known (o havc ignored the restrictions placed on them
at the time of the 2001 ¥DA approval, representing the drug as having low risk of
clinically significant prolongation of QT.

36. Ptizer has heen cited by the FDDA for its manipulation of information about

Geodon to prescribers. In September 2002, Pfizer received a “Warning Letter” from the

14



FDA directed al falsc and misieading prometional activities regarding safety claims for
Geodon as well as non-approved indication [or depression. The 2002 warning letter from
the FDA’s Lisa Stockbridge Lo Pfizer’s Rita A, Witlich, Vice President of World-Wide
Regulalory Strategy, provided lhat: “Pfizer Inc. (Plizcr) has promoted Geodon in a
ianner that is misleading and facking [air balance because il minimizes the important
risk information regarding the greater capacity of Geodon o eausc QT prolongation, and
the potential to cause forsade de pointes-type arrhythmia and sudden dcath.”

37. Skyrocketing sales resulting from Pfizer’s marketing and promotional miscondnct
involving Geodon have had the adverse elfect of hurting individuals because certain
serious problems like substantial weight gain, adverse neurological side effects and
condilions including extrapyramidal side-effects (EPS) and increased risk of infection
were misleadingly denied as significant or otherwise misidentified, minimized or omitted
completely.

38. In his capacity as a clinical psychiatrist, Plaintiff-Relator has witnessed and been
appriscd of Geodon’s ill-cffects on unsuspecting patients, including children and
adolescents, who bave not bcenhdequntely informed about the drug's dangerous side-
cffects and limited approved uses.

V. APPLICABLE LAW
A, The FDA Regulatory Scheme

39. Under the Food, Drug, and Cosmetics Act ("FDCA™), 21 11.S.C. §§ 301-97, new
pharmaceutical drugs cannot be marketed in the United Statcs unless the sponsor of the
drug demonstrates to the satisfaction of the Food and Drug Administration ("FDA"} that

the drug is safe and effcetive for each ol its intended uses. 21 U.8.C. §355 (a) & (d).
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Approval of the drug by the FDA is the final stage ol a multi-ycar process of study and
testing.

40. The FDA does not approve a drug for treatment of sickness in general. (nstead, a
drug 1s approved for treatment of 4 specific condition, for which the drug has been tested
in patients. ‘Lhe specific approved use is called the "indication” for which the drug may
he prescribed. ‘The FDA will specify particular dosages determined to be sale and
effective for each indication.

41. The indication and dosages approved by the FDA are sel [orth in the drug's
labeling, the content of which is also reviewed and approved by the FDA, 21 U.S.C.
§§352, 355(d). An example of the drug's labeling is the printed insert in the drug's
packaging. The FDA will only approve the new drug application if the labcling conforms
1o the uses and dosages that the FDA has approved. 21 U.S.C. §355(d).

42. Under the Food and Drug Administration Modernization Act of 1997
("I'DAMA"), if a manufacturer wishes to market or promote an approved drug for
alternative uses - i.e., uses not listed on the approved label - the manufacturer must
resubmit the drug for another series of clinical triafs similar 1o those for the initial
approval. 21 U.S.C. §360aaa(b) & (c). Until subsequent approval of the new use has
been granted, the unapproved usc is considered to be "off-label." "Off-label" refers to the
use of an approved drug for any purpose, or in any manner, other than what is described
in the drug's labcl‘ing. O[l-label use includes treating a condition not indicated on the
label, treating the indicated condition at a different dose or frequency than specified in
the label, or trealing a different patient population (e g., treating a child whben the drug 1s

approved to treat adults),
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43. Although the FDA is responsible for ensuring that a drug is safe and eflective for
the specific approved indicatiou, the FDA does not regulate the practice of medicine.
Once a drug is approved for a particular use, the FDA does nol prohibit dactors from
prescribing the drug for uses that are diftercut from those approved by the FDA.

44. Although physiciaus may prescribe drugs for oft-label usage. the law prohibits
drug manufacturers from markcting or promoting a drug for a usc that the FDA has not
approved. Specifically, under thc Food and Drug laws, (1) a manufacturer may not
introduce a drug into interstate commerce with an intent that it be used for an off-label
purpose, and (2) a manufacturer illegally "misbrunds” 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.

45. An ofl-label usc of a drug can ceuse Lo be off-label only if the manufacturer
submits a supplemental application and demonstrates 1o the satisfaction of the FDA that
the product is safe and ellective for the proposed new nse. 21 U.S.C. §360aaa(b)&(c).

46. In addition to prohibiting manufacturers from directly marketing and promoting u
product’s off-lahel uses, Congress and the FDA have also sought to prevent
manufacturers from cmploying indirect methods to accomplish the same 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 conccrning the off-label uses of its products, and (2) manufacturer support
for Continuing Mcdical Education (CME) prograius that focus on off-label uses. With
regard to the f{irst practice - disseminating wrillen information - the FDAMA only perniits

a manufacturer to disseminate information regarding ofi-label usage in response to an
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"unsolicited request from a health carc practitioner." 21 U.S.C. §360aaa-6 (emphasis
added). In any other circunstance, a manufacturcr is permitted to disseminatc
information concerning the off-label uscs of a drug only after thc manufacturer has
submitled an application to the FDA seeking approval of the drug for the off-label usc;
has provided the materials (¢ the FDA prior to disscniination; and the matenals
themselves must be in an unabridged form and mnust not be false or misleading. 21
U.S.C. §§ 360aaa(b) & (c); 360aaa-1.

47 With rcgard to manufacturer involvement in CME programs, the FDA’s
cxamination of these practices led Lo publication of an agency enlorcement policy in
1997 entitled, "Guidance for Industry: Industry-Supported Scientific and Educational
Activities," 62 Fed. Reg. 64,074, 64,093, 1997 WL 740420 (F.R.) (1997). This guidance
document states that CME programs must be truly indepcndent of the drug companies,
and sets forth a number of factors that the FDA will consider in determining whether a
program is "free from the supporting company's influence and bias." Jd These factors
include, among othcrs, an examination of the relatiouship between the program provider
and supporting company, the company's control of content and selection of presenters,
whether there is a meaningful disclosure of the company's funding and role in the
program, whether multiple presentations of the same program are held, wbether the
audience is selectcd by the sales and marketing department of the company, and whether
information about the supperting company's praduct is disseminated afier the initial
program other than in responsc to an unsolicited request. /d. Thc promotion of off-label
drug uses at a CME program which fails this test of "indcpendence” violates Congress'

off-label marketing restrictions
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48. In sum, the off-label repulatory scheme protects paticnts and consumers by
insuring that drug companies do not promotc drugs for uses other than those [ound to be
sale and effcetive by an independent, scientific governmental body, the FDA.

49. Plicer, unable to contral and bolster Geodon revenues by directly submitting
prescription drug reimbursement claimis to Medicaid and Medicare and the other
governinent-funded healthcare programs named herein, instead launched a camnpaign
intended lo increcase Government-funded oft-label purchases of Geodon by delrauding
geriatric physicians and psyehiatrists, pediairic physicians and psychiatrists, general
practice psychiatrists, primary carc physicians (“PCPs™} and doctors of internal medicine
to prescribe Geodon for non-medically aceepted indications. The natural, intended and
foreseeable eflect consequence of such unlawful, premeditated conduct caused such
physicians and/or pharmacists to subinit claims to publicly-funded health plans that were
ineligiblc for reimbursement pursuant to these programs’ regnlations.

58, EFach such claim Pfizer knowingly caused to be submitted under these
false pretenscs in deropation of the labeling and inisbranding laws, and each false
statement il made to cause claims to get ¢laims for Geodon paid, constitutes a false claim
for which Pfizer is accountable under the Federal T'alse Claims Act and the analogous
laws of the Plaintiff States.

1. Prescription Drug Reimbursement in Fcderal Health Care
Programs

50. Whether a drug is FDA-approved for a particular use will iargely determine
whether a prescription for that nse will be reimbursed under Medicaid and other ledceral

health care programs.



a, The Medicaid Act

51.  Title XIX ol the Social Sccurity Act is a program that provides medical
assistance for certain individuals and [amilics with Jow incomes and resources. The
prograni, known as Medicaid, became law in 1965 as a jointly funded cooperative
venture between the Federal and State governments to assist States in the provision of
adequate medical care to eligible needy Americans. Among the groups of people
served by Medicaid are eligible low-income parents and children. Among the health
benefits funded primarily by Medicaid, up until January 1, 2006, was {unding for the
prescription drug nccds of the Program’s beneficiaries.

52. A State must have a plan for medical assistance that has been approved by
the Centers for Medicare and Medicaid Services (CMS), which administers thc
program on behalf of the Secretary of Ilealth and Human Services to participate in the
Medicaid progratu. The state plan must specily, among other things, the specific kinds
of medical care and scrvices that will be covered. 42 U.S.C. § 1396a(a)(1 0) and (17).
If the plan is approved by the Secretary, the State thereafier is eligible for federal
financial participation, i.¢., reimburscment by the federal government [or a specified
percentage of the amounts that qualify as medical assistance under the state plan. /d. at
§§ 1396b(a)(D), 1396d(b).

53. States are accorded a broad incasure of flexibility in tailoring the scope
and coverage of their plans to meel Lhe particular needs of their residents and their own
budgctary and otber circumstances. While the Mcdicaid Act requires States Lo provide
certain basic scrvices, the Act permits, but dues not require, States to cover prescriplion

drugs, although most Statcs choose to do so. 42 U.8.C. § 1396d(a)(12).
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54. In 1990, Congress enacted the Medicaid Drug Rebate Statute, codificd at
42 U.8.C. §1396r-K8, to “establish a rebate mechanism in order to pive Medicaid the
benelit of the best price for which a manufacturer sells 4 prescription drug to any public
or private purchaser.” ILR. Rep. No. 881, 101st Cong., 2d Sess. 96 (1990). 'lhat
statute prohibits federal financial parlicipation for covered outpatient drugs unless there
is a rebate agreement in effect under scction 1396r-8. See 42 U.S.C. §§
1396b(1}(10)(A) and 1396r-8(a)(T). Once a drug manufacturcr has entered into a rebate
agreement for a covered outpatient drug, a State is generally required to eover that drug
undcr the state plan.

55. Howevecr, there are several provisions of the Medicaid Act that permit a
State to exclude or restrict coverage. 42 U.S.C. § 1396a{a)(54); ILR. Rep. No. 881 at

7.98. A State may restrict from coverage or exclude altogether certain drugs or
elasses of drugs, or certain medical uses, such as drugs used for, among vther things,
cosmctic purposes. 42 1J.5.C. § 1396r-8(d)(1)}(B)(ii). Relevant hereto is the provision
which permits a Statc to exclude or restrict coverage of a drug where “the prescribed
use is not for a medically accepted indication.” 42 1J.8.C. § 1396r-8(d)(1){B(i).

56.  Under the statute, a “covered oulpaticnt drug” includes a drug dispensed
by prescription and approved as safe and effeclive under the Federal Food, Drug, and
Cosmetic Act (“FDCA”), 21 U.S.C. §§ 355 & 357. It does not include “a drug or
biofogical used for a medical indication which is not a medicully accepted indication.”
42 1J.S.C. § 1396r-8(k)(2), (3).

57.  The statute defines “medically accepted indication™ as: any use lor a

covered outpatient drup which is approved [by the FDA, ie. an on-label use]. or the use
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of which is supported by one or more citations included or approved for inclusion in
any of the cainpendia described in subsection (g)(1)}B)ii) of this section. id at §
1396r-8(k)(6).

58.  The three compendia identified in subscction (g)(N{B)(1) are the American
Hospital Formulary Service Drug Information, the Uniled Statcs Pharmacopeia-Drug
Information, and the Drugdex [nformation System. Id at § 1396r-8(g)}(I(B)(i).

59.  During the time periud relevant to this Amended Complaint, many of the
off-label uses of’ drugs protnoted by Pfizer were not eligiblc for reimbursement from
Medicaid because such off-label uses were neither listed in the labeling approved by the
['DA nor othcrwise supported as safe and ellcctive by any of the drug compendia
specified by thc Medicaid Act.

60.  Although Pfizer has promoted Geodon as medically safe and effective for
the following conditions, diagnoses and symptomalic comnplaints listed below,
Geodon’s use in these conditions have not been supporied by the ‘compendia’ as
medically safc and effective, ie., these uses are not wmedically accepted indications.
Examples include treating agitation in conditions unrelated to schizophrenia and bipolar
disorder; the depressive phasc of bipolar disorder, maintenancc treatment for bipolar
disordcr; depression; atypical psvchosis; bipolar disorder II wilth atypical features;
psychoses not associated with schizophrenia or hipolar 1 disorder; multi-infarct
dementia; Alzheimer’s type dementia; Pick’s demcatia; dementia not otherwisc
specified; delirium; acutc confusional states; sundowning; insomnia or inability (o [all
asleep quickly; drug-induced intoxication or withdrawal, including alcohol intoxication,

cocaine intoxication, ecstasy inloxication, amphetamine-induced intoxication; and
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drug-induccd intoxicatcd and withdrawal states secondary to hallucinogenic or inhalant
abuse; severe anxiely; cating disordcrs; Borderline personality disorder; conduct
disturbance; oppositional and defiant behavior; sexual acting-out behaviors: attention
deficit disorder with or without hyperactivity; disorders of impulsc control; Intermittent
explosive disorder; Pervasive developmental disorder (autism) and its variants,
including Asperger’s disease; and post-traumatic stress disorder.

61.  For exumple, Plizer has aggressively promoted Geodon to primary care
physicians, internists, psychiatrists (geriatric, adult and child) for the treatment of
depression. Treatment of depression is not a medically accepted indication of Geodon,
e, it is off-label and not supportcd by the medical compendia identified in the
Medicaid Act.

62. Moreover, according to Pfizer's own websile currently in use, Geodon is
recommended off-label for depression and Geodon’s risks continue {0 be misrcpresented
and minimized. The current Geodon information supplied by Pfizer reads, lor example:
“(reodon significantly improves symploms of depression associated with manic or mixed
cpisodes™ and “Treatment goal: manage symptoms of depression associated with manic
or mixed episodes, (egs.) dysphoric mood, worry, loss of interest.”

63. [urther, there are no current citations in DrugDex for the usc of Geodon
for any of the following diagnoses or condilions: anxicty disorders, phobias, Post
traumatic stress disorder, depressive or mood disorders (othicr than Bipolar T, mixed or
manic), dementia, agitation associated with sundowning in the clderly, delirium, pediatric
indications, geriatric indications, psychotic symptoms unrelated to schizophrenia or

Bipolar 1 disorder, oppositional-deiant disorder, ADHD, autism/pervasive developmental
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disorder, tic disorders, drug-induced agitation or psychosis or personality disorders.
Nonctheless, Ptizer has promoted Geodon {or these non-mnedically accepted uses.

64.  Additionally, because Pfizer's unlawful off-label marketing efforts werc
designed to generatc overutilization of Geodon in clinical situations in which it was not
ptoven safe and effeclive and/or was not medically necessary for (reatinent of patients'
specilic mcdical conditions, Pfizer caused Medicaid/Mcdicare participating pharmacies
and/or physicians o submit claims for reimbnrsement to Medicaid that wete ineligible
for reunbursement at the time submittcd and therefore false.

h. Other Federal Health Care Programs

65. In addition to Medicaid, the federal governument reimburses a portion of the cost
of prescription drugs under scveral other federal health care programs, including bul not
limited to CHAMPUS/TRICARE, CHAMPVA and the TFederal Employces Health
Benefit Prograin (“FEHBP”). These programs, described below, have been harmed by
defendant Pfizer’s conduct in that they have becn caused by Pfizer to pay fulse and/or
fraudulent claims and a direct result of the conduct complained of in this Amended
Complaint.
VI. ALLEGATIONS

66. [n 2001, Pfizer introduced Geodon on the market. Pfizer knew that therc was a
small markel for Geodon’s “on™ [abel uses. Since 2001, Pfizer has wantonly and
willfully disregarded legal restrictions on the manner in which it conld promote
pharmaceuticals that it manufactured and/or distributed, specifically Geodon, in
dcrogation of federal and state statutory law cited herein.

67. Accordingly, as other atypical antipsychotic manufacturers bad done before it
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(Lilly, AstraZeneca, Janssen) thereby achicving blockbuster sales success, Pfizer focused
its marketing and promotional efforts for Geodon on cxpanding its sales for ofi-labcl uses
to achieve the blockbuster revenues achieved by companies such as Janssen, AstraZeneca
and Lilly.

A. Pfizer Has Illegally Promoted Geodon Of[-Label.

68. Until August 15, 2004, Geodon’s only approved FDA usc was to treat acute
agitation in schizophrenic patients and acute manifestations of schizophrenia.

69. Since at least January 2001, however, Pfizer was already aggressively marketing
Geodon off-label for conditions other than schizophrenia or its associated agitation,
including: non-schizophrenia-related agilalion, depression, anxiety, personality disorders,
psychotic symptoms not part of schizophrenia or Bipolar I; sundowning; mood
instability; impaircd concentration,; impaired attention; impulsivity; oppositional
behaviors; irritability; deliriom; dementias, sleeplessness; explosiveness and, finally,
drug-induccd excitement or withdrawal. None of these uses were approved by the FDA
or supported by thc compendia. Pfizer's promotion of the treatment of thcse non-
inedically accepted indicalions was targeted towards genatric and pediatric psychiatrisis,
geriatric and pediatric physicians, primary care physicians and doctors of internal
medicinc, among others.

70. For example, Pfizer sales lraining slide shows used in promotional Geodon
lectures and provided to Geodon sales represcntatives instructed sales representatives to
promote Geodon’s “positive sedative qualities.”

71. Plaintiff-Relator is an eyewitniess to Pfizer’s off-label narketing scheme.

Beginning in carly 2001, Pfizer and ils salcs representatives markeled Geodon to
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Plaintifi-Rclator for many of these off-label uscs. In particular, Plaintiil-Relator was
detailed by four (4) Pfizer sales representatives with off-label and misleading inlormation
about Geodon belwecn January 2001 and April 2007, During their Geodon delailing of
Plaintiff-Relator, the Plizer representatives encouraged him Lo prescribe (Geodon for
unapproved uses including, agitation, delirium, dementia, use in children and adolescents,
depression, psycholic states unrelated to schizophrenia and sehizoaffective disorder.

72. When making markeling presentations to Plaintiff-Relalor and others promoting
non-FDA approved “off-labcl™ uses of Geodon, Pfizer sales represcatatives also
misrepresented the drug’s safety profile by having provided to Plainliff-Relator
misleading medical literature in 2001-2007 that was funded and/or sponsored by Pfizer.
Interestingly, in April 2007, two Pfizer representatives admitted to Plaintiff-Relator that
they disagreed with Pfizer’s safely promotion of Geodon and explained that Geodon
posed a significantly higher risk of ex(rapyramidal symptoms, including akathisia and
dystonias (except for Lardive dyskinesia) than Pfizer admitted to in its marketing ol the
drug.

73. In furtherance of its eflorls to inflate Cieodon’s off-label market share, Pfizer
sales represcntatives called upon primary carc physicians and psychiatrists whom Pfizer’s
research indicaled werc treating patients likely 1o suffcr the kinds of disordcrs for which
off-label prescriptions could be solicited, including drug and alcohol detoxificalion,
severe  personality disturbances with hehavioral conduct disorders and agitation
unassociated with schizophrenia in the clderly and child populations.

74. Among the primary care physicians dctailed by Geodon sales represcntatives in

the Philadelphia area include: Charles Bolno — Family Practice, DO; Matthew Shore -
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Family Practice DO; Kenneth Hoellein; Larry Doroshow  Tamily Practitioner, DO;
Jonathan Levyn — Family Practitioner, DQ; Gerald Phelan — Internal Medicine: Gary
Cohen — Family Practitioner; and .John Lawson —Family Practitioner, DO.

75. Further, upon information and belief, Pfizer hus pronmoted the off label use of
Geodon for inclusion in hospital standing orders and protocols.  Plaintiff-Relator
uncovered that an adult inpatient psychiatric unit in Pennsylvania has made the use of
Geodon IM injections a standing Order, Specifically, as per (his standing Order. if 4
patient were to refuse a dose of Depakote, Geodon M was to be administcred. even over
the paticnts’ objection. The standing ordcr is for an off-label use as Depakote is an anti-
convulsant.

76. Conceming Plizer’s promotion of Geodon for the clderly, Plaintiff-Relator has
pcrsonal knowledge that Geodon is routinely used off-label [or purposes at 2 Nursing
Home facility located in Ilarrisburg, Pcnnsylvania. Nearly 50% of the nursing home
residents receive injections of Geodon IM at night to prevent nighttime disrupliveness as
wcll as to treat agitation relating to dementia and Alzheimers.

B. Pfizer's Off-Label Promotion and Deceptive Marketing of
Geodon is Ongoing.

77. Pfizer continues 0 cxpand its off-label market sharc by claiming that Geodon is
safer - in terms of minimal or no wejght gain. minimal EPS liability, minimal induction
of diabetes and metabolic syndrome - and more elfective than rival atypical
antipsychotics - particularly olanzapine, risperidone and quetiapine). Pfizer has also
mislcad as to the safety and cfficacy of Geodon by mamking claims that (ieodon has

significantly lower risk to induce ncurological side-effects than conventional



antipsychaotics.
78. Pfizer also continues to expand its market share by denscly covering the
psychiatric and ncuropsychiatric/neurclogie scientific literature with large scicntific ads

that are misleading and/or inaccuratc,
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13% of patients had diabetes in the

landmark CATIE schizophrenia study
at baseline—

than in the general population.’

Be aware.
Screen and monitor your patients.
Make a difference,

79. These sell-serviug and misleading ads such as the one picturcd here deceptively

suggest that there is a significant underlying risk of diabetes and metabolic syndrome
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attendant to the diagnoses of hipolar and schizophrenia. In fact, this is a misstatement of
science promoted to scrve the marketing efforts of Pfizer and Geodon. By tlooding the
scientific journals with these ads, Pfizer docs three things: (1) They offer Geodon as a
positive alternalive o drugs like olanzapine (Zvprexa-Eli Lilly Company), taking
advantage of the fact that Zyprexa has been the target of on-going and repetitive media
attention becausc of its association with weight pain, diahetes, and the metabolic
syndrome; (2) erroneously suggest thal individuals suffering from schizophrenia are, in
and of themselves, four times morc likely to have associaled diabcetes, a statement that is
not prounded in generally accepted psychiatric or endocrinological science for
individuals unmedicated with antipsychotics; and (3) by mis-advertising that Geodon is
safer because it causes little or ny weight gain and/or beeause it has a “favorable”
cardiovascular side-effect profile and, therefore, may be less likely to cause diahetes and
its clinical sequelae, Pfizer suggests that “switching” {rom previously established and
possibly effeclive antipsychoties, like Zyprexa, may be helpful to individuals. In fact,
that “switch” may predispose individuals to morc mental and physical problems beeause
“switching™ upsets clinical stahility and is accompanied with the falsc promise that the
patienl is receiving a “safer” dimg.

80. In fact, there is virlually no credible non-manufacturer-funded scientific evidence
to support the fact (hat diabctes type-2 or metabolic syndrome or significant
cardiovascular problems are conditions causally related to un-medicated or drug-naive
persons with schizophrenia or bipolar disorder. On the other hand, there is ample
evidence, abundantly supported by the scientific literature. that individuals who have

serious mental illness (e.g. bipular disorder 1 or schizophrenic) and who consume

30



alypical antipsychotics increase the risk of diabetes type-2, hyperlipidemia, obesity,
metabolic syndrome and cardiovascular consequences.

Ri. Pfizer has knowingly engaged in a scheme to mislead the health care community
into believing that Geodon is a safe alternative to olanzapine, risperidone and quetiapine
with repard to the risk of side-effects including: weight gain, diabetes and nctabolic
syndrowme. In other words, Plizer promotes Geodon as the preferred drug fo switch to
because Pfizer promotes it as equally or more cffieacious with a markedly improved side
effect profile. However, the scientific evidence does not support that ostensible claim.

82. Moreover, this switching marketing campaign was also a deceptive way Lo market
Geodon ofl-labcl. Indeed, as known by Pfizer, thc majority of prescriptions for
competing antipsychotics such as Zyprexa and Seroquel are written for off-label. non-
medically accepted uses. Thus by encouraging switching from a competing antipsychotic
to Geodon, Pfizer was able to capture the lucrative off-labe! market dominance of the
competing antipsychotics.

83. The off-lahel market has becn cxpanded by falsely represenling, through the
various schemes described in detail herein, that Geodon has a low or minimal risk of
extrapyramidal side effects and that patients should be “switched” from other atypical
antipsychotics to decrease the risk of metabolic problems (including obesity) and the risk
of hyperprolactinemia. Pfizer’s representations [n this rcgard are false because Lhe
scicntific evidence indicates that Geodon (ziprasidone), like olanzapine, risperidone and
quetiapine, has its own risk of weight gain, increased prolactin and other scrious side
effects.

84. Plaintiff-Relator Kruszewski is an eyewitness to this “switching” marketing
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message. Speciflcally, in April 2007, Pfizer Geodon sales rcpresentatives directly
marketed Geadon to Plainli{l-Rclator as the antipsychotic to swilch to because of its
comparative safety and “favorable” mctabolic profife. In particular, {wo (2) separate
Pfizer sales represenlalives detailed Plaintiff-Relator about Geodon and represented Lo
him that the drug was equally ellicacious to any antipsychotic on the matket and had the
“best” side-effect profile,

85. Spccifically, the Pfizer represcntatives Jobson and Kelly touted Geodon as far
better than Zyprexa becansc Geodon does not bave the problemns assaciated with
metaholic syndrome, weight gain, obesity, diabetes inellitus or hyperprolactinemia. Doth
Jobson and Kelly stated that there might be isolated cases when any of these problems
could arise, but clearly the risk/benefit ratio in terms of metaholic-associaled problems
was far better with Geodon than with Zyprexa. They also made the same comparison
with Risperdal.

86. Jobson and Kelley also comparcd Geodon favorably to Abilily. They discussed
that Abilily was a partial dopamine agonist and did not appear to be as effective in its
control of psychotic symploms as Geodon, Zyprexa, Risperdal or Scroquel.

87. Additionally, the Plizcr representatives encouraged thc use of Geodon as the

Ex]

preferred drug “in the elderly, demented population.” While misrepresenting Geodon’s
side-cffect profile, these Pfizer rcpresentatives then proceeded (o cncourage Plaintiff-
Relalor that patients could be “switched” from other atypical antipsychotics, including
olanzapine and risperidonc, to Geodan.

88.'T'o “support” these representations, Geodon representative Kclly provided

Plaintiff-Relator with a supplement (supported by Pfizer, Inc.) to the Journal of Clinical
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Pgychiatry 1n 2003. The issue was complelely devoted to ziprasidone (Geodon). This
supplement was provided to convince Plaintiff-Relator Kruszewski of the beneficial
metaholic effects ol ziprasidone compared to older alypical and typical agents, the
minimal cxtrapyramidal side cllects and thc minimal liability regarding prolactin
elevation. He specifically stated that the elevation of prolactin levels was far less than
experienced with risperidone or placebo.

89. Plaintiff-Relator’s scicnlific analysis of the supplement rcvealed that the
information contained therein, complelely subsidized by Pfizer, was biascd in several
ways,  While the information had been “peer-reviewed,” hut it was unbalanced and
provided nuthing more than a buge promotional ellort about the benefits of ziprasidonc
while minimizing the associated risks.

90. Pfizcr representatives also encouraged the use of Geodon for the trcatment of
children and adolescent disorders by uffering, without solicitation by Plaintiff-Relator, (o
sct-up and pay for a Pfizer-sponsored one-on-one dinner lecture between the Plaintiff-
Relator and an established Plizer-sponsored child and adolescenl psychiatrist.

91. This child psychiatrist routincly gave promotional Geodon talks to VA doctors,
inlernists, family practitioners, pediatricians and child psychiatrists. His presence alone
was off-label markeling to pediatricians and child psychiatrists.

92. In fact, as part ol its off-label promotional campaign, Pfizer had a large number ol
child psychiatrists routinely paid substantial honorariums (o give purportedly
“educational” Jcctures about Geodon, although these lectures were in fact promotional in
nature. Pfizer's inlent in hiring pediatric psychiatrists to lecture on Geodon was to

expand Geodon’s ul1-labcl market share among pediateics.
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93. The off-lahel market share has been proinoted through Pfizer-funded scicntific
studies that misrepresent the evidence supporling the safety of Geodon.  This
inisrepresentation has been carried forth into Pfizer-supported continning medical
cducation {(CMFE) seminars, round tablc discussions, promotional advertiscinents, journal
supplenients, and includes Pfizer’s sponsorship of physician meetings, as well as slides
made and funded by Pfizer to be used by physicians who are paid to promote Geodon in
detailing to otber health professiouals, mest specifically family practitioners.

Pfizer Continues to Misrcpresent Geodon’s Side-Effect Profile to
Sustain Geodon Salcs.

94. 1t is now well-established in peer reviewed medical litcrature that the significant
side effects associated with Gcodon inciude, hut are not limited Lo, cxtrapyramidal side
effects including akathisia, tremor, and hypertonic/dystonic reactions.  ‘Lhese
neurological side effects havc becen minimized by the company. Also mimmized by
Plizer’s promotional efforts is Geodon’s propensity to cause QT prolongation,
hypertcnsion, weight gain, the possibility of diabetes type 2, increased blood lipids, rash,
peripheral edema and an increased risk of infcction.

95. For cxample, Geodan prolongs the so-called QT interval on the electrocardiogram
(ECG). The QT intcrval is the time it takes for the muscle-walled lower chambers of the
heart (the ventricles) to eontract and relax during the normal cardiac cycle. If the QT
interval is increased excessively, the conditions are created whereby unstable heart
rhythms can intercedc and disrupt the normal, regular thythm essential for heart {function.
One of the most notorious unstable ventricular rhythms that may rcsult from prolonged

Q' is torsades de pointe, a French term which means “twisting around the point.” Not
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all episodes of tursades de pointe or other ventricular rhythun disturbances are fatal, but
these greatly 1ncrease the risk ol SCD if not promptly corrected,

96. Moreover, contrary to Pfizer’s marketing communications, Geodon is similar Lo
risperidone, quetiapine and olanzapine in that it also can induce scrious neurological side
cffects, increase blood lipids, induce weight gain, induce hypertension, and increase the
risk of edema, rash and infection.

97. According to the Tederal Drug Adwministration’s MedWatch adverse cvent
reporting System (“AERS™) and as primarily rcported primarily by healthearc
practitioners, Geodon has a similar nuinber of adverse events reporled when compared to
other atypical antipsychotics. In z five-year period hetween 2001-2006, generated for the
sake of comparison by the Plaintiff-Relator, Geodon showed approximately 3,600
adverse events reporied compared to a high of 4,830 for Zyprexa. 4,350 for Risperdal,
and 2,760 for Seroquel. In other words, in a rough comparison that demonstrates the
magnitude of comparability, adverse cvents were similar for all of the major atypicals.

98, The voluntary reporting that underscores the FDA MedWatch AERS numbers are
helieved to represent only a small fraction of the uctual nmunber of adverse cvents
associated with a drug, assumning that all AERS were reported.

99, As of today, from data in journal articles and review ol scicntific literature and
supporled by my review of DrugDex, Geodon has supportive evidence by centrolled
trials to support a limiled claim of efficacy for Geodon iu schizophrenia, and Bipolar 1,
mixed or manic and less so for schizoaffective disorder. There is no other evidence, at
this linie, to support its use in a myriad of indications where il has been actively

promoled by Pfizer, especially in adull depression and anxiety, agitation or pediatric and
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geriatric indications. Moreover, Pfizer’s tolerabilily claims for Geodon, especially at
therapeutic doses (above 120mps per day), 18 suspect hecause the risks of ncurological
disorders, risks minimized by Plizer while Geodon is misleadingly promoled as safer
than the clinical and academic science support continue,

D. The Financial Consequences of Pfizer's Unlawful Marketing Practices
Involving Geodon Are Substantial.

100. Predominantly because of Pfizer’s implementation of agpressive off-label
marketing efforts as alleged in this Amended Complaint, sales ol Geoedon in the United
States have risen from approximatcly $141 Million Dollars in 2001 to approximately
more than $800 Million Dollars in 2008.

101. The majority of Geodon sales are paid for by statc Medicaid programs and
the fedcral povernment. It is believed, and thercfore averred, that Pfizer’s sales of
Geodon in the United States exceeded $1 Billion in 2006, The high cost and increasing
utilization ol these psychotropic medications have madc them one of the largest cost
centers for Medicaid pharmacy programs. Alypical antipsychotics in particular are
driving much of the cost, as nationally they comprise morc than 90 percent of the national
matket for antipsychotics, a class that costs Medicaid programs more than $3 billion in
2004.

102. For cxample, in Wisconsin, for liscal years 2003, 2004, and 2005, the
largest percentage of the Medicaid FFS pharmaceutical budget was spent on atypical
anlipsychotics. In Florida, the State’s Mcdicaid spending on psychopharmaccuticals
increascd from $175 million in 1999 to $521 million in FY03-04. Thesc samme

reimbursement pattcrns are consistent throughoul the country’s Medicaid and Medicare
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budgets.

103. By way of further example, the New York Medicaid program’s
expenditures on Geodon prescribed program beneficiaries under the age of 18 increased
by 50% from 2004 to 2006. In 2006, Medicaid paid $1,504,510.00 (or 7,253 Geodon
reitnbursement claims for 1,310 children preseribed Geodon.

104, The financial cost of Geodon to the United States and the Plainiiff States
through inter alia Medicaid, Mcdicare, Medicare Part D and slate Mcdicaid programs,
has bcen enormous while cheaper and cqually effective antipsychotics (cxamples:
perphenazinc or thiothixene) with dillerent side-effect profiles could have bcen
prescribed and consumed. In addition, but for Plizer’s off-label marketing of Geodon,
these off-label Geodon prescriptions for non medically accepted indications would not
have beeu writtcn and reimbursed by governinent-funded health care programs.

105. For exainple, it is helieved and, thercfore, averred that the cost of Geodon
for a single patient alone is paid for by Medicaid at a rate of §250-275 per month.

106. The financial cost of ziprasidone to the United Statcs and tbe Plaintiff
States through Medicaid, Medicarc, Medicare Part D, the Railroad Retirement Medieare
Program, Federal Employees Health Benefit Programs, Tri-Care (formerly CHAMPUS),
CHAMPVA, Stale Legal Immigrant Assistance Grants and the Indian Health Service has
been enormous while cheaper and equally effective antipsychotics (Examples:
perphenazine or thiothixene} with diffcrent side-effect profiles could have been
prescribed and consumed.

VHI. GOVERNMENT FUNDED HEALTHCARE PROGRAMS DAMAGED BY
PAYING FALSE GEODON CLAIMS

37



107. In addition to Mcdicaid, the federal government reimburses a portion of’
the cost of prescription drugs under several other health care programs, including but not
limited Lo Medicarc, Mcdicare Part D, the Railroad Retirement Medicare Program,
Federal Employees Ilealth Benefit Programs. Tri-Care (formerly CHAMPUS),
CHAMPVA, State Legal Immigrant Assistance Grants and the Indian Health Service, as
alleged helow. As alleged below, these programs operate in similar ways to the Medicare
program. For example, the VA and CHAMPUS/Tri-care operate in subslantially similar
ways Lo the Mcdicare and Medicaid programs. but primarily for the benelit ol nilitacy
veterans. their spouses (or widowed spouscs) and other beneficiaries.

108, Coverage of off-lahel drug use under these programs is similar to coverage
under the Medicaid program. See, ¢g., TRICARE Policy Manual 6010.47-M, Chapter 7.
Section 7.1 (B) (2) (March 15, 2002); CHAMPVA Policy Manual, Chapter 2, Section
22.1, Art. 11 (A)(2) (June 6, 2002).

A, Medicaid

109. Title XX of the Social Security Act is a program which provides medical
assistance [or certain individuals and families with low incomes and resources. The
program, known as Medicaid, becamce law 1u 1965 as a jointly funded cooperative
venture between the Federal and State governments Lo assist States in the provision of
adequate medical care 1o cligible needy Americans. Among the groups of people served
by Medicaid are eligible low-income parents and children.

110. The Medicaid Program (42 U.S.C. § 1398, ef seq.) is administered through
the Centers for Medicare and Medicaid Services (CMS), which is a division of the

Dcpartment of Health and Human Services (1111S) ol the fedcral government. Numerous

38



states statutorily limit Medicaid rcimbursement for prescription drugs to those uses
approved by thc FDA or when the prescribing physician makes a medical necessity
certification after the identified patient has failed to respond to {treatment with
medications indicated for the patient's illness. ‘LThis prohibition directly implicates
Pfizer's off-label marketing scheme because claims for off-label prescriptions werc
induced Lo be submitted to the United States and the Plaintiff States [or reimbursement
without the requircd cectification of medical nccessity.

B. Medicare and Medicarc Part D

111.  Medicare is a governunent financial health insurance program administered
by the Social Security Administration of the United States. The health insurance
provided to beneficiarics of the Medicare insuranee progeam is paid in whole or in part
by the United States. Medicare was promulgated lo provide payment for medical
services, durahle medical equipment and other related health items for individuals 65 and
over, Medicare also makes payment for eertain bealth services provided to additional
classes of necdy classes of individual healthcare patients pursuant to federal rcgulation.

[12.  On Dccember 8, 2003, Congress enacted the Medicare Prescription Ding,
Improvement, and Modernization Act of 2003 (the “MMA™). Title | of the MMA created
new outpalient prescription drug coverage under Medicare (“Medicare Part 7).

113.  Mcdicere Part D went into effect on January 1, 2006. The Program is
administered by the Umitcd States Department of Health and Huinan Services, Centers for
Mcdicare and Medicaid (“CMS”}. For “dual e¢ligibles,” dcfined as individuals who
received prescription drug coverage under Medicaid in addition (o Mcdicare coverage for

other health carc in 2005, enrollment in Mcdicare Part D was compulsory. Such
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beneliciartics were automatically switched to Part D plans for 2006 and commenced
receiving comprehensive prescription drug coverage under Medicarc Part T).

114. Coverage of prescripion drugs under Medicare Part D is subject to the
same regulations as coverage under the Medicaid Program described above.

115, As a direct, proximate and inlended cesult of the conduct of the
Defendants’ alleged herein in violation of the federal falsc claims act and the analogous
laws of the Plaintiff States, the Mcdicare and Medicare Part D programs have bcen
damnaged.

C. The Railroad Retirement Medicarc Program

116. The Railroad Retirement Medicare program is authorized by the railroad
retirement act of 1974, at U.S.C.A. §231 &f seq. Tt 1s administered through the United
States Railroad Relirement Board, “RRB,” and furnishes Medicare coverage to retired
railroad employees.

117.  As a dircet, proximate and intended rcsult of the conduct of the
Defendants” ullcged herein in violation of the federal false claims act and the analogous
laws of the Plaintiff Statcs, the RRB program has been damaged.

D. Federal Employee Health Benefit Plans

118. 'T'he Federal Employccs Health DBenefits Program (“FEHBP”) is
administercd by the United Stales Office of Personncl Management (“OPM™) pursuant to
511.5.C.A §890! et seq. and provides health care coverage to federal employees, retirecs
and their dependants and survivors.

119.  As a direct, proximate and intended result of the conduct of the

Defendants’ alleged herein in violation of the federal falsc claims act and the analogous
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laws of the Plainti(l States, the FEHBP program has been damaged.

E. Tri-Care

120.  The Tri-Care progran, formerly, CIIAMPUS, is administered by the
United States Department of Deflense through its component in agency, CHAMPUS,
under the authority of 10 U.S.C.A. §§1701-110G6. It is a health care program that
provides for care in civilian facilities for members of the uniformed services and their
dependents.

121.  As a direct, proximate and intended result of t(he conduct of the
Defendants’ alleged hercin in violation of the federal false claims act and the analogous
laws of the Plainti{ Statcs, the Tri-care program has been damapged.

F. The Veterans Administration

122.  The Civilian Health and Medical Program of the Department of Veterans
Affairs (“CIITAMPVA”) is a comprehensive health care program in which the VA shares
the cost of covered health care services and supplies with eligible beneliciarics. The
program is administered by Health Administration Center and our offices are located in
Denver, Colorado. In general, the CHAMPVA program covers most health care services
and supplies that are medically and psychologically nccessary.

123, Duc to the similarity hetween CHAMPVA and the Department ol Dcfense
(“DoD™) 'Iri-C'are program, the iwo are often mistaken for each other. CHAMPVA is a
Department of Veterans Affairs program whereas Tri-Care 1s a regionally managed
health care program for active duly and retired memhers of the uniformed services, their
families and survivors. In some cases a vetcran may appear to be eligible for both/either

program o paper. However, military retirees, or the spousc of a veteran who was killed
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in action, arc and will always be Tn-Care beneliciaries.

124,  Pursuant (0 38 U.S.C.A. §8126, and the regulations based thereon, and
contracls the Velerans Administration had with manufacturers, drugs furnished to the
Veterans® Administration by drug manufacturers must be furnished at the best price.

125. The VA and CHAMPUS/Tri-care operate in substantially similar ways to
the Medicare and Medicaid programs, but primarily for the benefit of military veterans,
their spouses (or widowed spouses) and other beneficiaries.

126. As a direct. proximate and intended result of thc conduct of the
Defendants’ alleged herein in violation of Lhe federal {alse claims act and the analogous
laws of the Plaintifl Slates, the CHAMPVA program has been damaged.

G. Indian ITealth Service

127. The Indian health service is responsible for providing camprehensive
health services to more than 1,400,000 Americans, It is administcred by the departnient
of health and human scrvices pursuant to 42 U.S.C.A. 2002 e/ seq. The stalule authorizes
the Secrelary (o enler into contracts with independent providers to fumnish health services
to Native Americans whenever the Secretary determines that independent providers can
better meet the population’s nced.

I1. State Legal Immigrant Assistance Grants

128. Relator is informed and believes and based thereon alleges that the United
State also {umishes funds which several States use to pay for sueh drugs pursuant to State
Legal Immigrant Assistance Grants (“SLIAG™), 8 U.§.C.A §1255A; 45 C.F.R. §402.10.

129.  As a direct. proximate and intended result of thc conduct of the

Decfendants’ alleged herein in violation of the federal false claims act and the analogous
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laws of the Plainliff States, the ST.IAG program has been damaged.

COUNT ONE

Violations of Federal False Claims Act
31 U.S.C. § 3729(a)(1)

84. Plaintiff incorporatcs by reference and re-allege all of the foregoing paragraphs as
if fully set forth herein. This Count is brought by Plaintiff-Relator Kruszewski in the
name of the United States under thc gui tam provisions of 31 U.S.C. §3730 for
Defendant’s violalions of 31 U.S.C, §3729.

8S. By virtue of the above-deseribed acts, Defendant Plizer knowingly caused o be
presented [alsc or fraudulent claims for Geodon for payment or approval, and continues
to cause to be submitted false or fraudulent ¢laims for Geodon for paymcnt or approval,
directly or indirectly, Lo officers, employees or agents of the United States.

86. Plaintiff United States, unaware of the falsity of the claims and/or statements
caused to be made hy Defendant Pfizer and in reliance on the accuracy thereof, paid said
Defendant for elaims that would otherwisc not have been allowed.

87. The amounts of the false or fraudulent claims caused by the Defendant to be
submitted to the United States for Geodon were material. By reason of Defendant
Pfizer’s wrongful conduct, the United States has suffered substantial losses in an amount
to be proved at trial, and therefore is entitled 1o multiple damages under the False Claims
Act, 1o be determined at (rial, plus a civil penalty ol $5,500 to $171,000 for each such false
claim caused to be submitted by Defendant Pfizer.

8. Relator-Plainliifl belicves and avers that he 1s an original source of the facts and
information oo which this action s based.

COUNT TWO
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Violations of False Claims Act
31 U.S.C. § 3729(a)(2)

89. Plaintiff incorporates by refercince and re-allege all of the foregoing paragraphs as
if fully set forth hereiu. This Count is brought by Plaintiff-Relator Kruszewski in the
name of the United States under the qui fam provisions of 31 U.S.C. § 3730 for
Defendant’s violation of 31 U.8.C. § 3729(a)(2).

¢0). By virtue ol thc above-described acts, Defendant Plizer knowingly caused to be
made or used false records or statements to get false or fraudulent claims for payment or
approval by the United States, and continucs to 1uake, use or cause false records and
statements to be made or used to get false or fraudulent claims for Geodon paid or
approved by the United States.

91. Plaintiff United States, unawarc of the falsity of the records and/or statements
caused 1o be made and used by Defendant Plizer, and in reliance on the accuracy thercof,
have paid and approved, and continue to pay and approve, claims for Geodon that were
ineligible for reimburscment and would not have been paid or approved if any part of the
truth were known.

92. The amounts of the false or fraudulent claiins caused by the Defendant lo be
submitted to the Uniled Statcs for Geodon were material. By reason of Defendant
Pfizer’s wrongful conduct, the United States has suffered substanltial losses in an amount
to be proved at trial, and therefore is entitled to multiple damages under the False Claims
Act, to be determined at trial, plus a civil penalty of $5.500 ta $11,000 for each such false
statement caused to be made or used by Defendant Ifizer.

93. Plaintiff-Relator believes and avers that be is an original sowrce of the facts and
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information on which this action is based.

COUNT THREE

Violations of the False Claims Act,
31 US.C. §372%(a)(3)

94. Plaintiff re-allcges and incorporates by refercncce all of the [oregoing paragraphs
as if fully sel lorth herein. Defendant Pfizer entered into conspiracies with paid
eonsultants and public officials for the purpose of defrauding the Plaintiff United Statcs.

95. By the foregoing acts and omissions, Defendant Pfizer took actions in furthcrance
of its conspiracies, including bul not limited to the payment of substantial sums ol monies
to its co-conspirators in exchange for casting favorable light upon Geodon and for
¢hoosing Geodon to become a first line treatment, thereby exponentially incrcasing the
number of Geodon prescriptions submitted to the United States for payment.

96. By the forepoing acts and omissions, Defendant Pfizer entered into these unlawful
markcting conspiracies to defraud the United States by causing false and fraudulent
claims to be paid and approved in vielation ol the Talse Claims Act, 31 US.C.
§3729(a)(3).

97. At all tines relevant Lo the complaint, Pfizer acted with the requisite knowledge.

98. As a dircct and proximate consequence of Defendant Plizer's conspiratorial
conduct, the United States has suffered significant, malerial financial damages in an
amount to be proved at trial. The United States ex rel. Plaintiff-Relator is entitled to
multiple damages undcr the False Claims Act, to be determined at (rial, plus a civil
penalty of $5,500 to $11,000 for each ineligible Geodon claims submitted to the United
States for payment.

COUNT I'OUR
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Violations of the Illinois Whistleblower Reward and Protection Act
740 T1.CS 175/1 et seq.

99. Plaintiff incorporates by reference and re-alleges all of the forepoing paragraphs
as if fully set forth berein. This Count is brought by Plaintiff-Relator Kruszewski in the
name of the State of Illinois under the gui fam provisions of 740 ILCS 175/4 for
Defendant’s violation of 740 ILCS 175/3.

100. Defendant Pfizer at all times relevant to this action sold and marketed, and
continues to sell and market, pharmaceuticals in the State of Illinois, including Geodon.

101. The IHlinots Whistleblower Reward and Protection Act, 740 Ill. Cotnp.
Stat. §175/3 (a)(1}-(3), specifically provide that any person who:

(1)  Knowingly presents, or causes to be presented, to an officer or employee

of the State or member of the Guard a false or fraudulent claim for
payment or approval;...

(2) Knowingly makes, uses or causes to be made or used, a false record or
slalemenl lo gel a false or [raudulent claim paid or approved by the
State;...

(3) Conspires to defraud the State by getting a false or fraudulent claim
allowed or paid;. . .

(a) is liable to State for civil penalty of not less than $5,500 and not more
than 11,000, plus 3 times the amount of damages which the State
suslains because of the acl ol that person.

102. By virtue of the above-described acts, among otbers, Defendant Pfizer
knowingly causcd to be presented falsc or fraudulent clains for payment or approval, and
continues o cause o be submilled false or [raudulent claims {or payment or approval,
directly or indirectly, to officers, employees or agents of the State of Illinois, for Geodon.

103. Specifieally, Defendant bas:

e caused hundreds of thousands of false claims to be presenled (o the Slate of
Illinois,
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» knowingly made, used or caused to be made or nsed false records to get false
claims paid,

» conspired 1o defraud the statc by getting false and fraudulenl elaims allowed or
paid; ; and,

» [ailed to disclose the existence of the {alse claimns it has caused to be presented.

104. The ainounts of the false or fraudulent claims to the State of Illinois were
material.
105. Plaintiff State of Illinois, being unaware of the falsity of the claims caused

lo be submitted by the Defendant, and in reliance on the accuracy thereof paid and

continues to pay lor improperly prescribed Geodon.

COUNT FIVE

Violations of the California False Claims Aci
Ca. Government Code §12650 ef seq.

106. Plaintiff incorporates by reference and rc-alleges all of the tforeguing
paragraphs as if fully sct forth herein.

107. This Count is brought by Plaintiff-Relator Kruszewski in the name of the
State of California under the qui tam provisions of the California False Claims Act,
California Government Code §12651(a) pursuant to which treble damages and civil
penalties are sought.

108. Defendant Pfizcr at all times relevant to this aclion sold and marketed, and
conlinucs to sell and market, pharmaccuticals, including Geodon, in the State of
California.

109. Cal. Gov't Code §12651(a) providces liability for the costs of a civil action,
a civil penalty of up to $10,000 and
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treble damages for all damages sustained by the state for any person who-

(1) knowingly presents, or causes to be presented, (o 4u officer or employee of
the state or of any political subdivision thercof, a false claim for payment or approval,

(2)  knowingly makes, uses, or causes to be made or uscd a false record or
statement to get a false claim paid or approved by the statc or any political subdivision;

(3) conspires to defraud the state or any political subdivision by gelting a false
clain allowed or paid by the state or by any polilical subdivision:

{8)  is a beneficiary of an inadvertent snbmission of a false claim, subscquently
discovers the falsity of the claim. and fails to disclosc the {alse claim to the state or the
political subdivision within a reasonable time aftcr discovery of the false claim.

110. By virtue of the above-described acts, among others, Defendant Pfizer
knowingly caused 1o be presented false or fraudulent claims for payment or approval, and
continues to cause to be submitted false or fraudulent claims for payment or approval,
dircctly or indirectly, to officers, employees or agenis of thc State of California, for
Geodon.

372. Specifically, Defendant has:

o caused hundreds of thousands of false claims to be presented to the State of
California,

¢ knowingly made, used or caused o bc madc or used false records to get false
clauns paid,

» conspircd to defraud the state by getting false and fraudulent claims atlowed or
paid; ; and,

o failed to disclose (he existence of the false claims it has caused to be presented.

111. The amounts of the [alsc or fraudulent clarms to the State of California
were material.

112. Plaintiff State of California, being unaware of the falsity of the claims
caused to be submitled by Defecndant Pfizer and in reliance on the accuracy thereof paid

and continues to pay for improperly prescribed Geodon.
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113.

COUNT SIX

Violations of the Delaware False Claims Act
Del. Stat. Tit, V1. §1201

Plaintiff incorporales by reference and rc-alleges all of the foregoing

paragraphs as 1f fully sct forth herein. This Count (s brought by Plaintiff-Relator

Kruszewski in thc name of the State of Delaware under the qui tam provisions of the

Delaware False Claims and Reporting Act, Dclaware Statute Title VI, Section 1201.

114.

Defendant Pfizer at all limes relevant to this action sold and marketed, and

continues to sell and inarkct, pharmaceuticals in the Statc of Delaware, including

Geodon.

115.

§1201(a)(1) provides for hability for any person who:

116.

knowingly presents or causes to be prescnled, directly or indirectly, to an
officer or employee of the Government a false or fraudulent claim for
payment or approval; . . . shall be liable to the Government for a civil
penalty of not less than $5,500 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 becausc of the acl of that
person.

provides for liability for any person who:

[17.

knowingly makes, uses or causes to bc made or used, directly or
indirectly, a falsc record or statement to get a falsc or {raudulent claim
paid or approved; ...shall be liablc to the Government for a civil pcnalty
of not less than $5,500 and not more than $11,000 for each act constituting
a violation of this section, plus 3 times the amount of the actual damagcs
which the Government sustains hecause of the act of that person.
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provides for liability for any person who:
Conspires to defraud the Government by getting a false or fraudulent
claim allowed or paid; . .. shall be liable Lo the Governmenl for a civil
penalty of not less than $5,500 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 Governmenlt sustains because of the act of that
person.,

[18. By virtue of the above-described acts, among otbers, Defendant Pfizer
knowingly causcd to be presented false or fraudulent elaiins for payment or approval, and
continues 1o cause 1o be submilled false or {raudulent elaims for payment or approval,
directly or indirectly, to officers, employees or agents of the Siate of Dclawarc, for
(eodon.

372. Speetfically, Defendant has:

e caused hundreds of thousands of false claims to be presented to the State of
Delaware,

* knowingly made. used ar caused to be made or used false records to get false
claims paid.

s conspired to defraud the state by getting false and fraudulent claims allowed or
paid; ; and,

e failed to disclosc the cxistence of the false claims it has causcd to be presented.

119. The amounts of the [alse or fraudulent claims to the Statc of Delaware
were material.

120. Plaintiff State of Delaware, being unaware of the falsity of the claims
caused to be submitted by the Defendant, and in reliance on the accuracy thereof paid and

continues to pay for improperly preseribed Geodon,

COUNT SEVEN

Violations of the District of Columbia Procurement Reform Amendment Act,

D.C, Code § 2-308.14(a)(1)
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121. Plainufl incorporates by reference and re-allepes all of the foregoing
paragraphs as if fully set forth herein,

1232 This Count 15 brought by Plaintiff-Relator Kruszewski in the name ol the
Districl ol Columbia under the gui ram provisions of D.C. Stat. §2-308.03 ef seq.

123, Delendant Pfizer at all times relcvant to this action sold and marketed, and
continues o sell and market, pharmaccuticals 1u the District of Columhbia, including
Geodon.

124, The District of Columbia Procurement Reform Amendment Act, D.C.
Code § 2-308.14(a)(1)-(3), spccifically provide in part:

(a) Any person who commits any of the following acts shall be liable to the
District for 3 tincs the amount of damages which the District sustains because of
the act of that person. A person who commits any of the following acts shall also
be liable to the District for the costs of a civil aclion brought to recover penalties
or damages, and may be liablc to the District for a civil penalty of not less than
$5,000, and not more than $10,000, for each false claim tor which the person:
(1)Knowingly presents, or causes to be presented, to an officer or
employee of the District a false claim for payment or approval.
(2) Knowingly makes, uses. or cduses Lo be made or used, a false
record or statement to get a false claim paid or approved by the
District.
(3) Conspircs to defraud the District of Columbia by getting a false
claim allowed or paid hy the District.

125. By virtue of the above-described acls, among othcrs, Defendant Pfizer
knowingly caused to be presented false or fraudulent claims for payment or approval, and
continues to cause to be submitted false or fraudulent claims for payment or approval,

directly or indirectly, to officers, employees or agents of the District ol Columbia, for

Geodon.
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126. Specifically, Defendant has:

e caused hundreds of thousands of false claims to be presented to the District of
Colnmbia,

* knowingly made, used or caused to be made or used {alse records to get false
claims paid,

» conspired to delraud Lhe stale by getting false and fraudulent claims allowed or
paid; ; and,

e failed to disclose the existence of the false claims it has caused 10 be presented.
127. The amounts of the false or fraudulent claims to the District ol Colurnbia

wcerce matcerial.

128. Plaintiff District of Columbia, being unaware of the falsity of the claims
caused to be submitted by the Defendant, and in reliance on the accuracy thereol paid and

continues to pay [or improperly prescribed Geodon.

COUNT EIGHT

Violations of the Florida False Claims Act
FIL Stat. §§68.081-68.09

129. Plaintiff incorporates by reference and rc-allcges all of the foregoing
paragraphs as if fully set forth herein.

130. This Count is brought by Plaintiff-Relator Kruszewski in the name ol the
State of Florida under the gui tam provisions of Florida False Claims Act, Fl. Stat.
§§68.081-68.09.

131. Defendant Pfizer at all times relevant to this action sold and markcted, and
continucs to sell and market, pharmaceuticals in the State of Florida, including Geoden.

132. Fla. Stat § 68.082(2)(a)-(c) provide liability for any person who-

(a) Knowingly  presents,  or
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causes to be presented, to an officer or employee of an agency, a false or
fraudulent claim for payment or approval; ... Knowingly makes, uses, or causes
to be made or used, a false record or stalemen! o getl a false or fraudulent claim
paid or approved by an agency;. . . is liable to the state for a civil penalty of not
less than $5,500 and not nwore than $11,000 and for treble the amount of damages
the apency sustains because of the act or omission of that person.

(b) Knowingly makes, uses, or causes (o be madc or uscd, a false record or statement
to get a false or [raudulent claim paid or approved by an agency;. . . s liable to the
state tor a civil penalty of not less than $5,500 and not more than $11,000 and tor
treble the amount of damages the agency sustains beeause of the act or omission
of that person.

{¢) Conspires Lo submit a false claim to an agency or to deceive an agency lor the
purpose of getting a false or fraudulent claim allowed or paid; ...is liable to the
stale 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 uct or umission
of that person.

* * *
is liable to the state for a ctvil penalty of not less than 35,500 and not more than

$11,000 and for ircble the amount of damages the agency sustains beeause of the act

or omission of that petson;

133, By virlue of the above-described acts, among others, Defendant Pfizer
caused to be presented false or fraudulent claims for payment or approval, and continues
to cause to be suhmitted false or fraudulent claims for payment or approval, directly or
indirectly, to officers. employees or agents of the Slale of Florida, for Geodon.

134, Specifically, Defendant has:

» caused hundreds of thousands of false claims to be prescnted to the State of
[lorida,

e knowingly madc, used or caused to be made or used false records to get falsc
claims paid,

s conspired to defraud the state by getting false and fraudulent claims allowed or
paid; ; and,

o failed to disclosc the existence of the false elaims it has caused to be presented.



135. The amounts of the [alse or fraudulent claims to the State of Florida were
material.

136. Plaintiff Statc of Florida, being unaware of the falsity of the claims causcd
to be submitted by the delendant, and in reliance on the accuracy thereof paid and
continues to pay for improperly prescribed Geodon.

COUNT NINE

Violations of the Georgia Statc False Medicaid Claims Act,
0.C.G.A. § 49-4-168 et seq.

137.  Plaintiff incorporates by reference and re-alleges all of the foregning
paragraphs as if fully set forth herein.

138.  This is a qui tam actiou brought by brought by Relator Kruszewski and the
Statc of Georgia to recover treble damages, civil penaltics and the cost of this action,
under the Georgia Statc False Medicaid Claims Act, O.C.G.A. § 49-4-168 et. seq.

139. Defendant Plizer at all timcs relevant to this action sold and marketed, and
continues to sell and market, pharmaceulicals in the State of Georgta, including Geodon.

140. Gceorgia State False Medicaid Claims Act, O.C.G.A. § 49-4-168.1(a),
specifically provides in part:

(a) Any person who:

(1) Knowingly prcsents or causes to he presented to the Georgia Medieaid
program a false or fraudulent claim for payment or approval;

(2) Knowingly makes, uses, or causes to be made or used, a fals¢ record or
statement to get a [alse or fraudulent claim paid or approved by the Georgia Mcdicaid
program;

(3) Conspires to defraud the Georgia Medicaid program by getting a false or
fraudulent claim allowed or paid;

...shall be liable to the State of Georgia for a civil penalty of not less than

$5,500,00 and nol morc than $11,000.00 for each false or fraudulent clain, plus three
ttmes the amount of damages which the Georgia Mcdicaid program sustains because of
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the act of such person.

141. By virtue of the acts described above, Defendant knowingly presented, or
caused 10 be presented, [alse or [raudulent claims to the Georgia State Government for
payment or approval.

142, Specifically, Delendant has:

¢ caused hundreds of thousands of false claims to be presented to the State of
Georgia,

e knowingly made, used or caused to be made or used false rccords to get false
claims paid,

e conspired to defraud the state by getting false and fraudulent claims allowed or
paid; ; and,

¢ failed to disclosc the cxistence of the falsc elaims it has caused to be presented.

143. For example, Geodon prescriptions for the purposes of non-medically
accepted uses would not have been prescnted but for the ilfegal inecntives and unlawful
promotional activitics made by Defendant. As a result of this illegal scheme, these
claims were improper in whole pursuant to the Georgia State False Medicaid Claims Act.

144. By virtue of the acts described above, Pfizer knowingly made, used, or
caused to be made or used, false records and statements, and omitted material facts, to
induce the government to approve and pay such false and fraudulent claims.

145. Each prescription that was written as a result of Defendant’s illegal
marketing practices represents a false or fraudulent record or statement. Each claim for
reimbursement for such preseriptions for non-medically accepted uses submitted to a

State-funded health insurance program represents a false or fraudulent claim for payment.

146.  Plaintiff cannot at this time identify all of the false claims for payment that
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were caused by Pfizer’s conduct. The false claims were presented by (housands of
separale enlilies, and over many ycars.

147.  The Georgia State Governmenl, unaware of the falsity of the records,
statements, and claims made, or caused to be made by Pfizer, paid and continues to pay
the claims that wonld not be paid hut for Pfizer’s false and illegal off-label markeling
practiccs.

148. By rcason of Pfizer's acts, the Georgia State Government has heen
damaged, and continues to be damaged, in substantial amounts to be determined at trial.

149.  Georgia is entitled to the maximum penalty for each and every false or
fraudulent claim, record, or statement made, used, presented, or caused to be made, used,
or presented by Pfizer.

1530. Defendant did not, within a reasonable period of lime afler {irst obtaining
information as to such violations, fumish such information to officials of the Slate
responsible for investigating false claims violations, did not otherwise fully cooperate
with any investigation of the vivlations, and have not otherwise furnished information to
the State regarding the claims for reimbursement at issue.

151. Relator is a private person with direct and independent knowledge of the
allegations in this Complaint, who have brought this action pursuant to Georgia Statc
False Medicaid Claims Act on behalf of himself and the State of Georgia.

152.  This Court is requested to accept supplemental jurisdiction of this rclated
statc claim as it is predicated upon the exact same facts as the federal claim, and merely

asserts separate damage to the State of Georgia in thc operation of its Medicaid program.

COUNT TEN
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Violations of the Hawaii Falsc Claims Act
Haw. Rev. Stat. §661-21 ef seq.

153. Plaintiff incorporates by reference and re-allege all of the foregoing
paragraphs as if fully set forth herein. This Count is brought by Plaintiff-Relator
Kruszewski in the nane of the State of Hawaii under the gui ram provisions of Hawaii
False Cluims Acl, Haw. Rev. Stat. §661-21 ¢f seq.

154, Defendant Pfizer at all times relevant to this action sold and marketed, and
continues to sell and market, pharmaccuticals in the State of Hawaii, including Geodon.
The Hawaii False Claims Act, Haw. Rev. Stat § 661-21(a)(1)-(3) specifically provides
thal any person who:

(1)} Knowingly presents, or causes to be presented, to an officer or employee of the

Statc a false or fraudulent ¢laim for payment or approval;...

{2) Knowingly makes, uses. or causes (o be made or used, a false record or statement

to get a false or fraudulent claim paid or approved by the State;. ..

(3) Conspires to defraud the State by getting a false or fraudulent claim allowed or
paid;...

»* ¥ L
Shall be liable to the State for a civil peualty of not less than $5,000 and not

more than $10,000, plus (hree times the amount of damages that the state
sustains due to the act of that person.

155. By virtuc of the above-described acts, among others, Defendant Plizer
knowingly caused 1o be prescnted falsc or fraudulent claims for payment or approval, and
continues to cause to be submitied falsc or fraudulent claims for payment or approval,
dircetly or indirectly, to otficers, employees or agents of the State of Hawaii, for Geodon.

156. Specifically, Defendant has:

o caused hundreds of thousands of false claims to he presented to the State of
Hawaii,

» knowingly made, uscd or caused to bc made or used false records to get false
claims paid,
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e conspired to delraud the state by getting false and fraudulent claims allowed or
paid; ; and,

o failed to disclose the existence ol the false claims it has caused to be prescented.

157. The amounts of the false or fraudulent claims to the State of Hawaii were
material.
158. Plaintiff State of Hawaii, being unaware of the falsity of the claims caused

to be submitted by Defendant, und in reliance on the accuracy thercof paid and continues

to pay for improperly prescribed Geodon.

COUNT ELEVEN

Vielations of the Louisiana Medical Assistance Programs Integrity Law
Louisiana Rev. Stat. §437 ef seq.

159. Plaintiff incorporates by relerence and re-alleges all of the foregoing
paragraphs as if fully set Jorth herein. This Count is brought by Plaintill-Relator
Kruszewskl in the name of the State of .ouisiana under the gui tam provisions of the
Louisiana Medical Assistance Programs Inteprity Law, Louisiana Rev. Stat. §437 et seq.

160. Defendant Pfizer at all times relevant to this action sold and marketed. and
conlinues to sell and market, pharmaccuticals in the State of Louisiana, including
Geodon.

161. The Louisiana False Claims Act/Medical Assistance Programs Integrity
Law, La. Rev. Stal. § 46-438.3 provides:

(A) No person shall knowingly present or cause to be presenled

a false or fraudulent claim.

{B)  No person shall knowingly engage in misrcpresentation to obtain,
or atteinpt to obtain, payment {rom medical assistance program funds;

C) No person
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shall knowingly make, use, or causc 10 be made or used, a false record or
staternent to conceal, avoid, or decrease an obligation to pay or transmil
money or property to the medical assistance programs,

162. By virtue of the above-described acts, among others, Dctendant Pfizer
knowingly caused to be presented falsc or fraudulent claims for payment or approval, and
continues o cause to be submitled false or fraudulent elaims for payment or approval,
direetly or indirectly, to officers, ¢employees or agents of the State of Louisiana, for
Geodon.

163. Specifically, Defendant has:

» cansed hundreds of thousands of false claims to be presentcd to the State of
Louisiana,

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

o conspired to defraud tbe statc by getiing false and fraudulent claims allowed or
paid; and,

o failed to disclose the existence of the falsc claims it has caused to bc presented.

164. The amounls of the false or fraudulent claims to the State of Louisiana
were material.

165. Plainti(l" State of Louisiana, being unaware of the falsity ol tbe claims
caused to be submitted by the Defendant, and in reliance on the aceuracy tbereof paid and

continues {0 pay for impropcrly prescribed Geodon.

COUNT TWELVE

Violations of the Massachusetts False Claims Act
Massachusetts Gen. Laws ¢.12 §5(A)
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166. Plaintiff incorporates by rcierence and re-alleges all of the forepoing
paragraphs as il {ully set forth herein. This Count is brought hy Plainti(l-Relator
Kruszewski in the name of the Statc o[ Massachusetts under the qui tam provisions of the
Massachusetts False Claims Act, Massuachusetts Gen. Laws ¢.12 §5(A).

167. Defendant Pfizer al all times relevant to Lhis action sold and marketed, and
continues to sell and market, pharmaceuticals in the Commonwealth of Massachusctis,
including Geodon.

168. The Massachusetts False Claums Act, Mass, Gen. Laws Ann. chap. 12,
§5(B)(1)-(3), provides in part, that any person who:

(N knowingly presents. or causes to be presented, a false or fraudulent claim
for paymenl; ...

(2) knowingly makes, uses, or causes to be made or used, a false record or
statement Lo obtain payment or approval of a claim by the commonwealth
or any political subdivision thereof; ...

(3) conspires to defraud the commonwealth or any political subdivision
thereof through the allowance or payment of a fraudulent claim; ...

* * *
shall lable to the commonwealth or political subdivision for a civil penalty

ol not less than $5,000 and not more than $10,000 per violation, plus three
times the amount of damages, including conscquential damages, that the
commonwealth or political subdivision sustaing becausc ol the act of that
person.

169. By virtue of the above-described acts, among others, Defendant Pfizer
knowingly caused to be presented falsc or [raudulent claitns for payment or approval, and
continues to cause Lo be suhmitted false or fraudulent claims for payment or approval,
directly or indirectly, to officcrs, employees or agents of the Commonwealith of

Massachusetts, for Geodon.

170. Spectlically, Defendant has:
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171.

caused hundreds of thousands of falsc claims to bc presented to the
Commonwealth of Massachusetts,

knowingly 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 claims allowed or
paid; and,

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

The amounts of the false or fraudulent claims 10 the State of

Massachuselts were matcrial.

172,

Plaintiff Commonwealth of Massachnsetts, being unaware of the falsity of

the claims caused to be snbmitted by the Defendant's conspiracies and in reliance on the

accuracy thereof, paid and coatinues to pay for improperly preseribed Geodon.

173.

COUNT THIRTEEN

Violations of the Montana Faise Claims Act
2005 Mont. Code, CH. 465, HB 146, et seq.

Plaintiff incorporates by reference and re-alleges all of the forcgoing

paragraphs as if fully set forth herein. This Count is brought by Plaintutf-Relator

Kruszewski in the name of the Statc of Montana under the qui tam provisions of the

Montana False Claims Act, 2005 Mont. Codc, CIIL 465, IIB 146, er seq.

[74.

Dclendant Pfizer at all times relevant (o this action sold and marketed, and

continues to sell and markct, pharmaceuticals, including Geodon, in the State of

Montana.

175.

The Montana False Claims Act, Monl. Code Ann., § 17-8-403 providcs

for liability for inter alia any person who engages in any or all of the following conduct:

(a) knowingly
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presenting or eausing to be presented to an officer or employee of the
governmental entity a false elaim for payment or approval:

(h)  knowingly making, using, or causing lo be made or uscd a false record
or statement to pet a false claim paid or approved hy the governmental
entity:

(c) conspiring to defraud the governmenlal enlily by getting a false claim
allowed or paid by the governmental entity. . . .or

(h)  asa beneficiary of an inadvertent submission of a false claim to the
governmental entity, subsequently discovcring the falsity of the c¢laim
and failing to disclose the false claim to the governmental entity within g
rcasonable time after discovery of the false claim.

176. By virtuc of the above-described acts, among others, Defendant Pfizer
knowingly caused to he presented false or fraudulent claims for payncnt or approval, and
continucs to cause to be submitted false or fraudulent claims for payment or approval,
directly or indirectly, to officers, employees or agents of the State of Montana, for
Geodon.

177. Specifically, Defendant has:

e caused hundreds of thousands of falsc claims to be presented to the State of
Montana,

» knowingly made, used or caused to be made or used [alse records to pct false
claims paid,

» conspired to defraud the stale by getting false and fraudulent claims allowed or
paid; and,

o fuiled 1o disclosc the cxistence of the false claims it has caused to be presented.

178. The amounts of the false or frandulent claims Defendant caused to be
made {0 the State of Montana were material.

179. PlaintifT’ Stalc of Montana, being unaware of the falsity of the claims

caused to he submitted by the Defendant and in reliance on the accwacy thereof paid and



may continue to pay for improperly prescribed Geodon.

180. At all times relevant to the complaint, Plizer actcd with the requisite
knowledge.
181. By virtuc of the above-described acts, among others, Defendant Plizer

knowingly engaged in conspiracies to defraud the Government of Montana by getting a
false claim allowed or paid by the government far Geodon.

182, As a direet and proximate consequence of Delendant Pfizer's
conspiratorial conduct, the State of Montaua has suffered significant, material financial
damages in an amount to be proved at trial.

183. The State of Montana would not have suflered these dcvastating losses

had the (ruth about Defendanr’s marketing conspiracies been known.

COUNT I'OURTEEN

Violations of the Tennessee Medicaid I'alse Claims Act
Tenn. Stat. §§75-1-181 ef seq.

184. Plaintiff incorporates by reference and rc-allcges all of the foregoing
paragraphs as if fully set forth herein.

185. This Count is brought by Plaintiff-Relator Kruszewsk: in the name of the
State of Tennessee under the qui tam provisions of the Tennessee Medicaid TI'alse Claims
Act, Tenn. Stat. §§75-1-181 et seq.

186. Defendant Pfizer at all times relevant o this action sold and marketed. and
continues to sell and markel, pharmaccuticals in the State of Tennessee, including
Geodon.

187. By virtue of the above-described acls, among others, Defendant Pfizer
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knowingly causcd to be presented false or fraudulent claims for payment or approval, and
continues to cause 10 be submilled [alse or [raudulent claims {or payment or approval,
directly or indircctly, to officers, cmployces or apents of the State of Tennessee, for
Geodon.

188. Specifically, Defendant has:

e caused hundreds of thousands of false claims to be presented to the State ol
Tennessee,

e knowingly made, used or caused o be madce or used falsc rccords to get false
claiins paid,

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

¢ failed to disclose the existence of the falsc c¢laims it has causcd to be presented.

189. The amounts of the [alse or fraudulent claims to the Statc of Tennessee
were material.

190. Plaintiff State of Tennessee, being unaware of the falsity of the claims
and/or statements caused to bec made by the Defendant, and in reliance on the accuracy

thereof paid and may continue to pay for Defendant’s improperly prescribed drug

Geodon.
COUN1T FIFTEEN
Violations of the I'cnnessee False Claims Act
Tenn. Code Ann. § 4-18-101 ef seq.
191. Plaintiff incorporates by reference and re-alleges all of the foregoing

paragraphs as il fully sct forth herein.
192. This is @ qui tam aclion brovght by Plaintiff Kruszewski on behalf of the
State of Tennessee to recover treble
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damagces. civil penaltics and the cost of the civil action under the gui tam provisions of
the Tennessee False Claims Act, Tenn. Code Ann. § 4-18-101 ef seq.

193. Tenn. Cade Ann. §4-18-103, titled “Liability for violations,” provides:

(a) Any person who commits any of the following acts shall be liable to
the state or Lo the political subdivision for three (3) times the amount .of damages
which the state or the political subdivision sustains hecause of the act of that
person. A person who commits any of the following acts shall also be liablc to the
state or lo the political subdivision for the costs of a civil action brought to
recover any of those penalties or damages, and shall be liable to the state or
political subdivision for a civil penally of not less than two thousand five hundred
dollars ($ 2,500) and not more than ten thousand dollars (§ 10,000) for each false
claiin:

(1) Knowingly prescnts or causcs to be presented to an officer or
employee of the state or of any political subdivision thereof, a false claim [or
payment or approval;

(2) Knowingly makes, uses, or causes to be made or used a false record or
statement o get a (alse claim paid or approved by the state or by any political

subdivision;

(3) Conspires to defraud the slale or any political subdivisiou by getting a
false claim allowed or paid by the state or by any political subdivision;

(7) Knowingly makes, uses, or canses to be made or used a false record or
stalement to conceal, avoid, or decrease an obligation to pay or transmit money or
property to the state or to any political subdivision;

194. Defendant violated §4-18-103(a)(1), (2), and (3) and knowingly presented
or caused to be presented hundreds of thousands of false claims from at least 2001 to the
present by their violation ol state and federal laws, including the Anti-Kickback Statute
and Best Price Statute, as described herein,

195 Specifically, Defendant has:

e caused hundreds of thousands of false claims to be presented to the Stale of

Tennessee,
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s knowingly made, used or caused to be made or used [alse rccords ta act false
claims paid,

e conspired to defraud the state by getting false and fraudulent claims allowed or
paid: and,

¢ tailed to disclose the existence of the [alse claims it has caused to be presented.

196. The State of Tennessee, hy and through Tennessee-funded health plans,
and unaware of Delendants’ illegal practices, paid the claims subinitted by heaith care
providers and third party payors in connection therewith,

197. Had the State of Tennessee known thal Delendants violated the federal
and state laws cited herein, it would not have paid the claims submitled by health carc
providers in connection with Defendants” fraudulent and illegal practices.

198. As a result of Defendant’s violations of Tenn. Code Ann. §§4-18-103, the
State of Tennessee has been damaged in an amount far in cxcess of millions of dollars
cxclnsive on Interest.

199. Kruszewski is a private person with direct and independent knowledge of
the allegations in this Complaint, who has brought this action pursuant to Tenn. Code
Ann. §§4-18-103 on behalf of himself and the Stale of Tenncssce.

200. This Court 1s requested to accept pendant jurisdiclion of this rclared state
claim as it is predicated upon the exact same facts as the federal claim, and mercly asserts

separale damagc to the State of Tennessee in the operation of its Medicaid program.

COUNT SIXTEEN

Violations of the Texas Medicaid Fraud Prevention Act
Tx. Human Resourecs Code, Ch. 36, §36.101 ef seq.
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201. Plaintiff incorporates by reference and re-alleges all of the foregoing
paragraphs as if fullv set forth herein. This Count is brought by Plaintiff-Relator
Kruszewski in the name of the State of Texas under the gui tam provisions ol the 1'cxas
Medicaid Fraud Prevention Act, Tx. Human Resources Code. Ch. 36, §36.101 et seq.

202. Delendant Plizer at all times relevant to this action sold and marketed, and
continues to sell and market, pharmaceuticals in the Stale ol Texas, including Geodon.

203. Specifically, Defendant has:

caused hundreds of thousands of false claims to be presented to the Slale of
Texas,

* knowingly made, used or causcd to be made or used false records to get false
claims paid,

e conspired to defraud the state by gelting [alse and [raudulent claims allowed or
paid; and,

e failed to disclosc the existence of the false claims 1t has caused to be presented.

204. By virtue of the above-described acts, among othcrs, Defendant Pfizer
knowingly caused to be presented false or fraudulent claims for payment or approval, and
continues to cause to be snbrmitted false or fraudulent claims for payment or approval,

direclly or indirectly, to offiecrs, cmployees or agents of the State of Texas, for Geodon.

205, The amounts of the false or fraudulent claims to the State of Texas were
material.
206. Plaintiff State of Texas, being unaware of the falsity of the claims caused

to bc submitted by the defendant, and in reliance on the accuracy thereof paid and

conlinues 1o pay for Defendant’s improperly prescribed drug, Geodon.

COUNT SEVENTEEN
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Violations of the Virginia Fraud Against Taxpayers Act
Va. Stat. Ch. 842, Article 19.1, § 8.01-216.1 &f seq.

207. Plaintiff incorporates by reference and re-alleges all of the foregoing
paragraphs as if fully sct forth herein. This Count is brought by Plaintiff-Relator
Kruszewski in the name of the Commonwealth of Virginia under the gui tam provisions
of the Virginia Fraud Against Taxpayers Aet, Va. Stat. Ch. 842, Article 19.1, § 8.01-
216.1 et seq.

208. Defendant Pfizer at all times relevant to this action sold and marketed, and
contintes to sell and market, pharmaceuticals in the Commonwealth of Virginia,
including Geodon.

2009. By virtue of the above-descrihed acts, among others, Defendant Pfizer
knowingly caused to be presented false or fraudulent claims for payment or approval, and
continues to cause 1o be submilted false or [raudulent claims [or payment or approval,
directly or indirectly. to officers, employees or agents of the Commonwealth of Virginia,
lor Geodon.

210. Specilically, Delendant has:

o causecd hundreds of thousauds of false claims to be presented to the
Commonwealth of Virginia,

e knowingly made, used or caused to be madc or used falsc records to get false
claims paid,

» conspired to defraud the state hy getting false and fraudulent claims allowed or
paid; and,

» failed to disclose the existence of the false claims it has caused to be presented.
211. The amounts of the false or fraudulent claims to the Commonwealth of

Virginia were material.
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212, Plaintiff Commonwealth of Virginia, being unaware ol the [alsity of the
claims caused to be submitted by the Defendant, and in reliance on the accuracy thereof
paid and continucs to pay for Defendant’s improperly prescribed drug Geodon.,

COUNT EIGHTEEN

Violations of the Indiana False Claims and Whistleblower Act
(IC 5-11-5.5 et seq.)

213. Plainlill’ incorporales by reference and re-alleges all of the foregoing
paragraphs as if fully set forth herein,

214. This Count is brought by Plaintiff-Relator Kruszewski in lhe name of the
State of Indiana under the gui tam provisions of IC 5-11-3.5-4, for the Defendant Plizer’s
violations of IC 5-11-5.5-2.

215. Delendant Plizer, al all lirmes relevant to this action, sold and continues to
sell pharmaceuticals in the State of Indiana, including Geodon.

216. The Indiana False Claims and Whistlehiower Aet, Ind. Code § 5-11-5.5-
2(b) (2008), specilieally provides that by cngaging in certain acts a person commits an
unlawtful act and shall be liable Lo the state for civil penaltics of at lcast $5000 and for up
to three times the amount of damages that the state sustains because of the act of that
person, including:

(1) Presents a false claim to the state for payment or approval; or
{(2) making or using a false record or stalement Lo oblain payment or approval
of a falsc claim from the state; . . . or
(7) conspiring with another person to perform an act described above; or
(8) Causing or inducing another person to perform an act deseribed [ahove].
217. Through the acts described above and otherwis¢, Defendant Plizer

knowingly eaused o be presented for payment and approval to the Indiana Medicaid
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program, passibly conlinues lo causc to bc presented, directly or indirectly, to officers,
employces or agents of the State of Indiana, false and fraudulent claims in order to induce
Medicaid reimbursement for Geodon, and Defendant Pfizer's other drugs, that were not
eligible for any such reimbursement.

218. Specifically, Defendant has:

e caused hundreds of thousands of false claims to be presenicd o the State of
Indiuna,

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

» conspired to defraud the state by getting [alsc and fraudulent claims allowed or
paid; ; and,

o [ailed to disclose the existence of the false claims it has caused to be prescnted.

219, As a result, Plaintiff Indiana reimbursed Medicare and Medicaid
participating providers for ineligible claims of Geodon, resulting in materal financial
losses to the State of [ndiana.

220, Plaintiff State of Indiana, unaware of the falsity of the claims caused to be
presented by Defendant Plizer, and in reliance on the accuracy thereof, have paid and
approved, and continue (o pay dand approve, claiins for Geodon that would not have been
paid or approved in any part il the truth werc known.

221. By reason of Defendant Plizer’s wrongful conduct, Indiana has suffered
substantial losses in an amount to be proved at trial, and therefore is entitled Lo multiple
damages under the State’s false claims act in an amount to be determined at trial, plus
civil penaltics for each such false statement caused to be made or uscd by Defendant
Plizer.

COUNT NINETEEN
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Violations of the Nevada False Claims Act
Nevada Rev. Stat. §357.010 ef seq.

222. Plaintiff incorporates by reference and re-alleges all of the foregoing
paragraphs as il fully sct torth hercin.

223. This Count is brought by Plainti{f-Rclator Stefan Kruszewski in the name
of the Statec of Nevada under the qui tam provisions of Nevada Rev. Stat. §357.010 er
seq., “Submission of Falsc Claims to State or Local Government.”

224, Defendant Pfizer, at all (imcs relevant to this action, sold and continue to
sell pharmaceuticals in the State of Nevada, including Geodon.

2as Through the acts described above and othcrwise, Detendant Pfizer
knowingly caused to be presented for payment and approval 1o the Nevada Medicaid
program, possibly continues to cause to be presented, directly or indirectly, to officers,
employees or agents of the State of Nevada, fulse and [raudulent claimns in order to induce
Medicaid rcimbursement for Geodon.

226. Specifically, Defendant has:

¢ causcd hundreds of thousands of false claims to be presented o the State of
Nevada.

¢ knowingly made, used or causcd to be made or used false records to get fulse
claims paid,

e conspired to detraud the state by getting [alse and fraudulent claims allowed or
paid; ; and,

» failed o disclose the cxistenee of the false claims it has caused to be presented.
227. At all times relevant and material to this Complaint, Defendant Pfizer

knowingly caused false claims for payment or approval [or Geodon to be presented to
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officers and ciployccs ol Lhe [ederal and state governments. As a result, the federal and
state governments reimbursed Medicare and Medicaid provider pharmacies for ineligible
claims for Geodon, resulting in great financial loss to the Nevada government.

228. By virtue of the above-described acts, among others. Defendant Pfizer
knowingly caused to be made or used and continues to cause to be made or used falsc or
frandulent statements to get claims allowed or paid for Geodon by the State of Nevada,
for Geodon,

229. The amounts ol the [alsc or fraudulent claims and statements caused to he
madgc by Pfizer to the State of Nevada were material.

230. Plaintill State of Nevada, being unaware of the falsity of the claims and/or
statements caused to be made or uscd by Defendant, and in reliance on the accuracy
thereof patd and conlinues to pay {or Defendant’s impropetly prescribed drug Geodon.

COUNT TWENTY

Violations of the New Hampshire False Claims Act
167:61-b et. seq.

231. Plaintiff incorporatcs by reference and re-alleges all of the foregoing
paragraphs as il [ully sel forth herein, This Count is brought by Plaintiff-Relator
Kruszewski in the name of the State of New Hampshire under the gui tam provisions of
New Hampshire False Claims Act, 167:61-b et. seq.

232. Defendant Pfizer at all times relevant to this aciion sold and marketed, and
continues to sell and market, pharmaccuticals in the Stale ol New 1lampshire,

233, Through the acts described above and otherwise, Defendant Pfizer

knowingly caused to be presented for



payment and approval to thc New Hampshire Medicaid and Medicare programs, and
continues to cause to be presenled, false and fraudulent claims, directly or indirectly, to
officers, employees or agents ol the State of New Hampshire, to induce Medicaid and/or
Medicare reimbursement for claims for Geodon that were not and are not eligible for any
such reiniburscment,

234. Through the acts described above and otherwise, Defendant Pfizer
knowingly caused to be made or used, and continues to cause to be made or uscd, false
and fraudulent rccords and/or statements, in order to get claims for Geodon allowed or
pald by Medicard and/or Mcdicare, that were not eligible for any such reimbursement.

235, Specifically, Defendant has:

caused hundreds of (housands of false claims to he presented to the State of New
Hampshire,

e knowingly made, used or caused to be made or used falsc rccords to get false
claims paid,

e conspired to dcfraud the state by getting false and fraudulent claims allowed or
paid; and,

e failed to disclose the existence of the false claims it has caused to be presented.

236, The amounts of the false or fraudulent claims to the State of New
Hampshire were 1naterial.

237. Plaintiff State of New Hampshire, unaware of the falsity ol the claims
presented or causcd to be prescnted by Defendant Pfizer, and in reliance on the accuracy
thereof, have paid and approved, and continuc to pay and approve, claims for Defendant
Plizer’s drugs that would not have been paid or approved in any part if the truth were

known.
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238. By reason of Defendant Plizer’s wrongful conduct, New Hampshire has
suffered substantial losses in an amount to be proved at trial, and therefore is entitled to
multiple damages under the False Claims Act, to be determined at trial, plus the
maxinum penalties for each such false stalement causcd to be made or used by

Defendant Plizer and cach such false claim caused to be submitted by Defendant Pfizer.

COUNT TWENTY ONE

Yiolations of the New Mexico Medicaid False Claims Act,
N.M. Stat ANN. §27-14-1 cl seq.

239, Plaintiff incorporates by relerence and rc-alleges all of the foregoing
paragraphs as il [ully sct forth herein. This Count is brought by Plaintiff-Relator
Kruszewski in the name ol the Statc of New Mexico under the gui tam provisions of the
New Mexico Medicaid False Claims Act §27-14-1 ef seq.

240. Defendant Pfizer at all times relevant 1o this action sold and marketed, and
continues to sell and market, pharmaccuticals in the State of New Mexico, including
Geodan.

241, Through the acts describcd above and otherwise, Defendanl Pfizer
knowingly caused to be presented lor payment and approval to the New Mexico
Medicaid and/or Medicare programs, and continues to causc to be presented, false and
fraudulent claims dircetly or indirectly, to officers, employees or agents of the State of
New Mexico, in order to induce Medicaid and/or Medicare reimbursement [or claims for
Geogdon that were not eligible for any such reimbursement.

242, Through the acts descrihed above and otherwise, Defendant Pfizer

knowingly caused Lo be made or used, and continues to cause to be madc or used, false
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and {raudulenl records and/or statements, in order to get claims for Geodon allowed or
paid by Medicaid and Medicare (hat were not eligible for any such reimbursement,
243, Specifically, Delendant has:

o caused bundreds of thousands of [alsc claims to he presented to the State of
Nevada,

* knowingly made, used or causcd to be made or used false records to gel falsc

claimns paid,

e conspired to defraud the stale by getting false and fraudulent claims allowed or
paid; ; and,

o failed Lo disclosc the existence of the false claims it has caused to be preseated.

244, ‘The amounts of the false or fraudulent claims causcd to be made to the
State of New Mexico were material.

245. Plaintift State of New Mexico, unaware of the falsity of the claims
prescnted or caused to be presented by Delendant Pfizer, and in reliance on the accuracy
thereof, have paid and approved, and continue to pay and approve, claims for Geodon
that would not have been paid or approved in any part if the truth were known.

246. By reason of Defendant Pfizer's wrongful conduct, New Mexico has
suffered substantial losscs in an amount to he proved at trial, and thereforc is entitled to
multiple damages under the False Claims Act, to be determined at (rial, plus the
maximum civil penalty allowed under the state law for each such false claim caused to be
submitted by Defendan( Pfizer and cach such false statement caused to be madce or used
by Defcndant Pfizer.

COUNT TWENTY TWO
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Violations of the New Mexico Fraud Against Taxpayers Act
N.M. Stat, § 44-9-1 et seq.

247.  Plaintiff incomorates by reference and re-alleges all of the foregoing

paragraphs as 1[ [ully sel [orth herein,

248. This is a qui tam action brought by Plaintiff Kruszewski on behalf of the

State of New Mexico to recover trehle damages, civil penalties and the cosl ol the civil
action under the New Mexico Fraud Against Taxpayers Act, N.M. Stat. Ann. § 44-9-1.
249, N.M. Stat. Ann. § 44-9-3 (A) of the New Mexico Fraud Against
Taxpayers Act provides that [a] pcrson shall not:
(1) knowingly present, or cause to be presented., to an eniployce,
officer or agent of the state or to a contractor, grantee or other recipient of
state funds a false or fraudulent claim for payment or approval;
(2) knowingly make or use, or cause Lo be madc or used. a false
record or statemenl Lo obtain approval or payment on a false or fraudulent
clain;
(3) conspire to defraud the stale by oblaining approval or
payment on a [alse ¢laim;
(9) as a beneficiary of an inadvertent submission of a false claim

and having subsequently discovered the falsity of the claim, fail to

disclose the false claimn to the state agency within a reasonable lime aftcr

discovery.

250. Pursuant to N.M. Stat. Ann. § 44-9-3(B) of the New Mcxico Fraud
Against Taxpayers Act, proof of specific intent is not required for a violation of
subsection A of Seclion J.

251,  Detendant at all times rclevant to this action, sold and continues to sell
pharmaceuticals in the State of New Mexico.

252. By virtue of the illcgal conduct and the other misconduct alleged herein,

including causing the submissions of non-rcimbursable claims for prescription drugs

described above and using or causing to be used [alse or [raudulent records to accomplish
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this purpose, Detendants violated N.M. Stat. Ann. § 44-9-3(A) of the New Mexico ['raud
Against Taxpayers Act with the requisite intent.
253, Specifically, Defendant has:

¢ causcd hundreds of thousands of false claims to be presented to the State of Nw
Mexico,

¢ knowingly made, used or causcd to be made or used false records to get false
claimns paid,

e conspired to defraud the state by getting [alse and fraudulent claims allowed or
paid; and,

v failed to disclosc the existence of the false claims it has caused Lo be presented.

254. For example, claims for rcimbursement for off-label prescriptions of
Pfizer’s drug Geodon prescribed to government-tunded health care program beneficiaries
for non-medically accepted indications would not have becn submitted to the State of
New Mexico but for the illegal practiccs of Defendant descrihed in this Complaint.

255.  The New Mexico Medicaid Program, unaware of the falsity or fraudulent
nature of the claims caused by the Delendant, paid for claims that otherwise would not
have been allowed.

256. By reason of these improper payments, thec New Mexico Medieaid
Program has been damaged, and continues to be damaged, i a substantial amount.

257.  Defendant did not, within a reasonable period of timc afler {irst obtaining
inlormation as to such violations, furnish such information to officials of the Stale
responsible for investigating false claims violations, did not otherwisc fully cooperate
with any investigation of the violations, and have not otherwise {umished information to

the State regarding the claims for reimbursement at issue.
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258,  Plamlill 1s privale persons with dircct and independent knowledge of the
altegations in this Complaint, who have brought this action pursuant to N.M. Stat. Ann. §
44-9-5 of the New Mexico Fraud Against Taxpayers Act on behalf of himsclf and the
Statc of New Mexico.

259.  This Courl is requested to accept supplemental jutisdiction of this related
state claim as 1t is predicated upon the exact samc tacts as the federal claim, and merely

asserts separate damage to the State of New Mexico in the operation of its Medicaid

prograni.
COUNT TWENTY THREE
Violations of the Michigan Medicaid False Claims Act
(M.C.L.A. 400.601 ef seq.)
260. Plaintift incorporates by relerence and re-allcges all of the foregoing

paragraphs as if fully set forth herein. This Count is hrought by Plaintiff-Relator
Kruszcwski in the name of the State of Michigan nnder the qui tam provisions of the
Michigan False Claims Act, M.C.L.A. 4000.601 e seq.

261. Defendant Pfizer at all imes relevant to this action sold and marketed, and
continues to sell and market, pharmaceuticals in the Statc of Michigan, including
Geodon.

262. ‘Through thc acts described above and otherwise, Defendant Pfizer
knowingly caused to be presented [or payment and approval to the Michigan Medicaid
and/or Medicare programs, and continues to cause to be presented, false and fraudulent
claims, directly or indirectly, to officers, employees or agents of the State of Michigan, in

order o induce Mecedicaid and or Medicare to reimburse Medicaid or Medicare
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participating pharmaceutical providers ior Geodon when those claims were vot and ure
not eligible for any such reimburscment.

263, Through the acts describecd above and otherwise, Defendant Phizer
knowingly caused (0 be madc or used, and continues (0 cause to be used or made, false
and [raudulent records and/or statements, in order to get claims for Geodon allowed or
paid by Medicaid and/or Medicare that were not eligible for any such reimbursement.

264, Specifically, Defendant has:

o caused huudreds of thousands of iulse claims (o be presented to the State of
Michipan,

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

o conspired to defraud the stale by getting false and {raudulent claims allowed or
paid; ; and,

o failed Lo disclosc the existence of the false claims it has caused to be presented.

265. The amounts of the false or {raudnlent ciaims caused to be made to the
State of Michigan were material.

206. Plaintiff State of Michigan, unaware of the falsity of the claims caused to
be presented by Defcndant Pfizer, and in reliance on the accuracy thereof, have paid and
approved, and continue to pay and approve, claims for Geodon that would not have been
paid or approved in any part if the truth were known.

267. By reason of Nefcendant Pfizer’s wrongful conduct, Michigan has suffered
substanlial financial losses in an amount Lo be proved at trial, and therefore is entitled to
mulliple damages under the False Claims Act, to be dctermined at lrial, plus the

maximom allowable civil penalties {or each such {alse statement caused (o made or used
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hy Defendant Pfizer and each such false claim caused to be made by Delendant Pfizer.

COUNT ITWENTY FOUR

Violations of Michigan Public Acts, 1977 PA 72, as amended by 1984 PA 333,
as amended by 2005 PA 337, as amended by 2008 PA 421

268. Plaintift rcalleges and incorporales by reference cach and every of the
foregoing paragraphs as if fully set forth herein.

269. This is a claim for treble damages and penalties under the Michigan
Medicaid False Claims Acl brought by Plainti{l' Kruszewski on behalf of himself and the
Stale of Michigan.

270. By virtue of the acts described above, Defendant has violated the the
Michigan Medicaid I'alse Claims AcL,

291, Specifically, Defendant has:

e caused hundreds of thousands of falsc claims to be presented to the State of
Michigan,

s knowingly made, used or caused Lo be made or used {alse records to get false
claims paid,

¢ conspired to defraud the state by getting false and fraudulent elaims allowed or
paid; and,

e failed to disclosc the existence of the false claims it has caused to be presented.
272. For example, prescriptions for the purposcs ol non-medically accepled
uses would nolt have been prcsented but for the illegal incentives and unlawful
promofional aclivities made by Defendants. As a rcsull of this illegal scheme, these
claims were improper in whole pursuant to the State of Michigan’s False Medicaid

Claims Act.
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273. By virtue ol the acts dcscribed above, Pfizer knowingly made, used, or
caused to be made or used, false records and statcments, and omilled material [acts, to
mduce the government to approve and pay such false and fraudulent claims.

274,  Each prescription that was written as a result of Defendants’ illegal
markcling practiccs represents a lalse or fraudulent record or statement. Each claim for
rcimbursement {or such ofi-label prescriptions submilled to a Slale-funded health
insurance program represents a false or [raudulent claim for payinent.

275,  DTlaintiff cannot at this tine identify all of the (alse ¢laims [or payment that
were caused by Pfizer’s conduct. The false claims were presented by thousands of
separate entities, and over many vears.

276. The Michigan State Government, unaware of the falsity of the records,
statements, and claims made, or caused to be made by Pfizer, paid and continues to pay
the claims that would not be paid but for Pfiver’s false and illegal off-label marketing
praclices.

277. By reason of Pfizer’s acts, the Michigan Statc Governmment has been
damaged, and conlinues to be damaged, in substantial amounts to be detcrmined at trial.

278.  The Statc ol Michigan is entitled to the maximun penalty for each and
every false or iraudulent claim, record, or statement made, used, presented, or caused 10
be made, uscd, or presented by Pfizer.

279.  Defendants did not, within a reasonable period of time after first oblaining
informaltion as to such violations, furnish such information Lo officials of the State
responsible for investigating false claims violations, did not otherwisc fully cooperatc

with any investigation ol the violafions, and have not otherwise furnished information to
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the State reparding the claims for reimbursement at issue.

280.  Plaintiff are privatc persons with direct and independent knowledge of the
allegations in this Complaint, who have hrought this action pursuant to Michigan’s False
Claims Act on behall of themselves and the State of Michigan.

281.  This Court is requested to accept supplemental jurisdiction of this related
state claim as it is predicated upon the cxact same facts as the federal claim, and merely

asscrls scparate damage to the Statc ol Michigan in the operation of its Medicaid

program.
COQUNT TWENTY FIVE
Violations of the New York False Claims Act
State Finance Law, §187 ef seq.
282, Plaintiff incorporatcs by reference and re-alleges all of the loregoing

paragraphs as if fuily set forth herein. This Count is brought by Plainlifl-Relator
Kruszewskt in the name ol the State of New York undcr the gui fam provisions of the
New York Falsc Claims Act, N.Y. St. Fin. §187 ef seq.

283. Defendant Pfizer at all times relevant to this action sold and marketed, and
continues to sell and markel, pharmaceuticals in the State of New York, including
Geodon.

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

(a) knowingly presents, or causes to be presented, to any employce. olficer
or apent of the state or a local governinent, a [alse or fraudulent claim for
payment or approval;

(b) knowingly makes, uses, or causes to be madc or used, a false record or
statement to get a falsc or {raudulent claim paid or approved by the state or
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4 local government;

(¢) conspires to defraud the slatc or a local government by getting a false
or [randuicnt claim allowed or paid:

285, Through the acts described above and otherwise, Defeudant Pfizer
knowingly caused to be presented for payment and approval 1o the New York Mcdicaid
and/or Medicare programs, and continues Lo causc to be presented, false and fraudulent
claims, directly or indirectly, to officers, employees or agents of the State of New York,
in order to induce Medicaild and or Medicare to reimburse Medicaid or Medicare
participating pharmaceutical providers for Geodon wlicn those claims were not and are
not eligible for any such reimbursement.

286. Through the acts described above and otherwise, Defendant Pfizer
knowingly caused Lo be made or used, and continues to cause 1o be used or made, false
and fraudulent records and/or statements, in order to get claims for Geodon allowed or
paid by Medicaid and/or Medicare that were not eligible for any such reimbursement.

287, Specifically, Defendant has:

* causcd hundreds of thousands of false claims to be presented to the State of New
York,

e knowingly made, used or causcd to be made or used false records to get false
glaims paid,

e conspired to defraud the state by getting falsc and traudulent claims allowed or
paid; and,

o failed to disclose the existence of the false claims it has caused to be presented.
288. The amounts of the false or fraudulent claims to the Statec of New York

were material.
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289. Plaintifl State of New York, unaware of the falsity of the claims caused Lo
be presented by Defendant Pfizer, and in reliance on the accuracy thereof, have paid and
approved, and continue to pay and approve, claims for Geodon that would not have been
paid or approved in any part if the truth were known.

290. By rcason of Defendant Pfizer’s wrongtul conduct, New York has
suffered substantial (inancial losscs in an amount to he proved at trial, and therefore is
cntitled to multiple damages under the IFalse Claims Act, to be determined at trial, plus
the maximum allowable civil penaltics for each such false statement caused to made or

used by Defendant Pfizer and each such [alse claim cansed to be made by Defendant

Ptizer.
COUNT TWENTY SIX
Violations of the Oklahoma Medicaid False Claims Act,
63 Okla. Stat. § 5053, ef seq.
291. Plainlifl incorporatcs by reference and re-alleges all of the forcpgoing

paragraphs as if fully set forth herein.

292. This 1s a qui tam action brought by brought by Kruszewski and the State
of Oklahoma to rccover treble damages, civil penalties and the cost of this action, under
the Oklahoma Medicaid False Claims Act, 63 Okla. Stat. § 5053, ct. seq.

293, Defendant, from at least 2001 to the present, has engaped in a continuous
practice of using and concealing unlawl{ul marketing practices to promote the off-label
usc of Geodon, with the result that they have: (a) knowiugly presented and caused to be
presenled, to an officer and employee of the State of Oklahoma, falsc and fraudulent

claims for paymenl and approval; and (b) have knowingly made, used, and caused to be
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madc and used, false records and statements (o get false and fraudulent claims paid and

approved by the State of Oklahoma.

294,

The Oklahoma Medicaid TI'alse Claims Act, 63 Okla. Stat. § 5053.1 (B),

specifically provides in part:

2595,

(B) Any person who:

(1) knowingly presenting or causcs to be presented, to an officer or employee of
the State of Oklahoma, a false or fraudulent claim for payment or approval,

(2) knowingly makes, uses, or causes to he made or used, a false record or
statement to pet a false claim paid or approved by the state; and,

(3) conspires to defraud the state by getting a false claim allowed or paid by the
governmental entity; ...

Is liable to the Stale ol Oklahoma for a civil penalty of not less than $ 5.000.00

and not more than $10,000.00, ... plus three times the amount of damages which
the state sustains because of the act of that person.

Defendant knowingly and intentionally caused to be made falsc statements

and misrepresentations of material facts on applications for payment under the Oklahoma

Medicaid program, claims which failed to disclosc the material viclations of the

Oklahoma Medicaid False Claims Act.

296, Specifically, Delendant has;

caused hundreds of thousands of false claims to be prescntcd to the State of
Oklahoma,

knowingly made, used or caused to bc inade or used false records to get false
claims paid,

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

failed to disclose the existence of the false claims it has caused Lo be presented.
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297. For example, prescriptions for the purposcs of non-medically accepled
uses would nol have been presented but for Lhe illegal incentives and unlawliil
promotional activities made by Delendant. As a result of this illegal scheme, these
¢lainis were improper in whole pursuant to the State of Oklahoma State Falsc Medicaid
Claims Act.

298, By virtue of the acts described above, Plizer knowingly made, used, or
causcd to be made or used, false records and statements, and omilted material facts, to
induce the government to approve and pay such false and fraudulent claims.

299, LCach prescription that was written as a result of Defendant” illegal
marketing practices represents a lalsc or fraudulent record or staleuent, Each claim for
reitmbursement for such prescriptions for non-medically accepted uscs submitted to a
State-{undcd health insurance program represents a false or fraudulent claim for payment.

300. Plaintiff cannot at this time identify all of the false claims for payment that
were caused by Pfizer’s conduct. The false claims werc presented hy thousands of
separate entities, and over many years.

301. The Oklahoma State Government, unaware of the falsity of the rccords,
statements, and claims madc, or caused to be made by Pfizer, paid and continues (o pay
the claims that would not be paid hut for Pfizer’s false and iilegal off-label markcting
practices.

302. Ry reason of Pfizer’s acts, the Oklahoma State Government has been
damaged, and continucs to be damaged, in subslantial arnounts to he determined at tral,

303. Oklahoma is entitled to the maximum penally for cach and every false or
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fraudulent claim, record, or statement made, used, presented, or caused to be made, used,
or presented by Plizcr.

304, Defendant did not, within a rcasonable period of time after first obtaining
information as to such violations, [urnish such information to officials of the Staic
responsible for investigating false claims violations, did not otherwise fully cooperate
with any investigation of the violations, and have not otherwisc furnished information to
the State regarding the claims (or reimburscment at issue.

305. Relators are private persons with direct and independent knowledge of the
allegations in this Complaint, who have brought this action pursuant (o Oklahoma False
Medicaid Claims Act on behall of himself and the State of Oklahoma.

306. This Court is requested to accept suppleinental jurisdiction of this related
state claim as it 1 predicated upon the exact same facts as the federal claim, and mercly
asserls separatc damage to the State of Oklahoma in the operation of its Medicaid
program.

COUNT TWENTY SEVEN

Violations of the Wisconsin False Claims for Medical Assistance Act,
WIS. STAT. § 20.931, ef seq.

307. Plamntiff incorporates by reference and re-alleges all of the foregoing
paragraphs as if fully set [orth herein.

308. This is a qui tam action brought by brought by Kruszewski and thc State
of Wisconsin to recover treble damages, civil penaltics and the cost of this action, under
the Wisconsin Falsc Claiins for Medical Assistance Act, WIS, STAT. § 20931, et. seq.

309. Defendanl, [ron at least 2001 to the present, have engaged in a continuous
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practice of using and concealing unlawful marketing practices to promote the off-label
use of Geodon, with the result that they have: (a) knowingly presented and caused 1o be
presented, to an officer and cmployee of the State of Wisconsin, false and fraudulent
claims for payment and approval; and (b) have knowingly made, used, and caused to be
mnade and vsed. [alse records and statements to get false and fraudulent claims paid and
approved by the State of Wisconsin.
310, The Wisconsin False Claims for Medical Assistance Act, WIS. STAT. §
20.931(2), specifically provides in part:
(2) Except as provided in sub. (3), any person who does any of the following is
liable to this state for 3 times the amounl ol the damages sustained by this state
because of the actions of the person, and shall forfeit not less than 5,000 nor more

than 10,000 for each violation:

(a) Knowingly presents or causes to be presented to any officer, cinployce, or
agenl of this state a false claim for medical assistance.

(b) Knowingly makes, uses, or causes to be made or used a false record or
statement to obtain approval or payment of a false claim for medical assistance.

{(c) Conspires to defraud this state by obtaining 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 to conceal, avoid, or decrease an
obligation to pay or transinit money or properly to the Medical Assistance
program.

311. Defendant knowingly and intentionally caused to be madc falsc statements
and misrepresenlations ol malterial fucts on applications for payment under the Wisconsin
Mcdicaid program, claims which failed to disclose the material violations of the
Wisconsin False Claims for Medical Assistanee Aet.

312. Specifically, Defendant has:

o caused hundreds of thousands of false claims to be presented to the State of
Wisconsin,
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» knowingly made, uscd or caused to be made or used false rccords to get false
clams paid,

e conspucd to defraud the state by gelling falsc and fraudulent claims allowed or
paid; and.

e failed to disclose the existence of the false claims it has caused to be presented.

313. For example, prescriptions for the purposes of non-medically accepted
uscs would not have been presented but for the illegal incentives and unlawful
promolivnal activities made by Defendant. As a rcsult of this illegal scheme, thesc
claims were improper in whole pursuant to the State ol Wisconsin State False Medicaid
Claims Act.

314. By virtue of the acts described above, Pfizer knowingly made, used, or
caused to be made or used, false recyrds and statements, and ormitted material facts, to
induce the government 10 approve and pay sueh false and fraudulent elaims.

315, Faeh prescription thal was written as a result of Delendaut’ illegal
markcting practices represents a false or fraundulent record or statement. Each claim for
reimhursement for such prescriptions for non-medically accepted uses submitted to a
State-funded health insurancc program represents a false or [raudulent claim for payment.

316. Plaintiff cannot at this time identify all of the false claims for payiment that
were causcd by Pfizer’s conduct. The lalsc claims were presented by thousands of
separate enlitics, and over many years.

317. The Wisconsin State Government, unawarc of the falsity of the records,
statements, and claims made, or caused to be made by Pfizer, paid and continues to pay

the claims that would not be paid but for Pfizer’s false and illegal off-label marketing
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practices.

318. By reason of Pfizer’s acls, the Wisconsin State Government has bcen
damaged, and continues to be damaged, in substanlial arnounts to be determined at trial.

319. Wisconsin is entitled to the maximum penally for cach and every false or
fraudulent claim, record, or statement made, used, presented, or caused to be made, uscd,
or presented by Pfizer.

320. Defendant did not, within a reasonable period of time after first ohtaining
information s (o such violations, furnish such information to officials of the State
responsible for investigating f{alsc claiins violations, did not otherwisc fully cooperate
with any investigation of the violations, and have not otherwise furnished inlormation to
the State regarding the claims for reimbursement at issue.

A21. Relators are private persons with direct and independent knowledge of the
allegations in this Complaint, who have brought this action pursuant to the Wisconsin
False Claims for Mcdical Assistance Act on behalf of hinisclf and the State of Wisconsin.

322, This Court is requested to accept supplemental jurisdiction of this related
state claim as it is predicated upon the exact same facts as the federal claim, and merely

asserts separate damage to thc State of Wisconsin in the operation of its Medicaid

program.
COUNT TWENTY LEIGHT
Violations of the Rhode Tsland False Claims Act,
R.I. Gen. Laws § 9-1.1-1, ef seq.
323, Plaintiff incorporates by reference and rc-alleges all of the foregoing

paragraphs as if fully set forth herein,
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324. This is a qui tam action brough! by brought by Kruszewski and the State
ol Rhode Island to recover treble damages, civil penalties and the cost of this action,
under the Rhode Island False Claims Act, R.1. Gen. Laws § 9-1.1-1, ef. seq.

325. Defendant, from at feast 2001 to the present, have engaged in a continuous
practice of using and concealing nnlawful marketing practices to promole the off-labcl
use of Geodon, with the result that they have: (a) knowingly presented and caused Lo be
presented, (o an ollicer and employce of the State of Rhode Tsland, false and fraudulent
claims for payment and approval; and (b) have knowingly made, uscd, and causcd to be
made and used, false records and statements to gel (alse and (raudulent clains paid and
approved by the State of Rhode Island.

326. The Rhode Island Falsc Claims Act, R.I. Gen. Laws § 9-1.1-3(a),
specifically provides in part:

(a) Any person who:

(1) Knowingly presents, or causes to be presented, to an officer or employce ol
the state or a member of the puard a false or fraudulent claim for payment or
approval;

(2) Knowingly makes, uses, or causes to be made or used, a false record or
statemenl to get a falsc or fraudulent claim paid or approved by the state;

(3) Conspires to delrand thc statc by getting a false or fraudulent claim
allowed or paid; ... is liable to the state for a civil penalty of not less than five
thousand dollars ($5,000) and not more than tcn thousand dollars ($10,000),
plus thrce (3) times the amount of damages which the state sustains becuuse of
the act of that person. A person violating this subsection (a) shall also be liable
to the state for the costs of a civil action brought to recover any such penalty or
damagcs.

327. Defendant knowingly and intentionally caused to be made false statements

and misrepresentations of material facts on applications for payment under the Rhode
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Island Medicaid program. claims which failed 1o disclose the material violations of the
Rhode Island False Claims Act.

328. Defendant knowingly and intentionally causcd to be made false statements
and misreprescntations of matcrial facts on applications [or payment under the Rhode
Island Medicaid program, claims which failed to disclose the material violations of the
Rhodc Island False Claims Act.

329, Specifically, Defendant has:

e caused hundreds of thousands of false claims to be presented 1o the State of
Rhode Tsland,

o knowingly made, used or causcd to bec made or used false records 10 gel false
claims paid,

» conspired to defraud the state by getting lalse and fraudulent claims allowed or
paid; and,

o failed to disclose the cxistence of the false claims it has caused 1o be presented.

330. For example, prescriptions for the pumoses of non-medically aecepted
uscs would not have been presented but Jor thc illegal incentives and unlawful
promotional activities made by Delendant. As a result ot this illegal scheme, thesc
claims were improper in whole pursuant to the State of Rhode Island I'alse Claims Act.

331. By virtue of the acts described above, Pfizer knowingly made, uscd. or
caused to he made or used, false rccords and statements, and omitted malerial facts, to
inducc the government to approve and pay such f(alse and fraudulent claims.

332, Each prescription that was written as a rcsult of Defendant’ illegal
marketing practices represenls a lalsc or fraudulent record or statement. Each claim for

reimburscment for such prescriptions for non-medically accepted uses submitted to a
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State-funded health wsurance program represents a false or fraudulent claim for payment.

333, Plaintiff cannot at this time dentify all of the false claims for payment that
weee caused by Pfizer’s conduct. The false claims were presented by thousands of
separale cntitics, and over many years.

334, The Rhode Island State Government, unaware of the falsity of the records,
statements, and claims made, or caused to be made by Pfizer, paid and continues to pay
the claitms that would not be paid but for Plizer’s [alsc and ilicgal off-label marketing
practices.

335. By reason of Pfizer’s acts, the Rhode [sland Statc Government has heen
damaged, and continues to be damaged, in substantial amounts to be determined at trial.

336. Rhode Island is entitled to the maximum penalty [or each and every false
or [raudulent claim, record, or statement made, used, presented, or caused to be made,
used, or presented by Pfizer.

337. Defendant did not, within a reasonable period of time after first ohtaining
inlormation as to such violations, fumnish such information to olficials of the State
responsible lor investigating false claims violations, did not otherwise [ully cooperate
with any investigation of the violations, and have not otherwise furnished information to
the State regarding the claims lor reimburscment at issue.

338. Relators are private persons with direct and independenr knowledge of the
allegations in this Complaint, who have brought this action pursuant o the Rhode Island
False Claims Act on behall of himseif and the State of Rhode Island.

339. This Court is requested to acecpt supplemental jurisdiction of this related

statc ctaim as it is predicated upon the exact same facts as the federal claim, and merely
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asserts separate damage to the State of Rhode Islund in the operation of its Medicaid

program.
COUNT TWENTY NINE
Violations of the New Jersey False Claims Act,
N.I. STAT. § 2A:32C-1
340. Plaintiff incorporates by reference and rc-alleges all of the foregoing

paragraphs as il [ully sct forth herein.

341. This is a gui fam action brought by brought by Kruszewski and the State
of New Jersey to recover treble damages, civil penalties and the cost of this action, under
the New Jerscy Falsc Claims Act.

342. Defendant, from at least 20¢1 (o the present, has engaged in a continuous
practice of using and concealing unlawful marketing practices to promote the off-label
use of Geodon, with the result that they have: (a) knowingly presented and caused to be
presented, to an officer and employee of the State of Rhode Island, false and fraudulent
claims for payment and approval; and (h) have knowingly made, used, and caused to be
made and used, false records and statcments to get false and fraudulent claims paid and
approved by the State of New Jersey.

343, The New Jerscy Falsc Claim Act prohihits any person from:

(1) Knowingly presenting, or causiug to be presented, to an officer or employee of
the state or a member of the guard a fulse or fraudulent claim for payment or
approval;

(2) Knowingly making, using, or causing to be made or used, a false record or
stalement (o get o false or fraudulent claim paid or approved by the state;

(3) Conspiring to defraud the state by getting a false or fraudulent claim allowed
or paid;
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344, Defendant knowingly and intentionally causcd to be made false statements
and misrepresentalions of matcrial facts on applications for payment under the New
Jersey Medicaid program, claims which failed to disclose the material violations of the
New Jersey False Claims Act.

345. Defendant knowingly and intentionally caused to be madc falsc statements
and misrepresentations of material facts on applications for payment under the New
Jersey Medicaid program, claims which failed to disclose the material violations of the
New Jersey False Claims Act.

346. Specifically, Defendant has:

» caused hundreds of thousands of false claims to be presented Lo the State of New
Jerscy,

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

e conspired to defraud the state by getting false and [raudulent claims allowed or
paid; and,

e failed to disclose the exislence of the false claims 1t has caused to be prescnted.

347. For example, prescriptions for the purposcs of non-medically accepted
uses would not have been presented but for the illegal incentives and unlawlul
promolional activities made by Defendant. As a resull of this illegal scheme, these
claims were improper in whole pursuant to the State of New Jersey False Claims Act.

348, By virtue of the acls describcd above, Pfizer knowingly made, uscd, or
caused to be made or used, false records and statements, and omitted material facts, to
induce the government to approve and pay such false and fraudulenl claims.

349. Lach prescription that was written as a result of Dcfendant’ illegal
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marketing practices represents a false or fraudulent record or stalcment. Each claim for
reimbursement for such prescriptions lor non-medically accepted uses submitted to a
State-funded health insurance program represents a false or [ravduient clain for payment.

350. Plaintiff cannor at this time 1dentify all of the false claims [or payment that
were caused by Pfizer’s eonduct. The false claims were presented by thousands of
separate entities, and over many years.

351, The New Jersey State Government, unawarc of the falsity of the records,
statcinents, and claimns made, or caused to be made by Plizer, paid and continues to pay
the claims that would nol be paid but for Pfizer’s false and illegal off-label markeling
practiees.

352. Ry reason of Pfizer's acts, the New Jersey Goverrunent has been damaged,
and continues to be dainaged, in substantial amounts to be determined at trial.

353, New Jersey is entitled 1o the maximum penalty for each and every false or
fraudulent claim, record, or statement made, used, presenled, or caused to be made, used,
or presented by Pfizer.

354, Defendant did not, within a reasonable period of time after first obtaining
information as to such violations, fumish such information (o officials of the State
responsible [or investipating false claims wviolations, did not otherwise [ully cooperare
with any investigation of the violatious, and have not otherwise furnished information to
the State regarding the claims for reimbursement at issue.

355, Relators are private persuns with direct and independent knowledge of the
allegations in this Complaint, who have brought this action pursuant to the New Jersey

False Claims Act on behalf of himsell'and the State of New Jersey.
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356. This Couwrt is requested to accept supplemental jurisdiction ol this related
statc claim as it is predicated upon the exact same facts as the federal claim, and merely

asscrts scparate damage to the State of New Jersey in (he operation of its Medicaid

program.
JURY DEMAND
357. Plaintiff demands trial by jury on all claims.
PRAYER

WHEREFORE, Plaintiff-Relator Stefan Kruszewski, on behalt of himself, the
United States of America and the Plaintitf States, demands and prays that judgment be
cotered as follows against the Defendant Ptizer uuder the Federal FCA Counts and under

supplemental FCA counts of the Plaintiff States as follows:

(a) In favor of the Unitcd States apgainst Defendant Pfizer for treble (he amount of
damagcs to Govemment health Care Programs (Medicaid, Mcdicare, Medicare Part D,
the Railroad Retircment Medicare Program, Federal Employees Health Benefit Programs,
Tri-Care {formerly CHAMPUS), CHAMPVA, State Legal Immigrant Assistance (rants
and the Indian Ilealth Service) from the illegal marketing, selling, prescribing, pricing
and billing alleged herein, plus the maximun civil penalties of $11,000 (plus interest) for
cach false claim caused to be submitted, for each false record submitted or caused to be
submilled and cach false claim caused to be submitted by Delendant Pfizer’s conspiracy
to submilt {alse claims;

(b) In favor af the united States against the Defendant Pfizer for disgorgement ol the

prolits carned by Defendant Pfizer as a result of its illegal scheme;
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{c) In favor of Plaintiff-relator Kruszewski lor the maximum amount allowed
pursuant (o 31 LI.S.C. §3730(d) to include reasonable expenses, attorneys [ecs and costs
incurred by Plaintiff-relator Kruszewski;

(d) TFor all costs of the Federal FCA eivil action;

(e) In favor of the Plaintiff- Relator Kruszewski and the United States for such other
reliel as this Court deems just and equitable;

(f) In favor of the Plaintifl-Relator Kiuszewski and the named State Plaintiffs against
Dcefendant Pfizer in an amount equal to three times (he amount of damages that the
namcd Plaintiff States havesustained as a result of the Delendants’ actions, as well as the
statulory maximum penality against the Defendant Pfizer for each violation of each
State’s I'CA,;

() In favor of Plaintiff- Relalor Kruszewski for the maximum amount allowed as
Relator’s share pursuant to the Plaintifl Stale FCAs as follows: the Illinois Whistleblower
Reward and Protection Act, 740 TL.CS 175, ef seq., the California Falsc Claims Act, Cal.
Gov. Code §12651(a), the Delaware Falsc Claims and Reporting Act, Del. Stal. Tit. V1,
§1201, et seq., the District of Columbia False Claims Act, D.C. Stat. §2-308.03 er seq.,
the Florida False Claimis Act, Fl. Stat. §§68.081-68.09, ot seq., the Hawaii False Claims
Act, 1law. Rev. Stat. §661-21 ef ceq.. the Louisiana Medical Assistance Programs
Integrity Law, La. Rev. Stat. §439. et seq., Massachusetts False Claims Act, Mass. Gen.
Laws ¢.12 §5(A), ef seq., thc Michigan Medicaid False Claims Act, M.C.L.A. 400.601 es
seq.; Michigan Public Acts, 1977 PA 72, as amended by 1984 PA 333, as amended by
2005 PA 337, as amended by 2008 PA 421; the Montana Fulse Claims Act, 2005 Mont.

Code, CH. 465, IIB 146, et seq., the Nevada False Claims Act, Nevada Rev. Stat,
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§357.010 er seq., the New [lampshire False Claims Act, 167:61-b et seq., the New
Mexico False Clauns Act, N.M. Stat ANN. §27-14-1 ef seq.; New Mexico Fraud Against
Taxpayers Act , N.M. Stat. § 44-9-1 er seqg.; the New York False Claims Act, State
Finance Law, §187 ef seq.; the lennessee Medicaid False Claims Act, Tenn. Stat.
§875-1-181 et seq.; the Tennessee False Claims Act Term. Code Ann. § 4-18-101 ef seq.;
the Texas Medicaid T'raud Prevention Ac(, Tx. Human Resources Code, Ch. 36, §36.101
¢f seq., Indiana False Claims and Whistleblower Act, [C 5-11-5.5 e/ seq., Georgla State
False Medicaid Claims Act, Ga. Codc 49-4-168 ef seq., and the Virginia Fraud Against
Taxpayers Act, Va. Stat. Ch. 842, Article 19.1, §8.01-216.1 et seq.; New Jersey I'alse
Claims Act, N.J. STAT. § 2A:32C-1; Oklahoma Medicaid False Claims Act, 63 Okla.
Stat. § 5053, ¢t seq.; Wisconsin False Claims for Medical Assistance Act, WIS. STAT.
§ 20.931, er seq.; and the Rhode Island False Clauns Act, R.I. Gen. Laws § 9-1.1-1, ¢/
seq.; plus interest;

(h) In favor of Plaintift- Relator Kruszewski for all costs and expenses associated
with the supplemiental claims of the Plaintiff States, including allorney’s fees and costs;
(1) In favor of the Plaintiff States and Plaintiff- Relator Kruszewski for all such other
relief as the Court deems just and proper; and,

6} In the cvent that the United States or Plaintiff Stales procecd with this action,
Plaintifi-Relalor Kruszewski, be awarded an appropriate amount {or disclosing evidence
or information that the Uniled States and/or the Plaintiff States did not possess when this
action was brought to the government. The appropriate amount is not grealer than
twenty-five percent (25%) of the proceeds ol the action or settlement of a claim. The

amount awarded to Plaintitf-Relator also includes the results of government actions or
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settlemenl ol claims rcsulting from the expansion of claims through thc govermnent's
further investigation directly generated frem or attributable to Plaintiff-Relator’s
information; and
k) Such other relief as this Court deems just and appropriate.
Respectfully Subritted,
KENNEY EGAN McCAFFERTY & YOUNG

P N SN

RRTAN P. KENNEY, ESQUYRE
M. TAVY DEMING, ESQUJRE
3031C Walton Road, Suite 202
Plymouth Meeting, P
Telephone: 610-940-9099
Facsimile: 610-940-0284

Attorneys for Plaintiff-Relator

100



