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GLOSSARY OF TERMS

Code of Federal Regul ations

current Good Manufacturing Practices

The FDA's Drug Quality Reporting System

Fal se ains Act, 31 U S.C. § 3729, et. seq.

Food and Drug Admi nistration

FDA Form FD483, a list of “observations” representing
viol ations the FDA believes a manufacturer has

comm tted

Federal Food, Drug and Cosnetics Act, 21 U S. C 88 301
et seq

G obal Quality Assurance, a division of GSK
New Drug Application

Qut - of - speci fication

Quality Assurance

Research & Devel opnent

GSK headquarters in Research Triangle Park, North
Carolina

Seni or Managenent |ncident Reporting Team a senior
managenent team established at G dra in 2002

St andard Operating Procedures
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Plaintiff/relator, Cheryl D. Eckard, in the name of and on
behal f of the United States of America, the State of California,
the State of Delaware, the District of Colunbia, the State of
Florida, the State of Georgia, the State of Hawaii, the State of
Illinois, the State of |Indiana, the State of Louisiana, the State
of Massachusetts, the State of Mchigan, the State of Nevada, the
State of New Hanpshire, the State of New Mexico, the State of New
York, the State of Tennessee, the State of Texas, the State of
Virginia, the Gty of Chicago and the Gty of New York, by her
attorneys, Cetnick & Getnick, as and for her conplaint, alleges

as follows:

| NTRODUCT1 ON

1. As nore fully alleged herein, this action arises out of a
schenme or schenmes to defraud the United States of America, the
fifty states, and the District of Colunbia perpetrated by the

def endants, conmencing in or before 2000 and continuing to the
date hereof. The Defendants made and/ or caused to be made to the
United States, the fifty state governnents and the District of

Col unbi a false clains for paynent for prescription drugs covered
by Medicare, State Medicaid prograns, the Departnent of Veterans
Affairs, the Public Health Service and other federal, state and

city purchasers of prescription drugs. The clains were false and
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fraudul ent because the drugs, which were manufactured at

Def endants’ plant in G dra, Puerto Rico, were defective,

m sidentified as a result of product m x-ups, not manufactured in
accordance with FDA approved processes, and/or did not conme with
t he assurance of identity, strength, quality and purity required
for distribution to patients; and/or approvals for the drugs were
obt ai ned through fal se representations to the FDA. The fal se
clainms arose out of chronic, serious deficiencies in the quality
assurance function at the G dra plant and the defendants’ ongoi ng
serious violations of the | aws and regul ati ons designed to ensure
the fitness of drug products for use, including the Federal Food,
Drug and Cosnetics Act, 21 U S.C. 88 301 et seq., and the Code of

Federal Regul ations, Title 21.

2. The drugs affected by the defendants’ conduct include Paxil,
Paxi| CR, Avandi a, Avandanet, Coreg, Bactroban, Abreva,
Ci netidi ne, Conpazine, Denavir, Dyazide, Thorazine, Stel azine,

Ecotrin, Taganet, Relafen, Kytril, Factive, Dyrenium and Al benza.

3. Exanples of defective and/or msidentified products that the
def endants rel eased to the United States market fromthe Cdra
pl ant are:

a. Drug product that was mxed up with drug product of a

different type or strength, e.g., 30ng and 10 ng tablets of an
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anti-depressant mxed in the sane bottle, and 12.5 and 6. 25 ng
tablets of a heart nedication mxed in the sane bottle (see
par agr aphs 87-92 bel ow);

b. A diabetes nedication that was sub-potent and/or super-
pot ent (see paragraph 106 bel ow);

c. An antibiotic ointnment used to treat a skin infection
common in small children that was contam nated with a m cro-
organi sm associ ated with bacteranem a, urinary tract infections,
meningitis, wound infection, and peritonitis (see paragraph 113
bel ow) ;

d. An injectable drug used to treat nausea and vomiting in
patients undergoi ng chenot herapy that was contaminated with

nm cro-organi sns (see paragraph 112 bel ow).

4. Further, on information and belief, during the tines rel evant
to this conplaint enpl oyees of the defendants diverted reject
drug product fromthe Cdra plant to black markets in Latin
America. The defendants’ nanagenent failed adequately to

i nvestigate these allegations. On infornmation and belief, this
resulted in the distribution of reject drug product to the United
States market and the subm ssion of false clains for drug product

t hat was defective.

5. These acts constitute violations of the federal Fal se d ains
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Act, 31 U S.C. 8§ 3729, et. seq. ("FCA"), and nunerous equival ent
state and city statutes.! The FCA provides, inter alia, that any
person who know ngly presents and/ or causes to be presented to
the United States a false or fraudulent claimfor paynment is
liable for a civil penalty of up to $11,000 for each claim plus
three times the anmount of the damages sustained by the
Government. The FCA all ows any person discovering a fraud

per petrated agai nst the Governnment to bring an action for hinself
and for the Governnent and to share in any recovery. The
conmplaint in an FCA action is filed under seal for 60 days

(wi thout service on the Defendant within such 60-day period) to

enabl e the Government (1) to conduct its own investigation

1 As set forth below, the defendants’ acts constitute violations
of the California False Clains Act, Cal. Gov't Code 88 12650-12655; the
Del aware Fal se dains and Reporting Act, 6 Del. C. 88 1201 et seq.; the
District of Colunbia Procurenent Reform Amendnent Act, D.C. Code Ann.
88§ 2-308.13-21; the Florida False Clainms Act, Fla. Stat. Ann. 88§
68.081-092; the Ceorgia State Fal se Medicaid Cains Act, Ga. Code Ann
88 49-4-168 et seq.; the Hawaii False daims Act, Haw. Rev. Stat. 88§
661-21-29; the Illinois Wistleblower Reward and Protection Act, 740
IIl. Conp. Stat. 88 175/1-8; the Indiana False O ains and Wi stl ebl ower
Protection Act, I1C 5-115.5 et seq.; the Louisiana Medical Assistance
Prograns Integrity Law, La. Rev. Stat. 46:437.1-14; the Massachusetts
Fal se Clainms Act, Mass. Gen. L. Ch. 12, 88 5B et seq.; the Mchigan
Medi caid Fal se Clains Act, MCL 88 400.601 et seq.; the Nevada Fal se
Clains Act, Nev. Rev. Stat. 88 357.010 et seq.; the New Hanpshire
Medi caid Fraud and Fal se Clainms Act, RSA 8§ 167.58 et seq.; the New
Mexi co Medicaid False Clains Act, NM Stat. Ann. 88 27-12-1 et seq.;
the New York False Clains Act, N Y. State Fin. Law 88 187-194; the
Tennessee Medicaid False Cains Act, Tenn. Code Ann. 88 71-5-182 et
seq.; the Tennessee False O ains Act, Tenn. Code Ann. 88 4-18-101 et
seq.; the Texas Medicaid Fraud Prevention Law, Tex. Hum Res. Code Ann.
88 36.001 et seq.; the Virginia Fraud Agai nst Taxpayers Act, Va. Code
Ann. 88 8.01-216.3 et seq.; the Chicago Fal se Cains Act, Chicago
Muni ci pal Code Ch. 1-21 et seq.; and the New York City Fal se O ains
Act, Local Law 53 of 2005, Title 7, New York City Adm n. Code 8§ 7-801

et seq.
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wi t hout the defendant's know edge and (2) to determ ne whether to

join in the action.

6. Plaintiff/relator Cheryl D. Eckard (“Eckard”)is a forner
Manager of d obal Quality Assurance for defendant

Sm t hKl i neBeecham Corporation d/b/a/ d axoSmithKline (“GSK").
Eckard is an expert in Code of Federal Regulations, Title 21
compl i ance and an experienced pharmaceuti cal professional. She
has a B.A. in Chem stry. She worked for GSK from 1992 t hrough
2003. She is an expert on the technical, legal, regulatory and
compl i ance aspects of the pharmaceutical Good Manufacturing
Practices and quality systenms regulations relating to the

devel opnent, manufacture, packaging, testing, holding and

di stribution of drug products. She has performed conpliance
functions including quality managenent of rmultiple manufacturing
sites and preparing manufacturing sites for FDA pre-approval and
current Good Manufacturing Process profile inspections. She has
managed i nternational comercial investigation teans, technica
wor ki ng parties and Warning Letter Recovery teans, and worked
closely with the FDA and ot her regul atory bodies in devel opi ng

i mpl enmentation plans to respond to regul atory sanctions.

7. Eckard seeks to recover danages and civil penalties in the

nanme of the United States and the states for the viol ations
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all eged herein. On information and belief, as set forth in
par agraph 41 bel ow, the damages and civil penalties that nay be
assessed agai nst the defendants under the facts alleged in this

Conpl ai nt anmount to at | east hundreds of mllions of dollars.

JURI SDI CTI ON AND VENUE

8. This court has jurisdiction over this civil action pursuant to

28 U S.C. § 1331, 28 U S.C. § 1367 and 31 U.S.C. § 3732.

9. Personal jurisdiction and venue are proper in this District
pursuant to 28 U.S.C. 8§ 1391(b) and 1395(a) and 31 U S.C. §
3732(a), as at |least one of the defendants is found, has or had
an agent or agents, has or had contacts, and transacts or

transact ed business and their affairs in this judicial district.

PARTI ES

10. Plaintiff/relator Eckard is a citizen of the United States
and a resident of North Carolina. Eckard is a self-enployed
consultant. Prior to June 2003, Eckard was a Manager of d oba
Quality Assurance for GSK, located in Research Triangle Park,

Nort h Caroli na.

11. Defendant GSK is headquartered at 5 Moore Drive, Research
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Triangle Park, North Carolina 27709, and at One Franklin Pl aza,
Phi | adel phi a, Pennsylvania 19102. GSK s parent conpany,

d axoSnmithKline PLC, is |located at Charges House, 6-12 Charges
Street, London, England WY8BDH  GSK is engaged in the

devel opnent, manufacture, pronotion, sale, interstate and

i nternational distribution of, inter alia, prescription drugs.
GSK hol ds the second hi ghest market share in the world
pharmaceuti cal market. GSK has 100, 000 enpl oyees in 100
countries, with 50% of its sales of prescription drugs in the

Uni ted St at es.

12. Defendants SB Pharnto Puerto Rico, Inc. and d axoSm thKline
Puerto Rico, Inc. are wholly-owned subsidiaries of GSK.  Toget her
with GSK, they operate and manage a manufacturing plant | ocated
at Rd. 172, Km 9.2, Bo. Certenejas, Cdra, PR 00739 (“C dra”).
Unl ess ot herwi se indicated, references herein to GSK i nclude SB

Pharnco Puerto Rico, Inc. and d axoSm thKline Puerto Rico, |Inc.

| NDI VI DUAL PARTI Cl PANTS

13. David Pul man was GSK's Vice President of Manufacturing and
Supply for North Anerica until Decenber 2002, when he becane

President, d obal Manufacturing and Supply.

14. Janice Whitaker is GSK' s Senior Vice President for d obal
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Quality.

15. Steve Plating was GSK' s Vice President for Quality, North

America. He left GSK in early 2005.

16. Peter Savin is GSK's Vice President of dobal Quality

Assur ance.

17. Diane Sevigny was Director of G obal Quality Assurance for
North America Pharma until July 2003 when she was pronoted to
Director, dobal Quality Assurance, Ri sk Managenent and

Conpl i ance.

18. Jonathon Box is the Vice President of Mnufacturing and

Supply for North Anerica.

19. Jose Luis Rosado was the President of SB Pharnto Puerto R co,
Inc. and General Manager of the Cidra plant until April 2003,

when he | eft the conpany.

20. Edwin Lopez was the Director of Quality at Cdra until the
first quarter of 2003 when he was replaced in that role by
Adal berto Ram rez and becane Director of Laboratories at C dra.

He is no | onger enployed by GSK
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21. Adal berto Ramrez was the Director of Solid Manufacturing and
Packaging at Cidra until the first quarter of 2003 when he was
promoted to Director of Quality at Gdra. He left GSK in July

2003.
22. Goria Martinez was the Quality Assurance and Regul atory
Manager at Cidra until 2003 when she replaced Adal berto Ramrez

as Director of Quality. She left GSK in Decenber 2004.

23. Marion Lon was the site director of C dra who took over from

Rosado in or about April 2003. She left GSK in Cctober 2004.

GOVERNMENT PROGRAMS

24. Medicaid is the nation's nedical assistance programfor the
needy, the nedically-needy aged, blind, and disabled and fanilies
with dependent children. 42 U S.C 88 1396-1396v. Medicaid is

| argely adm ni stered by the states and funded by a conbination of
Federal and State funds. Approximtely 57% of Medi caid funding
is provided by the Federal Government. Anong other forns of

nmedi cal assistance, the Medicaid progranms cover outpatient

prescription drugs. 42 U S.C. 88 1396a(10)(A) and 1396d(a)(12).

25. Medicare is the nation’s health program for persons over 65

and the disabled. Medicare is funded by the federal governnent.
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Medi care Part B has | ong covered outpatient prescription drugs
that are provided to a patient “incident to” a physicians’
services, including injectable nmedications, and drugs that are
required for the effective use of durable nedical equipnent. 42
US C 8 1395x(s)(2)(A). Commencing on January 1, 2006, Medicare
Part D provides conprehensive outpatient prescription drug
coverage for brand name and generic drugs according to Nationa
and Local Coverage Determ nations. Medicare Prescription Drug

| mprovenent and Moder ni zati on Act 2003, Pub. L. 108-173.

26. The Departnent of Veterans Affairs (“VA') provides nedica
assi stance, including prescription drug coverage, for persons who
have been di scharged fromactive duty service in the nmlitary,

naval, or air service.

27. The Public Health Service (“PHS’) provides funding, including
out pati ent drug coverage, for entities such as black |ung
clinics, AIDS drug purchasi ng assi stance prograns, henophilia

di agnostic treatnent centers, urban |Indian organizations,

di sproportionate share hospitals, and other entities listed in

8§ 340B(a)(4) of the Public Health Service Act.

28. The Departnent of Defense (“DOD’) adninisters the TRI CARE

health care programfor active duty and retired nmenbers of the
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uni formed services, their famlies, and survivors. TRl CARE

benefits include conprehensive prescription drug coverage.

29. The Food and Drug Administration (“FDA’) is responsible for
protecting the public health by assuring the safety, efficacy,
and security of human and veterinary drugs, biological products,
medi cal devices, the nation’s food supply, cosnetics, and
products that enmit radiation. The FDA adnministers, inter alia,
t he Federal Food, Drug and Cosnetics Act, (“FDC Act”), 21 U S.C

88 301 et seq.

ASPECTS OF THE FDA REGULATORY SCHENME

30. The federal governnent endeavors to ensure the safety and

ef ficacy of drug products consuned daily by nillions of Anericans
t hrough a conbi nati on of approval s, inspections, enforcenent, and
sel f-regul ati on by drug nmanufacturers. As the FDA's Deputy
Associ ate CGeneral Counsel, Eric M Blunberg, Esq., wote, drug
manuf acturers “occupy a virtual fiduciary relationship to the
public ... FDA shares this trustee relationship to the consuner
with industry leaders, but the initial and ultinmte
responsibility remains with those leaders. This is true not only
because the | aw makes it so, but also for the practical reason
that the FDA cannot be in every factory, nuch | ess nonitor every
decision that is nmade every day that affects the quality of our
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food and drugs.” Abbott lLaboratories Consent Decree and

| ndi vi dual Responsi bility Under the Federal Food, Drug and

Cosnetic Act, 55 Food and Drug L.J., 145, 147.

The current Good Manufacturing Practices

31. The current Good Manufacturing Practices (“cGwWs”) contain
the m ni mumrequirenents that pharmaceutical conpani es nust neet
i n manufacturing, processing, packing, and hol ding drugs to
assure that they neet the safety, identity, strength, quality,
and purity characteristics that they purport to possess. The
cAGWS are codified in 21 CF. R Parts 210 and 211. WManufacturers
denmonstrate conpliance with cGWs through witten docunentation
of procedures and practices. The cGwWs dictate, inter alia,
standards for: personnel engaged in quality control; the design
construction and nmai ntenance of buildings and facilities; the
construction, cleaning and nai nt enance of equi pnent; the storage,
i nspection and testing of drug conmponents and containers; the
control of production and process, including procedures for
sanpling and testing of in-process drug products for confornity
wi th specifications and prevention of m crobiol ogical

contam nation; control of packaging, |abeling, storage and

di stribution; |aboratory controls including testing of drug

product batches for conformity with final specifications; the
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mai nt enance of records and reports and conduct of investigations;

and procedures for handling of returned and sal vaged product.

32. Drugs are deened to be adulterated if they are not

manuf actured in conpliance with the cGws or if they are

contam nated. See 21 U S.C. 88 351(a)(2)(A) and(B). It is a
violation of the FDC Act, 21 U.S.C. 88 331(a) to directly or
indirectly cause adulterated drugs to be introduced or delivered

for introduction into interstate conmmerce.

Est abli shnent | nspections, 483s and Warning Letters

33. Under the FDC Act § 704, 21 U.S.C. 8 374, the FDA is

aut hori zed to conduct inspections of drug manufacturing
facilities, including inspections of records, files, papers,
processes, controls, and facilities. At the conclusion of the

i nspection, the FDA provides the manufacturer with a Form FD483
(“FDA-483"), or a list of “observations” representing violations
t he FDA believes the manufacturer has committed. The nmanufacturer
is expected to respond in witing to each observation stating its
position and any corrective action it proposes to take. The FDA
takes this response into account in deciding whether further

enforcenent action is warranted.
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34. Followi ng an inspection or discovery of a violation, the FDA
may i ssue a Warning Letter to the manufacturer representing its
official findings of violations. FDC Act § 309, 21 U S.C. § 336.
The WArning Letter is the FDA's prinmary means of notifying

manuf acturers of serious violations and of achieving pronpt
corrective action. The manufacturer nust respond in witing to
the Warning Letter within 15 days stating what action is being
taken to correct the violations, what action will be taken to

prevent simlar violations, and the tine frane for such action.

Post - rar keti ng surveill ance

35. The FDA operates a Drug Quality Reporting System which

i ncludes the MedWatch reporting program This is designed to
rapidly identify significant health hazards associated with the
manuf act uri ng and packagi ng of drugs, and to establish a central
reporting systemfor detecting problemareas or trends requiring
regul atory action. Doctors and pharnmaci sts can report drug

qual ity problens, such as defective conponents, poor packagi ng or
| abel i ng, suspected contam nati on or questionable stability to

the FDA, the manufacturer, or both, using a standard form

36. Pursuant to 21 CF.R 8 314.81 (b)(1)(i) and (ii),

manuf acturers are required to notify the FDA by filing a “Field
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Alert” within 3 working days of the receipt, via the Medwatch
system or otherwi se, of: (i) information concerning any incident
that causes the drug product or its labeling to be m staken for,
or applied to, another article; (ii) information concerning any
bacteriol ogi cal contanination, or any significant chenical,

physi cal, or other change or deterioration in the distributed
drug product, or any failure of one or nore distributed batches
of the drug product to nmeet the specifications established for it

in the new drug application

Product Recalls

37. The FDA expects manufacturers to take full responsibility for
recall of defective products, including foll owup checks to
assure that recalls are successful. The FDA does not have
authority to order the recall of drug products. Under 21 C. F. R
8 7.40, “[r]ecall is a voluntary action that takes place because
manuf acturers and distributors carry out their responsibility to
protect the public health and well-being from products that
present a risk of injury or gross deception or are otherw se
defective.” The FDA' s guidelines “categorize all recalls into
one of three classes according to the I evel of hazard invol ved:
Cass | recalls are for dangerous or defective products that

predi ctably coul d cause serious health problens or death.
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Exanpl es of products that could fall into this category [include]
a label mx-up on alife saving drug ... Cass Il recalls
are for products that m ght cause a tenporary health problem or
pose only a slight threat of a serious nature. One exanple is a
drug that is under-strength but that is not used to treat life-
threatening situations. Cass IIl recalls are for products that
are unlikely to cause any adverse health reaction, but that
violate FDA | abeling or manufacturing regul ations.” FEDA Recall
Policies, FDA Center for Food Safety and Applied Nutrition,
Industry Affairs Staff Brochure, June 2002. See al so FDA

I nvestigations Qperations Manual, Chapter 800 (801.1).

Consent Decr ees

38. The FDA, acting through the Department of Justice, is

aut hori zed to seek injunctions. FDC Act § 302; 21 U S.C § 332

I njunctions are sought when there is a |likelihood that violative
acts will continue or recur. A consent decree of pernmanent
injunction may be obtained, inter alia, where there have been
mul tiple and continuing cGW violations that have not been
voluntarily corrected by the manufacturer. In such cases, the
facility will typically be placed under the nonitorship of an

i ndependent expert or shut down until the manufacturer has

brought itself into conpliance, for exanple, by destroying
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adul terated product and revising Standard Qperating Procedures
(“SOPs”). Certification of conpliance by an independent expert
is often required before the FDA will permit nornmal operations to

resune.

OVERVI EW OF FACTUAL BASI S FOR FALSE CLAI M5

39. GSK' s chronic quality assurance problens and ongoi ng, serious
cGW violations went to the heart of G dra's manufacturing,
processi hg and packagi ng systenms. As further detailed in

par agraphs 86 through 123 bel ow, they included and/or resulted
in:

a. Product mix-ups, i.e., a drug of a different type or
strength found in the sane bottle (see paragraphs 87 through 92
bel ow) ;

b. I nadequate investigation of out-of-specification (“00S")
results detected during laboratory testing (see paragraphs 93
t hrough 97 bel ow);

c. Inadequate process validation and non-exi stent validation
revi ew processes for sone products (see paragraphs 98 through 99
bel ow) ;

d. | nadequate or non-existent calibration of equipnment and
instrunents and inconplete investigations relating to equi pnent
found to be out-of-calibration (see paragraphs 100 through 103

bel ow) ;
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e. Overdue process investigations, at tinmes nunbering in the
hundreds (see paragraphs 104 through 107 bel ow);

f. Understaffing in the Quality Assurance Unit (see
par agr aphs 108 t hrough 109 bel ow);

g. Poor docunentation quality, including unsigned, undated
and/or lost or missing validation, investigation and change
control docunents, and hundreds of SOPs overdue for revision (see
par agraphs 110 t hrough 111 bel ow);

h. Contam nation in products manufactured in the sterile
facility, including Kytril injection and Bactroban oi ntnment (see
par agraphs 112 t hrough 113 bel ow);

i. Substandard quality and control of the plant’s water
systens, resulting in build up of stagnant water and mi crobi al
contam nation (see paragraph 114 bel ow);

j. Manufacturing areas and purportedly clean equi pnment that
repeatedly failed routine environmental testing and exhibited
m crobial contam nation (see paragraphs 115 through 116 bel ow);

k. Destruction of internal audit reports inmmediately after
di scussion with the responsi bl e personnel, contrary to GSK policy
and i ndustry practice requiring 3 year retention (see paragraphs
117 through 118 bel ow);

|. Serious deficiencies in the functioning of the
M cr obi ol ogy Laboratory, where testing of products and equi prment

for contam nati on by objectionable organisns is conducted (see
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par agraphs 119 t hrough 120 bel ow);

m Substandard air handling systens not neeting cGW
standards and creating the potential for cross contamni nation (see
par agraph 121 bel ow);

n. | nadequate nonitoring to ensure contai nnent of a
cytotoxi ¢ product (Topotecan, a chenotherapy drug) manufactured
inthe facility (see paragraph 122 bel ow);

0. Various other cGW violations and quality assurance
failures, including inadequate identification, control and
storage of drug materials, waste and cl eani ng agents, poor
di sinfection procedures, |eaking equi pnment, and i nadequate

verification of product |abels (see paragraph 123 bel ow).

SUMVARY OF FALSE CLAIMS ACT LIABILITY

40. Defendants violated the False Cains Act as foll ows:

a. Defective products

Def endants submitted and/or caused to be submtted
false clainms to the federal, state and city governnents for drug
products manufactured at the G dra plant that were defective.
The defective products and fal se clains arose out of chronic,
serious deficiencies in the quality assurance function at the

Cidra plant and the defendants’ ongoi ng serious violations of the
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| aws and regul ati ons designed to ensure the fitness of drug
products for use. As a result, the governnent paid for an
assurance of quality and fitness for use that it did not receive,
and all clains to the government for products nanufactured at
Cidra during the tinmes relevant to this conplaint were fal se.
Exanpl es of the chronic quality assurance problenms and ongoi ng,
serious cGW violations that went to the heart of Cdra' s
manuf act uri ng, processing and packagi ng systens and resulted in

t he subm ssion of false clains are detailed in paragraphs 86

t hrough 123 bel ow. Exanples of the resulting fal se clains
subnmitted and/or caused to be submtted by GSK to the governnent
for products manufactured at G dra during the tinmes relevant to
this conplaint, stating the dates of the clains per quarter year,
the identification nunbers of the clainms, the anbunts paid by the
government, the particular drugs for which the government was
billed, and the individuals involved in the billing, are attached

at Appendi x A ?

b. Drug approvals obtained through fal se statenents to the

FDA

GSK obt ai ned FDA approval for drug products by making

fal se and fraudul ent statenents to the FDA. In particular,

2 The nanes of individual prescribing physicians in Appendix A
have been redacted. The defendants and t he governnent have been
provided with an unredacted copy of Appendi x A
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def endant s obt ai ned approval for Avandanet and Factive® in
Cct ober 2002 and April 2003 respectively by:

(1) falsely representing to the FDA, in or about
Oct ober 2002, that conmtnents to correct violations identified
by the FDA in and prior to a Warning Letter issued to GSK and
Cidra on or about July 1, 2002, would be and/or had been
fulfilled,;

(2) stating in Field Alert reports to the FDA that
product m x-ups reported by consunmers could not have occurred on
prem ses, when simlar m x-ups had been identified on prem ses at
t he sanme tine.

(3) concealing fromthe FDA systemc quality
assurance failures and significant violations of the cGws,

i ncluding violations that defendants were required by lawto
report to the FDA

As a result, all clainms subnmitted to the governnent for
Avandanet and Factive during the times relevant to this conpl aint
were false. Exanples of the resulting false clains submtted
and/ or caused to be submtted by GSK to the governnent for

Avandanet are included in Appendi x A

3 Factive, an antibiotic for treatnent of chronic bronchitis, was
devel oped by GSK. The marketing and regulatory rights are now owned by
Gsci ent Pharnmaceuticals, fornmerly Genesoft, Inc.
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c. Drug product not “covered” under | aws governi ng
gover nnent _heal th pl ans

i. For purposes of Medicare, Medicaid and other
government programs, a “covered outpatient drug” is defined,
inter alia, as one that “is approved for safety and effectiveness
as a prescription drug under section 505 or 507 of the Federal
Food, Drug, and Cosnetic Act or which is approved under section
505(j) of such Act.” See 42 U S.C. 1396r-8(k).

ii. The intent and purpose of the FDC Act and the
regul atory schenmes adninistered by the FDA are to ensure that
drugs are both approved for safety and effectiveness and reach
the market in a condition that renders themfit for their
i ntended use. Under 21 U S.C. 8 355(e)(5), approval of any drug
may be suspended if “there is an inm nent hazard to the public
health,” and approval may be wi thdrawn follow ng notice to the
drug maker and an opportunity to be heard if “the nethods used
in, or the facilities and controls used for, the manufacture,
processi ng, and packi ng of such drug are inadequate to assure and
preserve its identity, strength, quality, and purity ...”"

iii. GSK manufactured, processed, packed and/or held,
and GSK held and distributed, drug product that did not conme with
t he assurance of identity, strength, quality and purity required
for approval and distribution under the FDC Act, and GSK lied to

the FDA in order to conceal its inability and/or unwillingness to
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correct these failures. Therefore, drugs manufactured at G dra
were not “covered” by Medicare, Medicaid and other governnent
heal t h progranms under the Social Security Act and all clainms for
those drugs during the tinmes relevant to this conplaint were

fal se. Exanples of the nethods, facilities and controls used in
t he manufacture, processing and packing of drugs at C dra that
wer e i nadequate to assure and preserve their identity, strength,
quality, and purity are set forth in paragraphs 86 through 123
bel ow. Exanples of GSK's lies to the FDA in order to conceal

t hese i nadequaci es are set forth in paragraphs 63, 88-92, 95-96,
99, 102-103, 106, 109, and 113. Exanples of the resulting false
clainms subnitted and/or caused to be subnmitted by GSK to the
government for products manufactured at Cidra during the tines

relevant to this conplaint are attached at Appendi x A

d. Drug product not manufactured in accordance with NDAs

i. 21 US.C 88 355(b)(1)(B)-(D) provides that
applications to the FDA for approval of new drugs (“NDAs”) nust
include: “(B) a full list of the articles used as conponents of
such drug; (C) a full statement of the conposition of such drug;
(D) a full description of the nmethods used in, and the facilities
and controls used for, the nmanufacture, processing, and packing
of such drug[.]” Approval by the FDA of this drug formul a and

nmet hod of manufacture is required for introduction of the drug in
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interstate commerce and distribution for human use. 21 C.F.R 88
314.70 and 314.81 respectively require manufacturers to obtain
FDA approval for, or nake the FDA aware of, changes in the
condi tions established in an approved application.

ii. As a result of the chronic, serious deficiencies in
the quality assurance function at the Cdra plant and the
def endant s’ ongoi ng serious violations of the | aws and
regul ati ons designed to ensure the fitness of drug products for
use, the defendants released to the market drugs fromthe Cdra
pl ant that were not manufactured in accordance with the NDAs
filed wwth the FDA in that, to defendants’ know edge within 31
US. C Sec. 3729(b), the conponents, conposition and/or mnethods
and controls used in manufacturing, processing and/ or packing had
been changed wi t hout FDA approval and/or know edge. At a
mninum as a result of GSK' s inability to control critical
factors that cause variability in the manufacturing process, GSK
was recklessly indifferent to whether, and could provide no
assurance that, Cdra s manufacturing processes were capabl e of
consi stently produci ng products that net approved specifications.
Therefore, drugs manufactured at Cdra were of unknown safety and
ef fectiveness and were not “covered” drugs for the purpose of
Medi cai d and ot her governnment health plans under 42 U S.C. 1396r-
8(k), and all clains for those drugs during the tines relevant to

this conplaint were false. Exanples of the chronic, serious

-24-



deficiencies in the quality assurance function at the G dra plant
and the defendants’ ongoi ng serious violations of the | aws and
regul ati ons designed to ensure the fitness of drug products for
use are set forth in paragraphs 86 through 123 bel ow. Exanples
of the resulting false clains subnitted and/ or caused to be
subnitted by GSK to the governnent for products manufactured at
Cidra during the tinmes relevant to this conplaint are attached at

Appendi x A

DAVAGE TO THE GOVERNMENT

41. Eckard does not know the precise extent of the financial
damage suffered by Medicaid, Medicare, the VA, and other
governnment health prograns arising fromthe knowi ng submi ssion of
false clainms by the defendants in this action. However, Eckard
believes that the damages anobunt to at |east hundreds of nillions
of dollars, based on the followi ng: (a) the violations were
significant and systemc, affecting key aspects of the Cdra
plant’s operations including the quality assurance unit, and
defective products were released to the market and paid for by
the governnent as a result; (b) the Cidra plant was the nobst

i mportant of all GSK's plants worl dwi de and provided $5.5 billion
of GSK' s product; (c) alnost 100% of G dra’ s product was sold in
the United States; and (d) anongst the drugs manufactured at the

Cidra plant were Paxil and Paxil CR(top selling antidepressants),
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Coreg (a widely-prescribed heart nedication), and Avandi a and
Avandanet (popul ar di abetes nedications). During the tines
relevant to this conplaint, Paxil and Avandia were in the 50 top

selling drug products in the world.

PARTI CULARS OF FALSE CLAI MS ACT VI OLATI ONS

Backgr ound

42. Cidra has a history of significant cGv viol ations. A report
prepared by Eckard for GSK senior executives in April 2003
(referred to herein as “the April 2, 2003, report”) listed six
areas in which Gdra had been repeatedly cited by the FDA for
cGWP violations since 1991, nanely docunentation, process

val i dation, laboratory investigations, other investigations,

sterile facility and conputer validation.

43. An FDA inspection conducted at Cidra from March 29, 2001, to

July 6, 2001, found significant cGWP deficiencies such as process
val i dation deficiencies in Paxil OS (Oal Suspension) batches,

i nadequat e O0OS and conpl ai nt investigations, inadequate

| aboratory controls, inadequate nedia fills, non-stability

i ndi cati ng anal ytical nmethods (i.e., inadequate testing to ensure
that drug products could nmeet their purported shelf Iife) and

deficiencies related to the aseptic (i.e. sterile) filling
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operation (relating to the production of injectable drugs). The
FDA investigator who conducted this inspection initially
reconmended i ssue of a Warning Letter; however, followi ng a
neeting with GSK the FDA judged GSK s response adequate and the
i nspection was classified VAl (Voluntary Action Indicated). An

FDA- 483 was issued to GSK on or about July 6, 2001

44. Anot her FDA inspection was conducted from February 7, 2002 to
April 10, 2002 and again the FDA found significant cGwW

vi ol ations such as the rel ease to market of Bactroban oi ntment
not neeting specifications, inadequate process validation of
Paxi| OS and Thorazine tabl ets, inadequate nicrobiological
controls in Bactroban oi ntnment production areas, inadequate

| aboratory investigations, inadequate instrunent calibrations,
and i nadequate water sanpling techniques. On April 10, 2002,
anot her FDA-483 was issued to GSK. GSK subnmitted a witten
response to the FDA stating its position on each observati on and
descri bing corrective and preventive steps it proposed to take.
The FDA was not satisfied with this response, and issued a
Warning Letter to Cidra on or about July 1, 2002 (“Warning

Letter”).

45. The Warning Letter detailed a nunber of significant cGW

violations at G dra, including:
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a. Release to the market of Bactroban O ntnent that was
contam nated with m croorgani sms;

b. Failure to manufacture Paxil OS in accordance wth
establ i shed specifications and to denonstrate a reproduci bl e and
reliabl e manufacturing process;

c. Failure to adequately validate the manufacturing process
for Thorazine tablets, including failure to test Thorazi ne
tablets for friability and content uniformty;

d. Failure to conduct statutorily-mandated investigations in
atimely manner and to take corrective actions to prevent
recurrence, including investigations of H gh Total Plate Count
results in water sanples that took nore than five nonths to
conplete or that were not conpleted at all.

e. Media fill vials (used to test for sterility of
i njectabl e drug product) were not incubated for the required tine

to assure bacterial growmh for both slow and fast m croorgani sns.

GSK' s Response to the FDA: Warning Letter “Recovery”

46. On or about July 2, 2002, GSK nmet with the FDA to di scuss

i ssues arising fromthe FDA-483 and the Warning Letter. GSK' s
representatives at that neeting included Jani ce Whitaker
(“Whitaker”), Senior Vice President for dobal Quality, Steve
Plating (“Plating”), Vice President for Quality North Aneri ca,

Jose Luis Rosado (“Rosado”), the President and General Manager of
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Cidra, and Adal berto Ramrez (“Ramrez”), Director of Solid

Manuf acturing and Packaging at Cidra. At that neeting, the FDA

i nformed GSK that pending approvals for GSK s new di abetes drug,

Avandanet, and a new antibiotic, Factive, would not proceed until
GSK' s response to the Warning Letter was deened adequate by the

FDA and the FDA had reinspected the Cdra plant. Avandanmet and

Factive are manufactured at the C dra plant.

47. In early July 2002, Eckard traveled to Cidra in order to
assist in the preparation of Cidra' s prelimnary response to the
Warni ng Letter, which was delivered to the FDA on or about July
17, 2002. At approximately that time, GSK undertook to

i medi ately notify the FDA if any problens were found that could

present a public health risk.

48. On or about July 17, 2002, GSK rmade the follow ng specific
commtnments to the FDA in response to the Warning Letter received
on July 1, 2002, and the FDA-483 received on April 10, 2002:

a. Provide a progress report to the FDA on or before August
15, 2002;

b. Review | aboratory investigations:

i. Review all investigation reports from 2000 to date

and prepare a sunmary of findings, this review to be conducted by

consul tants;
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ii. Define an action plan for corrective actions;

iii. Evaluate the adequacy of current SOPs for handling
OCs i nvestigation results;

iv. Determne the adequacy of corrective actions taken.

c. Activate functions of the Senior Managenent | nci dent
Reporting Team (“SM RT”) (Quality Council), a teamestablished in
2002 after the FDA observed that G dra senior nanagers were
insufficiently involved in quality control;

d. Prepare a Site Validation Master Pl an;

e. Review all process validation reports to assure
compliance with current guidelines;

f. Conduct training on handling of |aboratory
i nvesti gati ons;

g. Activate the Lab Calibration/Mtrology Unit;

h. Discuss with the FDA's Conpliance Division and Division
of Anti-Infectives the microbial specification requirenents for
Bact r oban;

i. Define the sanpling and testing for Paxil OS batches;

j. Establish a plan to assure that all investigations are
conpl eted within 30 days;

k. Review adequacy of nmedia fills docunentation from 2001 to
July 2002;

| . Assessnent of all systens;

m Hire additional Quality Assurance (“QA") Staff;
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n. Ensure adequate validation of Thorazi ne tablets;
0. Perform additional validation of the tablet process
rejection systemfor Factive;

p. Ensure adequate validation of Paxil CS.

49. On or about August 7, 2002, Eckard was assigned by GSK
headquarters in Research Triangle Park, NC, (“RTP") to |lead the

Warni ng Letter Recovery Teamin Cidra.

50. Eckard’'s role was to coordinate and oversee the work of
Compl i ance Action Plan Team Leaders who were assigned to each
functional area, including Materials, Equipnent,
Facilities/Uilities, Validation, Laboratory, Conputer

Val i dation, Quality Assurance, Production, and Calibration. The
Team Leaders were to work on their action plans on a fully

dedi cated basis for the seven weeks follow ng August 7, 2002, and
to conmuni cate serious incidents to top managenent with the

obj ective of resolving the Warning Letter issues and nmaking the
site ready for FDA reinspection, which was a precondition to
obt ai ni ng FDA approval for Avandanet and Factive. The

rei nspection was schedul ed to cormmence on or about October 9,
2002. There were over 100 people on the Warning Letter Recovery
Team approximtely 75 of themfromthe Cdra Plant and 25 from

GSK headquarters.
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51. Shortly after her arrival at Cidra, Eckard asked Cidra’s
Qual ity Assurance and Regul atory Manager, doria Martinez
(“Martinez”) to report on any conpliance issues that the FDA had

not identified in its recent inspections.

52. Martinez presented an internal report during a SMRT neeting
on or about August 14, 2002, which was attended by C dra senior
managers includi ng Rosado. Martinez outlined the foll ow ng

compl i ance i ssues:

a. Product mix-ups: Cdra had filed at least 7 Field A ert

reports with the FDA during 2002 due to conplaints of product
com ngling frompatients, pharmacies or physicians, i.e., tablets
of a different type or strength were found in the sanme bottle.
Martinez also stated that G dra had internally identified nine
simlar (though distinct) product mix-ups at the plant. Eckard
also learned that in the Field Alerts filed with the FDA ari sing
from consuner conplaints, Cdra had assured the FDA that, for a
vari ety of reasons, the m x-ups could not have happened at the

pl ant, despite the fact that ni ne separate and cont enporaneous
simlar incidents had been identified inside the plant. Product
m x-ups typically are treated in the industry as Cass | or Cass
Il recall events, and yet no recalls had been initiated. G dra

had made no attenpt to correct the cause of the m x-ups and had
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lied to the FDA in its Field Alert filings by stating that the

m X-ups nust have occurred outside of Cdra s control. The
product m x-ups are discussed in detail in paragraphs 87 through
92 bel ow.

b. Overdue process investigations: As further described in

par agraph 104 bel ow, process investigations nust be conpleted
wi thin 30 days. Process investigations are conducted when
deviations in the manufacturing process give rise to concerns
that product quality rmay be conprom sed. |n August 2002, there
were 283 overdue process investigations. As further described
i n paragraph 105 below, Ci dra continued to manufacture and

rel ease product notwi thstandi ng the potential inpact on the

guality of rel eased batches.

c. Equi pnrent not calibrated: As further described in

par agr aphs 100 t hrough 103 bel ow, equi prent calibration is a
requi renment of the c@Gws. Cidra did not have a calibration
program for the |aboratory, and over 20,000 pieces of equi pnent
were in urgent need of calibration in the manufacturing areas.

As a result, the validity of data gathered during manufacture and
testing to assure product quality could not be relied upon as

accur at e.
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d. Standard Operating Procedures overdue: As further

descri bed in paragraph 111 below, witten procedures, comonly
referred to as SOPs, are the foundation of the manufacturing

pl ant’ s docunentation system These SOPs nust be routinely
reviewed and revised to take account of changi ng conditions and
ci rcunstances. In August 2002, 366 SOPs were overdue for review

and revision at C dra.

e. Annual product reviews overdue: 21 CF. R § 211.180

requires that manufacturers conduct reviews of data, at |east
annual ly, for the purpose of evaluating the quality standards of
each product. Martinez described numerous product reviews that

were nore than a year out of date.

53. Immediately after the SMRT neeti ng on or about August 14,
2002, Eckard phoned Plating at GSK' s headquarters in RTP. She
gave himthe information that she had received at the neeting.
She recomrended that GSK stop shipping all product fromthe Cdra
pl ant, stop manufacturing product for two weeks in order to

i nvestigate and resolve the issues raised and the inpact on

rel eased batches, and notify the FDA about the product m x-ups.
Eckard faxed to Plating the overheads that Martinez had used in
her presentation, consisting of approximtely 13 pages (“the

Martinez presentation”).
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54. On or about August 15, 2002, Eckard returned to GSK
headquarters in Research Triangle Park, NC, where she inmediately
reported her concerns to Witaker. Eckard reached Witaker, who
was out of the country, by phone. Eckard gave Witaker the

i nformati on that she had received at G dra, including that G dra
had lied to the FDA. She recommended t hat GSK stop shi pping al
product fromthe Cdra plant, stop manufacturing product for two
weeks in order to investigate and resol ve the issues raised and
the inpact on rel eased batches and notify the FDA about the
product m x-ups. Eckard rem nded Witaker of GSK's pronmise to
the FDA at the neeting on July 17, 2002, that GSK woul d

i medi ately notify the FDA if any problens were found that could
present a public health risk. Eckard told Witaker that she
believed the Cdra plant was headed for a Consent Decree if the
probl ems were not handl ed with speed and integrity. Eckard |eft

a copy of the Martinez presentation on Witaker’ s desk.

55. On or about August 18, 2002, Eckard met with Plating to
reiterate the concerns she had communi cated to hi mby phone on

August 14, 2002.

56. In Septenber 2002, Eckard spoke by phone with David Pul nan
(“Pul man”), who was then Vice President of Mnufacturing and

Supply for North Anerica. Pulrman was pronoted to President,
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d obal Manufacturing and Supply in Decenber 2002. Plating had
provi ded Pul man with a copy of the Martinez presentation on or
about August 15, 2002. Pulnman’s overriding concern was to nake
the Cidra plant ready for the FDA reinspection to conmence on or
about COctober 9, 2002. As stated above, passing this inspection
was a precondition to obtaining FDA approval for Avandanet and
Factive. Pul man asked Eckard for specific exanples of the
quality problens at the plant. She gave hima few exanpl es and
|ater sent him via email, a report prepared by the Director of
Validation for the sterile facility at GSK' s Barnard Castle plant
in the United Kingdom who had been brought in to review
validation in the sterile suite in Cdra. Hi s report was
scathing. Eckard told Pul man that nothing had i nproved at the
Cidra plant since her report to Plating on or about August 24,

2002.

57. Eckard did not have the authority to order recalls or
suspensi on of manufacturing or shipnent of product, or to report
regul atory concerns to the FDA. Pul man and Witaker had ultimte
authority to order action of this kind. Throughout 2002 and into
April 2003, Eckard continued to urge GSK managers to take the
action that she had recommended and to correct the quality and

conmpliance problens at the Cidra plant. They failed to do so.
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58. Eckard now bel i eves that Whitaker, Pul man and ot her GSK
executives were unwilling to acknow edge the gravity of the cGwW
violations at the Cidra plant and to take the action that Eckard
had reconmended in part because the FDA had indicated that it
woul d not consider approvals for Avandanet and Factive until the
Warning Letter issues were resolved. Such approvals were
unlikely to be obtained if the FDA were aware of the gravity of
the quality assurance deficiencies at the Cdra plant. Once the
obj ective of approval for Avandanet was achi eved, GSK and Cidra
managenent alike lost interest in correcting the deficiencies at
the Cidra site and resuned their focus on maxi m zing productivity
at the plant. As stated above, the G dra plant manufactured $5.5
billion of GSK s product and was the nost inportant of all GSK's

pl ants wor | dw de.

59. On or about August 20, 2002, Eckard returned to Cidra. The
Conpl i ance Action Teans continued to prepare for the Avandanet

rei nspection, which was held in Cctober. The focus of the

i nspection was on the progress of the recovery effort. Duri ng
the inspection, Cdra informed the FDA that it had begun to put
together Corrective and Preventive Action Plans but had not yet
fully inplenmented them Avandanet was approved by the FDA on

Cct ober 8, 2002. Factive was approved on April 4, 2003.
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60. Eckard left Cdra and returned to North Carolina i medi ately
after the inspection, having been at the plant for a period of
ten weeks. After three weeks, she returned to Cdra to resune
work on WArning Letter recovery and the longer-termcorrection of
Cidra’ s systemic quality assurance and conpliance probl emns.
However, Rosado and Ramirez stated that they wanted to take over
the | eadership of that effort, including | eadership of the
Compl i ance Action Teans. Following a nmeeting with Plating, it
was agreed that Ramrez would |ead the effort and Eckard woul d

pl ay an “oversight” role and report to Plating.

61. Thereafter, Eckard visited Cidra periodically for 1-3 days at
a time, on each occasion receiving a progress report from Ramirez

and reporting to Plating al nbst on a daily basis.

62. On or about January 24, 2003, Rosado, Plating, Ranmirez and
Edwi n Lopez, Cidra's Director of Quality (“Lopez”) net with the
FDA to discuss the FDA-483 and Warning Letter Commitnents set
forth above, paragraph 48. Eckard attended that neeting, but was

not on the agenda and did not present any itens.

63. In or about February 2003, Eckard | earned that Ramirez had
repeatedly lied to her about the status of work in the witten

and verbal progress reports he had provided to her since assuning
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control of Warning Letter recovery. She also |earned that the
Conmpl i ance Action Teans had been di shanded i nmedi ately after the
FDA' s COctober reinspection and the approval of Avandanet, and
that Rosado, Ramirez and Lopez had nisrepresented the true status
of Warning Letter recovery to the FDA at the January 24, 2003
neeting (as further set forth in paragraphs 95, 96, 99, 102, 109
and 113 below). Eckard reported these concerns to Plating and to
her i medi ate boss, Diane Sevigny (“Sevigny”), Director of d oba

Qual ity Assurance for North Anerica Pharnma

64. From February 4 through 8, 2003, Eckard and two ot her RTP
personnel, representing the dobal Quality Assurance team
conducted an internal audit at Cdra (“the February 2003 RTP
audit”). That audit found continuing serious quality contro
probl enms and cGW violations. The findings were comunicated to
Rosado, Ramirez, Lopez, and senior GSK managers Sevigny, Plating
and Jonat hon Box (“Box”), the Vice President of Manufacturing and
Supply for North Anerica who took Pulman’s job when Pul man was
pronmoted in Decenmber 2002. Aspects of the February 2003 RTP audit

are di scussed further bel ow, paragraphs 99.b., 102 and 107.

65. Following her findings in the February 2003 RTP audit and her
di scovery that Ramirez had lied to her about the status of

progress by the Conpliance Action Teans, Eckard told Sevigny in
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substance that she would not participate in a cover-up of the
gual ity assurance and conpliance problens at C dra and woul d not
take part in any further nmeetings with the FDA about the Cdra
plant. During this period and thereafter, Eckard and Sevi gny
were in frequent and increasing conflict about GSK s nanagenent

of the quality and conpliance problens at C dra.

66. In or about March 2003, GSK nmade a general call to enpl oyees
for volunteers to accept a redundancy package arising fromthe
merger of G axo Wl cone and Sm t hKl i neBeecham which took pl ace

i n Decenmber 2000. Eckard was so denoralized that she initially
expressed interest in this package. However, upon reflection and
di scussion with col | eagues, she soon w thdrew her expression of

i nterest, believing that she should continue to seek to make

things right fromw thin GSK rather than sinply resign.

67. Eckard continued to press GSK seni or managenent for action.
In or about March 2003 Eckard put together a binder of materials
detailing the quality assurance and conpliance problens at Cidra
and presented it to Plating and Marion Lon (“Lon”), who was to
becone and became the site director of G dra when Rosado retired
on or about April 1, 2003. Eckard also asked to nmeet with

Pl ati ng and Lon.
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68. On or about April 2, 2003, Eckard delivered to GSK seni or
managers Box, Peter Savin (Vice President of dobal Quality
Assurance), Whitaker, Plating and Sevigny, and C dra managers Lon
and Ramirez, a non-routine detailed nmenorandum on Current

Conmpl i ance Ri sks for Manufacturing and Supply of Drug Products at
Cidra (“the April 2, 2003, report”). Eckard provided Ramrez
with a copy. She detailed the follow ng high risk conpliance
probl ens:

a. Product m x-ups: see further, paragraphs 87 through 92
bel ow;

b. Docunentation quality: see further, paragraphs 110
t hrough 111 bel ow;

c. Conputer validation;

d. Sterile manufacturing facility activities and
documentation, including Kytril injection: see further,
paragraphs 112 through 113 bel ow,

e. Quality and control of water systens: see further,
par agraph 114 bel ow; and

f. OOS events for environnmental nonitoring of manufacturing
areas and cl ean equi pnent: see further, paragraph 115 through 116

bel ow.

69. Eckard called for increased nonitoring by GSK nanagenent of

conpliance inprovenent initiatives at Cdra. However, she did
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not receive any response to her menorandum from any of the seven

nmanagers to whom she sent the report.

Al | eged Product D version

70. In or about early April 2003 Eckard | earned of interna
al l egations that persons at the G dra plant were skinming product
during manufacture, including reject product, and diverting the

product to Latin America.

71. Corporate Security and GSK seni or manager Box were notified
of these allegations in February 2003. The all egations were nade
by a current and a former Cidra enployee, both unidentified.
Background checks conducted by an outside private investigation
conpany identified connections between a senior nanager at C dra,
and conpanies alleged to distribute the “black market” product.
One of these conpani es was identified as MOVA Pharnaceuti cal s,
Inc., (“MWWA") a contract manufacturer |ocated in Caguas, Puerto

R co.

72. In or about the week beginning April 7, 2003, Sevigny took a
teamto Cidra to investigate these allegations, bypassing Eckard
who woul d nornal |y have been assi gned | eadership of the

i nvestigation. Sevigny took Eckard s enpl oyee, Kristal Adans, as

part of the team Although she had been told by Sevigny, in
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substance, to “stay out of it,” Eckard nonethel ess provided
informal advice to Kristal Adans and received information from

her about the investigation.

73. On or about April 27, 2003, followi ng a consumer conpl ai nt,
Cdra filed a Field Alert reporting that Avandamet 40 ng tablets
had been found in the United States m xed up with unidentified

tabl ets stanped “MOVA" or “MBO”

74. GSK had no legitinmate business with MOVA, so there was no
legitimate reason for Avandanet tablets and MOVA products to be

at the same site.

75. Further, a considerable quantity of Avandanet batches had
been rej ected because of manufacturing problens in |ate 2002
because of lack of content uniformty, so that sone tablets were

sub-potent and ot hers were super-potent.

76. On information and belief, based on paragraphs 70, 71, and 73
t hrough 75, rejected batches of drug product, including
Avandanet, were sent fromC dra to MWA, (which is |ocated near
Cidra) for “black market” packagi ng and distribution, resulting

in the m x-up.
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77. On information and belief, based on paragraphs 70, 71, and 73
t hrough 76, rejected batches of drug product, including

Avandanet, were distributed to the United States nmarket.

78. Additionally, the FDA and ot her experts have identified the
cross-border sale to the United States of drugs, some of which
are diverted, counterfeit, stolen or fraudulent, as a grow ng
threat to patient safety. There is growi ng evidence of efforts
by increasingly well-organi zed groups in other countries, backed
by increasingly sophisticated technol ogi es and cri m nal
operations, to profit fromsuch drugs at the expense of American
patients, who increasingly are purchasing drugs at | ower prices
over the Internet and via other nmeans from foreign sources.
Drugs fromcountries along the United States border have been

identified as a particular threat.

79. On infornmation and belief, based on paragraphs 70, 71, and
78, product diverted fromthe Cidra plant to the “black nmarket”
in Latin Anerica was sold to such groups and channel ed back into

the United States as legitinmte product.

80. In or about April or May of 2003, GSK closed its internal
i nvestigation for lack of sufficient evidence. On information

and belief, based on paragraphs 70 through 75 and paragraph 78
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above, GSK' s investigation was inadequate.

Eckard’'s Term nation, Report to GSK' s Conpliance Departnent and
Report to the FDA

8l. In early May 2003 Eckard received a phone call fromthe GSK
Human Resources Departmnent advi sing her that she was being

of fered a redundancy package. Eckard stated that she was not
interested in a package and was told that she had no choice. She
was advised to take a couple of weeks off with pay. In [ate My
t he Human Resources Departnent asked her to attend a neeting at
RTP, at which the Vice President of Human Resources for d oba
Operations fornmally presented the redundancy package to her, took

her security badge, and escorted her fromthe prenises.

82. Even after her termnation, Eckard continued her efforts to
have GSK address Cidra's quality and conpliance problenms. In or
about July 2003, she called GSK s general counsel and Chi ef
Executive Oficer in the United Kingdom who declined to speak
with her. She then called GSK' s general counsel in the United
States and expl ai ned the general nature of her concerns to his
secretary. She referred Eckard to the Vice President for
Compl i ance, whom Eckard phoned on or about July 14, 2003. She
detailed the serious quality assurance and conpliance probl ens at

Cdra, including the product diversion allegations.

- 45-



83. On or about August 27, 2003, she participated in a

tel econference with other GSK conpliance personnel, in which she
again detailed her concerns. As a result of this call, she
fornmed the view that the Conpliance Departnent |acked authority
internally and that regardl ess of the outconme of their

i nvestigation, if any, GSK was unlikely to take any corrective
action. On the sane day, she called the FDA's San Juan District
O fice, where she spoke with Conpliance Oficer Carnel o Rosa
(“Rosa”). For two to three hours, she detailed all of the
serious quality assurance and conpliance problens at G dra,

i ncluding the all eged product diversion.

84. On or about Cctober 3, 2003, followi ng a phone conversation
with the Conpliance Departnent, Eckard called Rosa at the San
Juan District Ofice of the FDA and inforned himthat GSK did not

intend to take any corrective actions as a result of her report.

85. On or about Cctober 22, 2003, GSK announced in an SEC filing
that in Cctober 2003 the FDA had begun an investigation of its

manuf acturing facility in Cdra, Puerto Rico.

DETAI LS OF QUALITY ASSURANCE FAI LURES AND VI OLATI ONS OF THE FDC
ACT _AND CFRs

86. The defendants’ failure to assure quality of drug products
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manuf actured at Cidra and violations of the FDC Act and t he Code

of Federal Regulations, Title 21, include those set forth bel ow.

Pr oduct Com ngli ng

87. As set forth in paragraph 52 above, Eckard |earned on or
about August 14, 2002, that G dra had received a nunber of
conpl ai nts of product com ngling frompatients, pharnmacies and
hospitals in 2002. In other words, consuners found tablets of a
different drug type or different strength in the sane bottle.
Addi tional conplaints were received during 2003. To June 2003,
t hese conplaints reported the foll ow ng:

a. Avandia 8 ng m xed with Avandia 4 ny;

b. Paxil 30 mg m xed with Paxil 10 ny;

c. Coreg 12.5 ng nmixed with Coreg 6.25 ny;

d. Coreg 6.25 ng mixed with Coreg 3.125 ny;

e. Paxil 40 ng mixed with Paxil 20 ny;

f. Avandia 4 ng nmixed with Avandia 8 ng; and

g. Paxil 20 ng m xed with Benadryl 25 ngy;

h. Paxil 10 ng bottle contained unidentified pink tablets
(Paxil 10 ng is yellow);

i. Paxil 40 mg m xed with Paxil 30 ny;

j. Paxil 10 ng bottle contained unidentified peach/brownish
tabl et's;

k. Avandanet 40 ng mixed with unidentified tablets stanped
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“MOVA’ or “MBO (As to MOWA, see paragraphs 71, 73, 74 and 76
above) ;

|. Three Paxil CR 12.5 ng bottles contai ned unidentified
pink tablets (Paxil CR 12.5 is yellow);

m Avandia 2 ng m xed with Avandia 4 ny;

n. Paxil CR 25 ng pink mxed with Paxil CR 12.5 ng; and

0. Paxil CR 37.5 ng m xed with Paxil CR 25 ny.

88. Cidra filed Field Alert reports with the FDA with respect to
t hese consuner conplaints. Cdra told the FDA in each case that,
followng an investigation, it had determ ned that the product
m x-ups were very unlikely to have occurred at the Cidra plant,
for exanple, because of “the extensive controls in our packagi ng

areas.”

89. Between approxi mately January 2002 and June 2003 Cidra
generated the following internal investigation reports describing
product comngling that it had identified at the plant:

a. Avandia 4 ng m xed with Taganet OTC 200 ny;

b. Avandia 8 ng m xed with Avandia 4 ny;

c. Coreg 25 ng mixed with Coreg 6.25 ny;

d. Ecotrin 81 ng mxed with Stel azine 2 ny;

e. Paxil 30 ng m xed wth Avandia 4 nu;

f. Paxil 30 nmg m xed with Paxil CR 12.5 nmy;
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g. Paxil 20 ng mixed with Paxil 25 ny;

h. Taganmet HB m xed with Avandi a 4 ny;

i. Tagamet OIC m xed with Avandia 8 ny;

j. Avandia 8 ng mixed with Paxil 10 ny;

k. Coreg 6.25 ng mxed with Paxil 20 ny;

|. Coreg 25nmg m xed with overwei ght tablets found during
packagi ng;

m Paxil DC 10ng nixed with two defective tablets found
during packagi ng;

n. Tagamet OIC mixed with Coreg 6.25; and

0. Paxil DC 10ng mixed with Coreg 3.125ng.

90. Despite these contenporaneous m x-ups discovered at the
site, Cidra repeatedly represented to the FDAin Field A ert
reports responding to consuner conplaints referred to in

par agraphs 87 and 88 above that its nanufacturing and packagi ng
processes were beyond reproach, that it was extrenmely unlikely
that the m x-ups occurred on site and that they nust have
occurred outside GSK's control. For exanple, in January 2003
Cidra filed a Field Alert report with the FDA follow ng a
pharmaci st’s conplaint of finding Paxil 30 ng tablets in a Paxil
40 ng bottle. Cidra told the FDA that “given the current process
controls in place, it was highly unlikely that this situation

occurred on our prenises.” The above-listed mx-ups identified
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at the site, however, showthat the simlar incidents reported by
consuners were, in fact, highly likely to have occurred on

Cidra’ s prem ses.

91. Wien Eckard | earned of the nmix-ups in or about August 2002,
she pressed Ci dra nanagers for additional information about the
cause. She was told that they likely arose fromthe re-use of
undedi cated bul k fiber board drunms in tablet suites. In other
words, drums used in the processing of one type or strength of
tabl et had been re-used for a different type or strength of
tablet. Eckard was also told that uncoated tablets of one type
were being nixed with uncoated tablets of another type, so that a
tablet of a different type in a final batch would only be

recogni zable by its size or shape, and not by its color.

92. In or about August 2002, Eckard asked C dra nanhagenent to
conduct a full analysis of the problemas a matter of priority.

A report was not issued until May 2003. This report concl uded
that “nost m x-ups occurred in the conpression area in Cdra |
Bui | ding and were found to be related to drum cl eani ng and
preparation.” In other words, Cidra' s internal investigation
confirmed that the consuner-reported m x-ups likely did not occur
outside the plant (as it had earlier infornmed the FDA) but were a

result of failure to properly clean out drunms that were used to
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prepare one type or strength of drug before the drum was reused
for another type or strength of drug. Still, Cdra did not

informthe FDA of these findings or initiate any product recalls.

Laboratory | nvestigations

93. Manufacturers are required to conduct |aboratory testing of
each drug lot prior to release to determ ne confornance to the
final specifications of the drug product, including the identity
and strength of each active ingredient. 21 CF. R 8§ 211.165(a).
When OOS results are found, i.e., products fail to neet
specifications or other quality control criteria, the batch nust

be rejected. 21 CF.R § 211.165(f).

94. OOS results nay be due to either error made in the | aboratory
during testing or to a drug sanple that indeed does not conform
to the specifications. Wen the initial assessnment cannot
docunent | aboratory error, a full-scale failure investigation
must be conducted. 21 CF. R 8§ 211.192. This is a crucial step
in the quality assurance process:. root cause nust be identified
so that appropriate preventive action can be taken. Exanples of
potential causes of OOS results not attributable to | aboratory
error are: an inproperly validated process (see paragraph 98

bel ow), production operator error, inproperly functioning

producti on equi prent, use of OOS conponents, and i nproper
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envi ronnental conditions.

95. As stated above, on or about January 24, 2003, Rosado,
Plating, Ranirez and senior Cidra staff nmenbers nmet with the FDA
to discuss Warning Letter Conmitnents (“the January 24, 2003
neeting”). One of the Corrective and Preventive Action itens
that GSK represented to be conplete was its Review of Laboratory
Investigations. GSK represented that a review of all

i nvestigation reports from 2000 to date had been conducted by
consultants and a summary of findings prepared; that an action
pl an had been defined for corrective actions; that an eval uation
of the adequacy of current SOPs for handling OOS investigations
had been conducted; and that the adequacy of corrective actions

t aken had been det er m ned.

96. In fact, G dra’ s | aboratory investigation review was not
conplete. |In or about August 2002, GSK had hired a consulting
firm The Weinberg Goup, Inc. (“Winberg”) to conduct a
retrospective OCS | aboratory investigations audit for the period
from 2000 to August 2002, i.e., to review Cidra’'s findings
arising frominvestigations of OOS results for products that had
been rel eased to the market still containing shelf life (i.e.,
unexpi red batches) and to state whether they concurred or did not

concur with those findings and with G dra s decision to rel ease
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the product. This enconpassed sonme 500 investigations. At that
time, GSK told the FDA that in the event of any “do not concur”
findings by the consultants that could present a public health
risk, it would i mediately advise the FDA. At the tine of the
January 24, 2003, neeting, Winberg had conducted its review and
prepared a summary of findings, including that it did not concur
with at least 30 of Cidra s findings. Unbeknownst to the FDA
Cidra had agreed with Weinberg that any investigations resulting
in a “do not concur” finding would be reinvestigated by C dra and
re-eval uated by Weinberg. Further, a March 2003 internal report
prepared by G dra personnel (“the March 2003 Cidra report”)
listed some four additional |aboratory investigations during the
2000- 2002 period that the relator believes had not been revi ened
by Weinberg at all at the time of the January 24, 2003, neeting.
Therefore, GSK' s representation to the FDA that the | aboratory

i nvestigations review was conpl ete was not accurate, since nore

than 30 i nvestigations were still outstanding.

97. In addition, in many cases Cidra did not conduct |aboratory
i nvestigations with adequate skill and diligence and failed to
conduct follow up investigations required by the cGWS. For

exanpl e:

a. Agreat many of G dra s investigations, both those that
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were covered by the Weinberg review, and those that post-dated
the period of that review (August 2002), incorrectly assigned a
root cause of “determinate” |aboratory error, when in fact the
root cause was “indeterninate | aboratory error.” |In other words,
the investigation purported to find the cause of the OOS result
as an identified |laboratory error, when such cause had not been
proved but was nmerely theoretical. As stated above, 21 CF. R 8§
211.192 requires that a full-scale failure investigation be
conducted when the initial assessnent cannot docunent | aboratory
error. As aresult of Cdra s incorrect assignment of cause, the
required follow up investigati ons were never conducted and thus

product released to the market was potentially suspect.

b. An unusually and unacceptably high nunber of |aboratory
i nvestigations conducted by Cidra arose as a result of “unknown
peaks” detected during routine |aboratory testing. “Unknown
peaks” appearing on a chromat ograph during routine |aboratory
testing of drug sanples indicate that the drug lots nay be
contam nated. These investigations frequently assigned the root
cause of the “unknown peak” as contanination from glassware or
ot her equi pent used in the anal ytical process w thout adequate
proof. As a result, Cdra limted the root cause to | aboratory
error and did not conduct any additional investigation. The

nunber of reported cases of contam nation from gl assware was so
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hi gh that any objective investigator would have consi dered and

i nvestigated cross-contamination in the production facility,

i ncludi ng contamination arising fromenvironnental conditions,
manuf act uri ng equi pnent, air handling systens, and water systens.
Al'l of these areas of the production facility were classified in
a June 2003 audit of the Cdra facility conducted by d oba

Qual ity Assurance (“GQA") personnel (“the June 2003 GQA audit”)
as areas in which there were serious deficiencies that could
significantly inpact product quality and required i medi ate
corrective action, and yet Cidra ignored cross-contam nation and
corrective action arising from*®“unknown peaks” was focused on re-

eval uation of its procedures for |aboratory gl assware washi ng.

Process Validation

98. Process validation is a quality control neasure for

obtai ning, recording and interpreting the results required to
establish that a process will consistently yield product
complying with predetermni ned specifications. Manufacturers are
required to establish witten procedures for production and
process control designed to assure that drug products have the
identity, strength, quality, and purity they are represented to
possess. 21 C.F.R 8§ 211.100. The execution of the validation
protocol, the test results and approvals are docunented in a

val i dation report. Changes in process nmay render the process no
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| onger valid, and manufacturers are expected to establish a
systemthat nonitors processes, equipnent and personnel so that
uni nt ended changes are identified, as well as conducting periodic
process reviews. Process validation is key to assuring that
quality, safety and effectiveness are designed and built into the
product rather than relying on quality inspection of the finished
product, and that each step in the manufacturing process is
controlled to maxim ze the probability that the finished product

meets all quality and design specifications.

99. I nadequate validation of Paxil OS and Thorazine were cited by
the FDA in the April 2002 FDA-483 and Warning Letter to Gdra. In
addition to correcting these specific problens, GSK promnised the
FDA in or about August 2002 that it would review process
validation for all products, many of which had not been revi ewed
for periods of up to ten or nore years. GSK told the FDA on
January 24, 2003, that it had reviewed all process validation
reports to assure conpliance with current guidelines. |In fact,

many el enents of this review were inconplete. For exanple:

a. In the March 2003 Cidra report, Cidra docunented 29
| aboratory investigations, dating from 1995 through 2002, that
required review in order to determne the inpact on validation

certification for the drugs in question. Those drugs included
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Avandi a, Paxil, Relafen, Ecotrin, Taganet, Al benza, Compazi ne,
Factive, Dyrenium Batroban and Kytril injection. Wile the
report marked this review as being conplete on 12/30/02, the

relator believes that the review was in fact still outstanding.

b. The February 2003 RTP audit identified the need for
specific conpliance questions concerning the validation of Kytril
injection to be rectified before additional batches of the drug
coul d be manufactured. G dra nonethel ess proceeded with the
manuf acture of Kytril injection. The March 2003 Cidra report
identified an action item described as: “lssue a docunent
addressing the concerns raised by Richard Kettlewell [the
Director of Validation for the sterile facility at GSK' s Barnard
Castle plant in the United Kingdon] in the process validation

assessnent of Kytril.” See paragraph 56 above. Wiile this itemis
mar ked as conplete at 12/30/02, it was not, in fact, conplete, as

evi denced by the findings of the February 2003 RTP audit.

c. Further, the June 2003 GQA Audit noted that Cidra did not
have any validation review processes in place for non-sterile
products and that reviews nust be conducted at no | ess than
three-yearly intervals. (Non-sterile refers to all drug products
other than injectable drugs.) The auditors classified this

deficiency as one that could significantly inpact product quality
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and required inmedi ate corrective action.

Equi pnent Cal i bration

100. 21 CF. R § 211.68(a)requires that automatic, nechanical and
el ectroni c equi pnent be inspected or checked according to a
written programto ensure proper performance, and that witten
records of calibration and inspection be maintai ned according to
a witten program The FDA expects that calibration will be
perforned both before and after validation studies to ensure the
validity of the data gathered. |If equipnent is found to be out
of calibration, investigations should be conducted to determ ne

whet her there was any inpact of product quality.

101. Inadequate instrunment calibration was one of the areas of
non-conpliance cited by the FDA in the FDA-483 issued to Cidra in
April 2002. Wen the Warning Letter was issued in August 2002,
Cidra still had no calibration programat all for the | aboratory.
As part of the Warning Letter recovery process, Ci dra established
a calibration programfor the laboratory and calibrated sone

20, 000 pi eces of equipnent in the manufacturing facility.

However, Cidra did not coordinate this process with validation
studies as required by the FDA, and thus the validity of data

gat hered could not be relied upon as accurate.
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102. At the January 24, 2003, neeting, Cdra told the FDA that it
had conpl eted the task of activating the Laboratory Calibration/
Metrology Unit. However, at the tinme of the February 2003 RTP
audit, the tineline for the calibration corrective action plan
was not on target. For exanple, the auditors cited one itemfor
whi ch the conpletion date was unknown, and one itemthat had not

even been started by the stated conpletion date.

103. Further, the June 2003 GQA Audit found that investigations
of equi pment found to be out of calibration were not being
conducted in a tinely manner. The auditors noted that due to the
hi gh nunber of inconplete investigations it was difficult to
assess the inpact of out-of-calibration conditions on product
gquality. The auditors classified this deficiency as one that
could significantly inpact product quality and required i mediate

corrective action.

Overdue Process | nvestigations

104. Process investigations are conducted whenever a nistake or

irregularity is detected during the nmanufacturing process. These
may arise, for exanple, froman OOS result that is not proven to
be caused by | aboratory error (see paragraph 94 above), fromthe
di scovery of mxed up product, or froma finding that purportedly

cl eaned equipnent is dirty. Process investigations nust be
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conpleted within 30 days. See U.S. v. Barr Laboratories, Inc., et

al., 812 F. Supp. 458, 468 (D.N.J. 1993)

105. As stated in paragraphs 53, 54 and 55, when Eckard | earned,
i n August 2002, that hundreds of process investigations were
overdue, she urged GSK managenent to shut the plant down
imediately while the matters identified therein were resol ved.
The March 2003 Cidra report confirnmed that in August 2002, there
were 283 overdue process investigations. G dra continued to
manuf act ure and rel ease product notw thstanding the potenti al

i npact on the quality of rel eased batches.

106. An exanple of Cidra' s inability to conplete investigations
within 30 days is its process investigation relating to Avandanet
commenced in or about April 20083.

a. As stated in paragraph 59 above, Avandanet was approved
by the FDA in Cctober 2002. The process investigation should
have been initiated in or about Decenber 2002 when a nunber of
failures and probl enms were observed during manufacture. These
failures resulted in the rejection of several batches of the
product for lack of content uniformty, assays (tests for purity)
that failed to neet specification, and granul ation that did not
flow appropriately, so that sone tablets were sub-potent and

ot hers were super-potent.
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b. Finally, a process investigation was undertaken in or
about April 2003 to determ ne root cause and any inpact on
bat ches that had been released to the market. To Eckard’s
know edge, the investigation was still outstanding in May 2003,
when she was termnated. No Field Alert was filed with the FDA
as required when the quality of batches or product released to

the market are suspect. 21 CF.R 8 314.81 (b)(1)(ii).

107. Further, in the February 2003 RTP audit, Eckard and the
other auditors noted that while G dra had provided conputer
printouts for process investigations conducted during 2002 and
2003, no clear data for process investigations conducted during
2000 and 2001 had been nmade avail able. The auditors noted that

t hey had been provided with [ og books for the period 2000-2001
whi ch appeared to show that nunerous (perhaps several hundred)
process investigations were still outstanding. G dra denied that
any investigations were overdue fromthat tine period, but never

provided the auditors with any definitive data.

Understaffing in the Quality Assurance Unit

108. The cG@Ws require drug manufacturers to have a distinct QA
unit that is responsible for ensuring that drug products produced
and rel eased to the market neet all applicabl e standards.

Personnel enployed in the unit nust be appropriately trai ned and
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must be of adequate nunbers. 21 C.F.R 211.25(c). The QA unit is
responsi bl e for ensuring that procedures are inplenmented during

t he manufacturing process to ensure drug product quality and for
conducting investigations of apparent errors, including ensuring
that investigations of |laboratory testing results that may i npact
the identity, strength, purity and/or safety of drug products are
completed in a tinmely manner and that corrective actions are

t aken when necessary. 21 C F. R 211.22.

109. CGdra’s QA unit was chronically understaffed. In or about
August 2002, Cidra told the FDA that it would increase the QA
Staff by 17 additional resources. At the January 24, 2003,
neeting, Cidra told the FDA that it had hired 23 people.

However, it did not tell the FDA that nany experienced staff had
resigned fromthe QA unit. Therefore, the actual increase in
staff fell short of the pronised nunber. This attrition rate

continued in 2003.

Poor Docunentation Quality

110. Docunentation is crucial to the maintenance of drug quality.
Drug manufacturing operations and related quality control and

gual ity assurance systens are required by the cGvws to be managed
and docunented according to detailed witten procedures covering

manuf acturing, testing, packaging and storing. See, e.g., 21
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CFR 8 211.100(a); 21. CF.R 8 211.180-198. In the April 2,
2003, report, Eckard noted that C dra had been cited for
regulatory violations related to poor docunentation quality
during FDA inspections in 1991, 1992, 1993, 1994, 2001 and 2002.
In that report, Eckard noted that critical docunents, including
val i dation, investigation and change control docunents, were
often not signed and/or dated, or were |lost or mssing. She
noted that Ci dra had not responded to regul atory scrutiny by

establ i shing systens to correct the probl ens.

111. Witten procedures, conmmonly referred to as SOPs, are the
foundati on of the manufacturing plant’s docunmentati on system
The cGWPs require that there be witten procedures for the
preparation of master records (21 CF. R § 211.186(a)), and the
“current good” aspect of the cGWPs requires that procedures be
revi ewed and updating considered on a regul ar basis. Mbst
responsi bl e manufacturers revi ew procedures on a one or two year
cycle. In August 2002, 366 SOPs were overdue for review and

revision at C dra.

Cont ami nation in Products Manufactured in the Sterile Facility

112. Injectable nedications are manufactured in the sterile
facility. In the April 2, 2003, report, Eckard cited the sterile

facility and Kytril injection as a high risk conpliance area.
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Further, the June 2003 GQA Audit called for the manufacture of
Kytril injection to be imediately suspended due to high levels
of contamination. The report called for capital expenditure to
i mprove conditions of sterile operations or else close the

sterile facility with a sense of urgency.

113. Bactroban ointnment, while not a sterile product, is also
manufactured in the sterile facility at Cdra. Bactroban is an
antibiotic ointnment that is used, anongst other things, to treat

i npetigo, a contagious skin infection that is common in snal
children. Release to the market of Bactroban oi ntnent that was
contam nated with m croorganisnms was cited by the FDA in both the
April 2002 FDA-483 and the July 2002 Warning Letter. At the
January 24, 2003 neeting, GSK told the FDA that it had conpleted
aline itementitled: “Di scuss with FDA (Conpliance and Division
of Anti-Infective) the microbial specification requirenents for
Bactroban.” Cidra, however, failed to correct the problem The
June 2003 GQA Audit docunented the release to the market on March
4, 2003, of a further |ot of Bactroban contam nated with the sane
m croorgani smas the one that resulted in an FDA-mandat ed recal

of Bactroban in February/May 2002. This mcroorgani sm Ral stonia
paucul a, is associated with human infection such as bacteranem a,
urinary tract infections, nmeningitis, wound infection, and

peritonitis. The June 2003 GQA Audit also found that there was
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no formal validation to support the mcrobial cleaning of the
hol di ng tank for Bactroban ointnment. They classified Bactroban
production as a major problemarea that could significantly

i npact product quality requiring i nmediate corrective action.

Subst andard Quality and Control of Water Systens

114. In the April 2, 2003 report, Eckard cited quality and
control of water systens as a high risk conpliance area at Cidra
due to an increase in the nunber of investigations related to the
i sol ati on of objectionable organisns in the water system Eckard
noted that there was a project underway to upgrade the water
system However, this project was not progressing. The June
2003 GQA Audit identified water systens as a mmj or probl emthat
could significantly inpact product quality requiring i medi ate
corrective action. The auditors noted that the system design

all onwed for build up of stagnant water exhibiting m crobial
contam nation. They called for the critical assessnent and

redesign of the water systens with swift inplenentation

O0S Events for Environnental Monitoring of Mnufacturing Areas
and d ean Equi pnent

115. In the April 2, 2003 report to GSK nanagenent, Eckard noted
that nanufacturing areas and equi prent that had purportedly been

cleaned to elimnate chem cal and m crobial contam nation fail ed
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routine environmental testing on nore than a dozen occasions
during 2002. She also noted that the mcrobiology |aboratory

i nvestigated 8 events of contamination in negative controls
(i.e., control swabs used in testing for microbial contami nation
of equi pnent and manufacturing areas) in 2002, as well as

i nadequat e i nvestigation of root cause.

116. The June 2003 GQA Audit cited continuing contani nation of
negative controls in 2003, and the recovery of objectionable
organi sns from sanpling plates collected during manufacture. The
auditors noted that production continued even though two separate
investigations failed to determ ne root cause. The auditors
classified this as a major problemthat could significantly

i npact product quality requiring i mediate corrective action.

Destruction of Audit Reports

117. It is current good practice in the pharmacuetical industry
to routinely conduct internal audits. Further, the cGWs require
that the quality assurance unit review all production records to
ensure errors are fully investigated (21 CF. R 8§ 211.22(a)) and
that witten production and process control procedures be
reviewed (21 CF. R 8§ 211.100(a)). In order to pronmote self-
auditing, it is FDA policy to obtain copies of internal audit

reports only when investigating a serious health problem or upon
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order of the court.

118. GSK policy requires that internal audit reports be retained
for 3 years after all actions have been conpleted to facilitate
tracking for future observations and that a 7 year |log/record be
nmai nt ai ned i ncluding the date, scope, auditor and conpletion of
identified actions. This is consistent with industry practice.
The June 2003 GQA Audit found that Cidra s standard procedure was
to destroy audit reports once the problens had been di scussed
with the responsible personnel and to keep no evidence of sane.
The auditors found that action plans were not docunmented. They
al so found that the audit programdid not include the aseptic
area or the air handling system They classified auditing as a
maj or problemthat could significantly inpact product quality

requiring i nmedi ate corrective action

M crobi ol ogy Laboratory (“Mcro Lab”)

119. Testing of products and equi pnrent for contam nation by
obj ecti onabl e organisns is conducted in the Mcro Lab. The June
2003 RTP found a nunber of serious deficiencies in the
functioning of the Mcro Lab, including:

a. Poor controls of materials used in testing functions,
i ncluding | ack of assurance that nmedia (used to test for growh

of m croorgani sns) neets quality standards;
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b. Poor docunent control and |ack of data integrity;

c. Poor controls of water sanples prior to testing for
presence of m croorgani sms;

d. Lack of assurance that test sanples and materials are
nmai ntai ned at the required tenperatures for the duration of
i ncubation and storage periods and no al arns on equi pnent for
notification of out-of-range conditions;

e. No procedures for identification of trends in water and
envi ronnmental nonitoring; and

f. Lack of tineliness in the review and approval of test

results.

120. Deficiencies in environnental nonitoring (discussed in
par agraphs 115 through 116 above) are further evidence of
probl ens inpacting the effective functioning of the Mcro Lab
The auditors classified the Mcro Lab as a najor problem area
that could significantly inpact product quality requiring

i medi ate corrective action.

Substandard Air Quality

121. The c@WS provide that air handling systens nust be bal anced
to ensure that they are functioning correctly. Equipnment for
controlling air pressure, mcroorgani sns, dust, humdity and

tenperature nmust be provided. 21 CF.R § 211.46. The June 2003
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GA Audit found that the design of Gdra s air handling did not
neet cAWP standards and created the potential for cross

contam nation. The auditors found that pressure differentials
were misdirected allowi ng inproper airflowin certain areas.
They classified this as a najor problemthat could significantly
i mpact product quality requiring i nmediate corrective action. As
stated above, poor air quality likely contributed to the high

i nci dence of “unknown peaks” observed during routine |aboratory

testing.

Cytotoxi c Research & Devel opnent (“R&D’) Manuf acturing

122. Cytotoxic substances cause the destruction or inhibit the
function of cells. Manufacture of cytotoxic substances nust, for
obvi ous reasons, be strictly quarantined from nmanufacture of

ot her products. The June 2003 GQA Audit found that C dra was
engaged in the R&D manufacture of Topotecan, a chenotherapy drug
that is associated with serious side-effects, in a contained area
in the mdst of comercial manufacturing. The auditors found
that air pressure differentials that are crucial to contai nnent
of the cytotoxic substance were not properly nonitored and
docunent ed: the nobst recent data was dated April 2002. Further,
they found that there was no baseline nonitoring in surrounding
areas to ensure that toxic substances were contained to the R&D

area and had not been tracked into other areas where prescription
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and over-the-counter drugs were nmade. The auditors al so found
that an area fornerly used for Topotecan trials had not been
properly decontam nated and deconmm ssioned. They classified this
as a major problemthat could significantly inpact product

quality requiring i nmedi ate corrective action

O her _c@WwW | ssues

123. The June 2003 GQA Audit identified the follow ng
m scel | aneous cGWP issues, and collectively classified this as a
maj or problemthat could significantly inpact product quality
requiring i medi ate corrective action

a. Raw materials with no identification or status control

b. Product waste inappropriately stored;

c. Equi pnent allow ng product |eakage creating the potenti al
for cross-contamnm nation

d. Containers of drug product open in unprotected areas;

e. Poor controls of lubricants and cl eaning agents creating
the potential for nisuse |leading to product contam nation

f. H&K encapsul ator for Dyazide (a nachine that fills and
seal s capsul es) was not cleaned after use;

g. Poor controls of disinfectants to ensure that they are
free of contami nation and within expiry date;

h. No studies to denonstrate effectiveness of disinfection

procedures on surfaces in controlled areas;
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i. Inproper storage and inventory tracking of materials used
in process validation; and
j. 9 of 28 packaging |ines not equipped to carry out the

required 100% el ectronic verification of printed materials.

CONCLUSI ON

124. During the tinmes relevant to this Conplaint, the defendants
rel eased to the market and made and/or caused to be nade cl ai ns
to governnent health prograns for drugs manufactured at Cdra
that were defective, msidentified as a result of product m x-
ups, not manufactured in accordance w th FDA approved processes,
and/or did not cone with the assurance of identity, strength,
quality and purity required for distribution to patients; and/or
t he approval s for which were obtained through fal se

representations to the FDA

125. These fal se clains arose out of chronic, serious
deficiencies in the quality assurance function at the G dra plant
and the defendants’ ongoing serious violations of the | aws and
regul ati ons designed to ensure the fitness of drug products for
use, including the Federal Food, Drug and Cosnetics Act, 21

U S.C 88 301 et seq., and the Code of Federal Regulations, Title
21. GSK lied to the FDA in the process of Warning Letter

recovery and beyond in order to conceal its inability and/or
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unwi | Ii ngness to correct these quality failures and | egal and

regul atory viol ations.

126. Further, on information and belief, GSK enpl oyees diverted
reject drug product fromthe Gdra plant to black markets in
Latin America. On information and belief, this resulted in the
distribution of reject drug product to the United States market
and the submi ssion of false clains for drug product that was

def ecti ve.

CAUSES OF ACTI ON

FI RST CAUSE OF ACTI ON
(Federal False dains Act
31 U S.C § 3729(a)(1))

127. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein again at |ength.

128. This is a claimfor penalties and trebl e damages under the

Federal False dains Act.

129. By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Governnent, know ngly presented and/or

caused to be presented false or fraudulent clains for paynment or
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approval under the Medicare, Medicaid and other Governnent health
prograns to officers, enployees or agents of the United States

CGovernment, within the nmeaning of 31 U.S.C. § 3729(a)(1).

130. As aresult, federal nonies were | ost through paynents nade in
respect of the clainse and other costs were sustained by the

Gover nnent .

131. Therefore, the Federal Government has been danmaged in an

anount to be proven at trial.

132. Additionally, the Federal GCovernnment is entitled to the
maxi mum penal ty of $11, 000 for each and every fal se and fraudul ent
claim made and caused to be made by Defendants and arising from

their fraudul ent conduct as descri bed herein.

SECOND CAUSE OF ACTI ON
(Federal False O ains Act
31 US.C § 3729(a)(2))

133. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein again at |ength.

134. This is a claimfor penalties and treble damages under the

Federal False dains Act.
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135. By virtue of the acts descri bed above, the Defendants, for the
pur pose of defrauding the Governnent, know ngly nade, used and/or
caused to be nmmde or wused, false or fraudulent records or
statenents to get false and fraudulent clains paid or approved
under Medicare, Medicaid and other Governnment health prograns,

within the nmeaning of 31 U . S.C. 8§ 3729(a)(2).

136. As aresult, federal nonies were | ost through paynents nade in
respect of the clainse and other costs were sustained by the

Gover nnent .

137. Therefore, the Federal Government has been danaged in an

anount to be proven at trial.

138. Additionally, the Federal GCovernment is entitled to the
maxi mum penal ty of $11, 000 for each and every fal se and fraudul ent
claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

TH RD CAUSE OF ACTI ON
(California False O ains Act
Cal. CGov't Code § 12651(a)(1))

139. Plaintiff/relator repeats and realleges each and every
al | egation contained in paragraphs 1 through 126 above as though

fully set forth herein.
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140. This is a claimfor penalties and treble damages under the

California Fal se dains Act.

141. By virtue of the acts described above, Defendants, for the
purpose of defrauding the California State Governnent, know ngly
presented and/ or caused to be presented fal se clains for paynent or
approval under Medicaid and other California State funded prograns
to officers or enployees of the state within the meaning of Cal.

Gov't Code § 12651(a)(1).

142. As a result, California State nonies were |ost through
paynments made in respect of the clainms and other costs were

sustained by the California State CGovernnent.

143. Therefore, the California State Governnent has been damaged i n

an amount to be proven at trial.

144. Additionally, the California State Governnent is entitled to
the maxi num penalty of $10,000 for each and every false claim
present ed and caused to be presented by Def endants and arising from

their fraudul ent conduct as descri bed herein.
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FOURTH CAUSE OF ACTI ON
(California Fal se Cains Act
Cal. Gov't Code § 12651(a)(2))

145. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

146. This is a claimfor penalties and treble damages under the

California False dains Act.

147. By virtue of the acts described above, Defendants, for the
pur pose of defrauding the California State Governnent, know ngly
made, used, and/or caused to be nmade or used, false records or
statenents to get false clains paid or approved under Medicaid and
other California State funded prograns within the neaning of Cal.

Gov't Code § 12651(a)(2).

148. As a result, California State nonies were [|ost through
paynments made in respect of the clains and other costs were

sustained by the California State CGovernmnent.

149. Therefore, the California State Governnent has been damaged i n

an anount to be proven at trial.

150. Additionally, the California State Governnent is entitled to
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t he maxi num penalty of $10,000 for each and every fal se claimpaid
or approved arising from the Defendants’ fraudulent conduct as

descri bed herein.

FI FTH CAUSE CF ACTI ON
(Del aware Fal se Cd ains and Reporting Act
6 Del. C § 1201(a)(1))

151. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

152. This is a claimfor penalties and trebl e damages under the

Del aware Fal se Clains and Reporting Act.

153. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Delaware State Governnent, know ngly
presented and/ or caused to be presented, directly or indirectly,
false or fraudulent clainms for payment or approval under Medicaid
and ot her Delaware State funded prograns to officers or enployees

of the state within the neaning of 6 Del. C. 8 1201(a)(1).

154. As a result, Delaware State nonies were | ost through paynents

made in respect of the clains and ot her costs were sustained by the

Del aware State CGover nment.
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155. Therefore, the Del aware State CGovernnment has been damaged in

an anmount to be proven at trial.

156. Additionally, the Del aware State Governnment is entitled to the
maxi mum penal ty of $11, 000 for each and every fal se and fraudul ent
claim presented and caused to be presented by Defendants and

arising fromtheir fraudul ent conduct as described herein.

SI XTH CAUSE OF ACTI ON
(Del aware Fal se Cl ains and Reporting Act
6 Del. C. § 1201(a)(2))

157. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

158. This is a claimfor penalties and treble damages under the

Del aware Fal se C ains and Reporting Act.

159. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Delaware State Governnent, know ngly
made, wused, and/or caused to be mnmde or wused, directly or
indirectly, false records or statenents to get fal se or fraudul ent
clainms paid or approved under Medicaid and other Delaware State

funded prograns within the neaning of 6 Del. C. § 1201(a)(2).
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160. As a result, Delaware State nonies were | ost through paynents
made in respect of the clains and ot her costs were sustained by the

Del awar e State CGover nment.

161. Therefore, the Del aware State CGovernnent has been danmaged in

an anmount to be proven at trial.

162. Additionally, the Del aware State Governnent is entitled to the
maxi mum penalty of $11,000 for each and every fal se or fraudul ent
claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

SEVENTH CAUSE OF ACTI ON
(District of Colunbia Procurenent Reform Anendnent Act
D.C. Code § 2-308.14(a)(1))

163. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

164. This is a claimfor penalties and trebl e damages under the

District of Col unbia Procurenent Reform Anendnent Act.

165. By virtue of the acts described above, Defendants, for the
purpose of defrauding the District of Colunbia Governnent,

knowi ngly presented and/ or caused to be presented, fal se clains for
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paynment or approval under Medicaid and other District of Colunbia
funded prograns to officers or enpl oyees of the District within the

neani ng of D.C. Code § 2-308.14(a)(1).

166. As a result, District of Colunbia nonies were |ost through
paynments made in respect of the clainms and other costs were

sustained by the District of Colunbia Government.

167. Therefore, the District of Colunbia Governnent has been

damaged in an anount to be proven at trial.

168. Additionally, the District of Colunbia Governnment is entitled
to the maxi mum penalty of $10,000 for each and every false claim
present ed and caused to be presented by Def endants and arising from

their fraudul ent conduct as descri bed herein.

El GHTH CAUSE OF ACTI ON
(District of Colunbia Procurenment Reform Arendnent Act
D.C. Code § 2-308.14(a)(2))

169. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

170. This is a claimfor penalties and treble damages under the

District of Col unbia Procurenent Reform Arendnent Act.
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171. By virtue of the acts described above, Defendants, for the
purpose of defrauding the District of Colunbia Governnent,
knowi ngly made, used, and/or caused to be nmde or used, false
records or statements to get false clains paid or approved under
Medi caid and other District of Colunbia funded prograns within the

neani ng of D.C. Code § 2-308.14(a)(2).

172. As a result, District of Colunbia nonies were |ost through
paynments nmade in respect of the clains and other costs were

sustained by the District of Colunbia Government.

173. Therefore, the District of Colunbia Governnent has been

damaged in an anmount to be proven at trial.

174. Additionally, the District of Colunbia Governnment is entitled
to the maxi mum penalty of $10,000 for each and every false claim
pai d or approved arising fromthe Defendants’ fraudul ent conduct as

descri bed herein.

NI NTH CAUSE OF ACTI ON
(Florida Fal se O ainms Act
Fla. Stat. § 68.082(2)(a))

175. Plaintiff/relator repeats and realleges each and every
al | egation contained in paragraphs 1 through 126 above as though

fully set forth herein.
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176. This is a claimfor penalties and treble damages under the

Fl ori da Fal se d ains Act.

177. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Florida State Governnment, know ngly
presented and/ or caused to be presented fal se clains for paynent or
approval under Medicaid and other Florida State funded prograns to
of ficers or enpl oyees of the state within the neaning of Fla. Stat.

§ 68.082(2)(a).

178. As a result, Florida State nonies were |ost through paynents
made in respect of the clains and ot her costs were sustained by the

Fl ori da State Gover nment.

179. Therefore, the Florida State Governnent has been damaged i n an

anount to be proven at trial

180. Additionally, the Florida State Government is entitled to the
maxi mum penal ty of $10, 000 for each and every fal se cl ai mpresented
and caused to be presented by Defendants and arising fromtheir

f raudul ent conduct as descri bed herein.
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TENTH CAUSE OF ACTI ON
(Florida Fal se dainms Act
Fla. Stat. § 68.082(2)(b))

181. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

182. This is a claimfor penalties and treble damages under the

Florida Fal se d ains Act.

183. By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Florida State Governnment, know ngly nade,
used, and/or caused to be nmade or used, fal se records or statenents
to get false or fraudulent clains paid or approved under Medicaid
and other Florida State funded prograns within the neaning of Fla.

Stat. § 68.082(2)(bh).

184. As a result, Florida State nonies were | ost through paynents
made in respect of the clains and ot her costs were sustained by the

Fl ori da State Gover nment.

185. Therefore, the Florida State Governnent has been damaged i n an

anount to be proven at trial

186. Additionally, the Florida State Government is entitled to the

- 83-



maxi mum penal ty of $10,000 for each and every fal se or fraudul ent
claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

ELEVENTH CAUSE OF ACTI ON
(Ceorgia State Fal se Medicaid O ains Act
Ga. Code Ann. § 49-4-168.1(a)(1))

187. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

188. This is a claimfor penalties and treble damages under the

Ceorgia State Fal se Medicaid Cains Act.

189. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Georgia State Governnent, know ngly
presented and/or caused to be presented to the Georgia Medicaid
program fal se or fraudulent clains for paynent or approval wthin

t he neaning of Ga. Code Ann. 8§ 49-4-168.1(a)(1).

190. As a result, Georgia State nonies were |ost through paynents
made in respect of the clains and ot her costs were sustained by the

Ceorgia State Governnent.

191. Therefore, the Georgia State Governnent has been damaged i n an
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anmount to be proven at trial

192. Additionally, the Georgia State Governnment is entitled to the
maxi mum penalty of $11,000 for each and every false or fraudul ent
cl ai mpresented or caused to be presented by Defendants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.

TWELFTH CAUSE OF ACTI ON
(CGeorgia State Fal se Medicaid dains Act
Ga. Code Ann. § 49-4-168.1(a)(2))

193. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

194. This is a claimfor penalties and treble damages under the

Ceorgia State Fal se Medicaid Cains Act.

195. By virtue of the acts described above, Defendants, for the
pur pose of defraudi ng the Georgia State Governnent, know ngly nmade,
used, and/or caused to be nade or used, false records or statenents
to get false or fraudulent clains paid or approved by the Ceorgia
Medi caid program within the nmeaning of Ga. Code Ann. § 49-4-

168. 1(a) (2).

196. As a result, Georgia State nonies were |ost through paynents
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made i n respect of the clains and ot her costs were sustained by the

Ceorgia State Governnent.

197. Therefore, the Georgian State CGovernnent has been danmaged in

an amount to be proven at trial.

198. Additionally, the Georgia State Governnment is entitled to the
maxi mum penal ty of $11,000 for each and every fal se or fraudul ent
claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

THI RTEENTH CAUSE OF ACTI ON
(Hawai i Fal se O ai ms Act
Haw. Rev. Stat. § 661-21(a)(1))

199. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

200. This is a claim for penalties and treble danages under the

Hawai i Fal se d ai ns Act.

201. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Hawaii State Governnment, know ngly
present ed and/ or caused to be presented fal se or fraudul ent cl ains

for paynent or approval under Medicaid and other Hawaii State
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funded prograns to officers or enployees of the state within the

nmeani ng of Haw. Rev. Stat. 8§ 661-21)(a)(1).

202. As a result, Hawaii State nonies were |ost through paynents
nmade i n respect of the clains and ot her costs were sustained by the

Hawai i St ate CGover nnent.

203. Therefore, the Hawaii State Government has been damaged in an

anount to be proven at trial.

204. Additionally, the Hawaii State Governnment is entitled to the
maxi mum penalty of $10,000 for each and every fal se or fraudul ent
claim presented and caused to be presented by Defendants and

arising fromtheir fraudul ent conduct as described herein.

FOURTEENTH CAUSE OF ACTI ON
(Hawai i Fal se O ai nms Act
Haw. Rev. Stat. § 661-21(a)(2))

205. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

206. This is a claim for penalties and treble danages under the

Hawai i Fal se d ai ns Act.
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207. By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Hawaii State Government, know ngly nade,
used, and/or caused to be nade or used, false records or statenents
to get false or fraudulent clains paid or approved under Medicaid
and other Hawaii State funded prograns within the neaning of Haw.

Rev. Stat. § 661-21)(a)(2).

208. As a result, Hawaii State nonies were |ost through paynents
made in respect of the clains and ot her costs were sustained by the

Hawai i State CGovernnent.

209. Therefore, the Hawaii State CGovernment has been damaged in an

anount to be proven at trial.

210. Additionally, the Hawaii State CGovernnment is entitled to the
maxi mum penal ty of $10,000 for each and every fal se or fraudul ent
claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

FI FTEENTH CAUSE OF ACTI ON
(I''l'inois Whistleblower Reward and Protection Act
740 111. Comp. Stat. 175/3(a)(1))

211. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.
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212. This is a claimfor penalties and treble damages under the

I11inois Wistleblower Reward and Protection Act.

213. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Illinois State Governnent, know ngly
presented and/ or caused to be presented fal se or fraudul ent cl ains
for paynent or approval under Medicaid and other Illinois State
funded progranms to officers or enployees of the state within the

meani ng of 740 I1l. Conp. Stat. 175/3(a)(1).

214. As aresult, Illinois State nonies were | ost through paynents
made in respect of the clains and ot her costs were sustained by the

Illinois State Governnent.

215. Therefore, the Illinois State Government has been damaged in

an amount to be proven at trial.

216. Additionally, thelllinois State Governnent is entitled to the
maxi mum penal ty of $10,000 for each and every fal se or fraudul ent
claim presented and caused to be presented by Defendants and

arising fromtheir fraudul ent conduct as described herein.
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S| XTEENTH CAUSE COF ACTI ON
(I'l'l'inois \Wistleblower Reward and Protection Act
740 111. Conp. Stat. 175/3(a)(2))

217. Plaintiff/relator repeats and realleges each and every
al l egation contained in paragraphs 1 through 126 above as though

fully set forth herein.

218. This is a claim for penalties and treble danages under the

Illinois Wistleblower Reward and Protection Act.

219. By virtue of the acts described above, Defendants, for the
purpose of defrauding the Illinois State Governnment, know ngly
made, used, and/or caused to be nmade or used, false records or

statenents to get fal se or fraudul ent clainms paid or approved under

Medicaid and other Illinois State funded prograns within the
meani ng of 740 I1l. Conp. Stat. 175/3(a)(2).
220. As aresult, Illinois State nonies were |ost through paynents

made in respect of the clains and ot her costs were sustained by the

Illinois State Governnent.

221. Therefore, the Illinois State Governnment has been damaged in

an anount to be proven at trial.

222. Additionally, thelllinois State Governnent is entitled to the
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maxi mum penal ty of $10,000 for each and every fal se or fraudul ent

claim paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

223.

224.

225.

226.

SEVENTEENTH CAUSE OF ACTI ON
(I'ndi ana Fal se d ains and Wi stl ebl ower Protection Act
Ind. Code 8§ 5-11-5.5-2(b)(1) and (8))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

I ndi ana Fal se d ai ns and Wi stl ebl ower Protection Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the |Indiana State Governnent, know ngly
or intentionally presented and/ or caused or induced another to
present false clainms under Medicaid and other Indiana State
funded programs to the state for paynent or approval wthin

t he neaning of Ind. Code § 5-11-5.5-2(b)(1) and (8).

As a result, Indiana State noni es were | ost through paynents

made in respect of the clainms and other costs were sustained

by the Indiana State Governnent.
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227.

228.

229.

230.

231.

Therefore, the Indiana State Governnent has been danaged in

an anmount to be proven at trial

Additionally, the Indiana State Governnent is entitled to a
civil penalty of at |east $5,000 for each and every fal se or
fraudul ent cl ai mpai d or approved arising fromthe Def endants’

fraudul ent conduct as descri be herein.

El GHTEENTH CAUSE OF ACTI ON
(I'ndi ana Fal se C ainms and Wi stl ebl ower Protection Act
Ind. Code 8 5-11-5.5-2(b)(2) and (8))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

I ndi ana Fal se d ai ns and Wi stl ebl ower Protection Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the I ndiana State Government, know ngly
or intentionally nade, used, and/or caused or induced anot her
to make or use, false records or statenents to obtain paynent
or approval of a fal se clai munder Medicaid and ot her |ndi ana
State funded prograns within the neaning of Ind. Code § 5-11-
5.5-2(b)(2) and (8).
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232.

233.

234.

235.

236.

237.

As a result, Indiana State nonies were | ost through paynents
made in respect of the clainms and other costs were sustained

by the I ndiana State Governnent.

Therefore, the Indiana State Governnent has been danaged in

an amount to be proven at trial

Additionally, the Indiana State Governnment is entitled to a
civil penalty of at |east $5,000 for each and every fal se or
fraudul ent cl ai mpaid or approved arising fromthe Def endants’

fraudul ent conduct as descri be herein.

NI NETEENTH CAUSE OF ACTI ON
(Loui si ana Medi cal Assistance Prograns Integrity Law
La. Rev. Stat. 46:438.3(A))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor a fine and damages under the Loui siana

Medi cal Assistance Prograns Integrity Law

By virtue of the acts described above, Defendants, for the

purpose of defrauding the Louisiana State Governnent,
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238.

239.

240.

241.

knowi ngly presented and/or caused to be presented false or
fraudul ent clains for paynent or approval under Medicaid and
other Louisiana State funded prograns within the meani ng of

La. Rev. Stat. 46:438.3(A).

As a result, Louisiana State nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the Louisiana State Governnent.

Therefore, the Louisiana State Governnment has been damaged in

an amount to be proven at trial

Additionally, the Louisiana State Governnent is entitled to
the maxi mumcivil fine in the anount of three tinmes the anount
of actual dammges sustai ned by the nmedi cal assi stance prograns
as a result of the violations described herein. La. Rev.

Stat. 46:438.6(B)(2).

TVENTI ETH CAUSE OF ACTI ON
(Loui si ana Medi cal Assistance Programs Integrity Law
La. Rev. Stat. 46:438.3(B))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.
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242.

243.

244,

245.

246.

This is a claimfor a fine and danmages under the Louisiana

Medi cal Assistance Prograns Integrity Law.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the Louisiana State Governnent,
knowi ngly engaged in m srepresentations to obtain, or attenpt
to obtain, paynent from nedical assistance program funds

wi thin the neaning of La. Rev. Stat. 46:483. 3(B).

As a result, Louisiana State nonies were |ost through
payrments nade in respect of the defendants’ conduct and ot her

costs were sustained by the Louisiana State Governnent.

Therefore, the Louisiana State Governnment has been damaged in

an amount to be proven at trial.

Additionally, the Louisiana State Government is entitled to
the maxi mumcivil fine in the anount of three tines the anount
of actual dammges sustai ned by the nedi cal assi stance prograns
as a result of the violations described herein. La. Rev.

Stat. 46:438.6(B)(2).
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247.

248.

249.

250.

251.

252.

TWENTY- FI RST CAUSE OF ACTI ON
(Massachusetts Fal se Clai ns Act
Mass. Gen. L. Ch. 12, 88 5B(1))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and trebl e damages under the

Massachusetts Fal se C ai ns Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Massachusetts Conmonweal th
Gover nment, knowi ngly presented and/or caused to be presented
false or fraudulent clains for paynent or approval under
Medi cai d and ot her Massachusetts Conmonweal t h funded prograns

wi thin the neaning of Mass. Gen. L. Ch. 12, 88 5B(1).

As a result, WMassachusetts Comonwealth npnies were | ost
t hr ough paynments made in respect of the clains and ot her costs

wer e sustai ned by the Massachusetts Commonweal th Gover nnent.

Theref ore, the Massachusetts Commonweal t h Gover nnent has been

damaged in an anount to be proven at trial

Additionally, the Mssachusetts Commonwealth CGovernnent is
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253.

254.

255.

256.

entitled to the maxi mum penalty of $10,000 for each and every
fal se or fraudul ent cl ai mpresented and caused to be presented
by Defendants and arising from their fraudul ent conduct as

descri bed herein.

TWENTY- SECOND CAUSE OF ACTI ON
(Massachusetts Fal se Cai ns Act
Mass. Gen. L. Ch. 12, 88 5B(2))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

Massachusetts Fal se C ai ns Act.

By virtue of the acts described above, Defendants, for the
pur pose  of defrauding the Massachusetts Conmonweal th
Gover nnent, knowi ngly made, used, and/or caused to be made or
used, false records or statenments to obtain paynent or
approval of clainms by the Cormonwealth within the nmeani ng of

Mass. Gen. L. Ch. 12, 88 5B(2).

As a result, Mssachusetts Conmonweal th nonies were | ost
t hrough paynments nmade i n respect of the clains and ot her costs

wer e sustained by the Massachusetts Commonweal th Gover nnent.
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257.

258.

259.

260.

261.

Ther ef ore, the Massachusetts Comonweal t h Gover nnent has been

damaged in an anmount to be proven at trial.

Additionally, the Massachusetts Commonweal th Governnent is
entitled to the maxi mum penalty of $10,000 for each and every
false or fraudulent claimpaid or approved arising fromthe

Def endant s’ fraudul ent conduct as descri bed herein.

TWENTY- THI RD CAUSE OF ACTI ON
(M chigan Medicaid Fal se Cains Act
M ch. Conp. Laws 8§ 400.610a)

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor danmages and a civil penalty under the

M chi gan Medi caid Fal se Cl ains Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Mchigan State Government, mnade or
presented, or caused to be made or presented, to an enpl oyee
or officer of the State of Mchigan a clai munder the social
wel fare act, Act No. 280 of the Public Acts of 1939, as

anended, being sections 400.1 to 400.121 of the M chigan

-08-



262.

263.

264.

265.

266.

Conpi | ed Laws, upon or agai nst the State, knowi ng the claimto
be false within the neaning of Mch. Conp. Law 88 400. 601 et

seq.

As aresult, Mchigan State nonies were | ost through paynents
made in respect of the clainms and other costs were sustained

by the M chigan State CGovernment.

Therefore, the Mchigan State Governnment has been damaged in

an amount to be proven at trial.

Additionally, the Mchigan State Governnent is entitled to a
civil penalty equal to the full anpbunt of the benefit received
by the Defendants plus triple the amount of danages suffered
by the state as a result of the conduct by Defendants as

descri bed herein.

TWENTY- FOURTH CAUSE OF ACTI ON
(Nevada Fal se d ainms Act
Nev. Rev. Stat. § 357.040(1)(a))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the
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267.

268.

269.

270.

Nevada Fal se Clains Act, entitled “Subm ssion of False C ains

to State or Local CGovernnent”.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Nevada State Government, know ngly
presented and/or caused to be presented false clainms for
payrment or approval under Medicaid and other Nevada State
funded prograns within the meaning of Nev. Rev. Stat. 8§

357.040(1) (a).

As a result, Nevada State nonies were |ost through paynments
made in respect of the clainms and other costs were sustained

by the Nevada State CGovernment.

Therefore, the Nevada State Governnent has been danaged i n an

anount to be proven at trial.

Addi tionally, the Nevada State Governnent is entitled to the
maxi mum penalty of $10,000 for each and every false claim
present ed and caused to be present ed by Def endants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.
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271.

272.

273.

274.

275.

TWENTY- FI FTH CAUSE OF ACTI ON
(Nevada Fal se d ai ns Act
Nev. Rev. Stat. 8§ 357.040(1)(b))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and trebl e damages under the
Nevada Fal se Clains Act, entitled “Subm ssion of False d ains

to State or Local CGovernnent”.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Nevada State Governnent, know ngly
made, used, and/or caused to be nade or used, fal se records or
statenents to get false clainms paid or approved under Medi cai d
and ot her Nevada State funded progranms wi thin the neani ng of

Nev. Rev. Stat. 8§ 357.040(1)(b).
As a result, Nevada State nonies were |ost through paynents
made in respect of the clainms and other costs were sustained

by the Nevada State CGovernment.

Therefore, the Nevada State CGovernnent has been damaged in an

anount to be proven at trial.
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276.

277.

278.

279.

280.

Additionally, the Nevada State Governnent is entitled to the
maxi mum penal ty of $10, 000 for each and every fal se cl ai mpaid
or approved arising fromthe Def endants’ fraudul ent conduct as

descri bed herein.

TVENTY- SI XTH CAUSE OF ACTI ON
(New Hanpshire Fal se C ains Act
N.H Rev. Stat. Ann. § 167:61-b(l)(a))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

New Hanpshire Fal se O ains Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the New Hanpshire State Government,
knowi ngly presented and/or caused to be presented fal se clai ns
for payment or approval under Medi caid and ot her New Hanpshire
State funded prograns to officers or enployees of the state

within the neaning of NH Rev. Stat. Ann. § 167:61-b(l1)(a).

As a result, New Hanpshire state nonies were |ost through
payments nmade in respect of the clains and other costs were

sust ai ned by the New Hanpshire State Governnent.
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281.

282.

283.

284.

285.

Therefore, the New Hanpshire State Government has been

damaged in an anmount to be proven at trial.

Additional ly, the New Hanpshire State Governnment is entitled
to the maxi mum penalty of $10,000 for each and every false
cl ai m presented and caused to be presented by Defendants and

arising fromtheir fraudul ent conduct as described herein.

TVENTY- SEVENTH CAUSE OF ACTI ON
(New Hanpshire Fal se O ains Act
N.H Rev. Stat. Ann. § 167:61-b(1) (b))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

New Hanpshire Fal se O ains Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the New Hanpshire State Governnent,
knowi ngly made, used, and/or caused to be nmade or used, false
records or statenents to get false clains paid or approved
under Medicaid and ot her New Hanpshire State funded prograns

within the neaning of NH Rev. Stat. Ann. 8§ 167:61-b(1)(b).
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286.

287.

288.

289.

290.

291.

As a result, New Hanpshire State nonies were |ost through
payrments nade in respect of the clains and other costs were

sust ai ned by the New Hanpshire State Governnent.

Therefore, the New Hanpshire State Government has been

damaged in an anmount to be proven at trial.

Additionally, the New Hanpshire State Governnment is entitled
to the maxi mum penalty of $10,000 for each and every false
cl ai mpaid or approved arising fromthe Defendants’ fraudul ent

conduct as descri bed herein.

TVENTY- El GHTH CAUSE OF ACTI ON
(New Mexico Medicaid False Cains Act
N.M Stat. Ann. 8§ 27-14-4(A))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

New Mexi co Medi caid Fal se C ai ns Act.

By virtue of the acts described above, Defendants, for the

purpose of defrauding the New Mxico State Governnent,
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292.

293.

294.

295.

296.

knowi ngly presented and/or caused to be presented fal se cl ai ns
for paynent under Medicaid and other New Mexico State funded
prograns to the State within the neaning of NM Stat. Ann. §

27-14- 4(A) .

As a result, New Mexico State nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the New Mexico State Government.

Therefore, the New Mexico State Government has been damaged

in an anmount to be proven at trial.

Additionally, the New Mexico State Governnent is entitled to
t he maxi mrum penalty for each and every fal se claimpresented
and caused to be presented by Defendants and arising from

their fraudul ent conduct as descri bed herein.

TVENTY- NI NTH CAUSE OF ACTI ON
(New Mexico Medicaid Fal se O ains Act
N.M Stat. Ann. § 27-14-4(Q))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the
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297.

298.

299.

300.

New Mexi co Medicaid False Cl ains Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the New Mexico State Governnent,
knowi ngly made, used, and/or caused to be nmade or used, false
records or statenents to get false clains paid or approved
under Medicaid and other New Mexico State funded prograns

within the neaning of NM Stat. Ann. 8§ 27-14-4(C).

As a result, New Mexico State nonies were |ost through
paynments made in respect of the clains and other costs were

sustai ned by the New Mexi co State CGovernment.

Therefore, the New Mexico State Government has been damaged

in an anmount to be proven at trial.

Addi tionally, the New Mexico State Governnent is entitled to
the maxi mum penalty for each and every false claim paid or
approved arising fromthe Defendants’ fraudul ent conduct as

descri bed herein.
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301.

302.

303.

304.

305.

306.

THI RTI ETH CAUSE OF ACTI ON
(New York Fal se O ains Act
N.Y. State Fin. Law § 189(1)(a))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

New York Fal se d ai ns Act.

By virtue of the acts described above, Defendants, for the
pur pose of defraudi ng the New York State Government, knowi ngly
presented and/or caused to be presented false clains for
payment or approval under Medicaid and other New York State
funded prograns to officers or enployees or agents of the

state within the meaning of N Y. State Fin. Law § 189(1)(a).

As a result, New York State nonies were | ost through paynents
made in respect of the clainms and other costs were sustained

by the New York State Governmnent.

Therefore, the New York State Covernnment has been damaged in

an anount to be proven at trial.

Additionally, the New York State Covernment is entitled to
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307.

308.

309.

310.

t he maxi mum penalty of $12, 000 for each and every fal se claim
present ed and caused to be presented by Def endants and ari si ng
fromtheir fraudul ent conduct as described herein.

THI RTY- FI RST CAUSE OF ACTI ON

(New York Fal se O ainms Act
N.Y. State Fin. Law § 189(1) (b))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

New Yor k Fal se d ai ns Act.

By virtue of the acts described above, Defendants, for the
pur pose of defraudi ng the New York State Governnent, knowi ngly
made, used, and/or caused to be nade or used, false records or
statenents to get false clainms paid or approved under Medi cai d
and ot her New York State funded prograns within the nmeani ng of

N.Y. State Fin. Law § 189(1)(b).

As a result, New York State nonies were | ost through paynents

made in respect of the clainms and other costs were sustained

by the New York State CGovernment.
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311.

312.

313.

314.

315.

Therefore, the New York State Governnent has been damaged in

an anmount to be proven at trial.

Additionally, the New York State Governnent is entitled to
t he maxi mum penalty of $12,000 for each and every fal se claim
paid or approved arising from the Defendants’ fraudul ent

conduct as descri bed herein.

THI RTY- SECOND CAUSE OF ACTI ON
(Tennessee Fal se O ai ns Act
Tenn. Code Ann. § 4-18-103(a)(1))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

Tennessee Fal se C ai ns Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the Tennessee State CGovernnent,
knowi ngly presented and/or caused to be presented fal se clai ns
for paynent or approval under Medicaid and ot her Tennessee
State funded prograns to officers or enployees of the state

wi thin the neaning of Tenn. Code Ann. § 4-18-103(a)(1).
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316.

317.

318.

3109.

320.

321.

As a result, Tennessee State nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the Tennessee State Governnent.

Therefore, the Tennessee State Governnent has been damaged in

an anmount to be proven at trial

Additionally, the Tennessee State Government is entitled to
t he maxi mum penalty of $10, 000 for each and every fal se claim
present ed and caused to be present ed by Def endants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.

THI RTY- THI RD CAUSE OF ACTI ON
(Tennessee Fal se O ains Act
Tenn. Code Ann. § 4-18-103(a)(2))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

Tennessee Fal se C ai ns Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the Tennessee State Governnent,

knowi ngly nmade, used, and/or caused to be nmade or used, false
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records or statenents to get false clains paid or approved
under Medicaid and other Tennessee State funded prograns

wi thin the neaning of Tenn. Code Ann. § 4-18-103(a)(2).

322. As a result, Tennessee State nonies were |ost through
payrments nmade in respect of the clains and other costs were

sust ai ned by the Tennessee State Governnent.

323. Therefore, the Tennessee State Governnment has been danmaged in

an amount to be proven at trial.

324. Additionally, the Tennessee State Governnent is entitled to

t he maxi mum penalty of $10, 000 for each and every false claim

paid or approved arising from the Defendants’ fraudul ent
conduct as descri bed herein.
THI RTY- FOURTH CAUSE OF ACTI ON
(Tennessee Medicai d Fal se O ai nms Act
Tenn. Code Ann. 8§ 71-5-182(a)(1)(A))
325. Plaintiff/relator repeats and realleges each and every

all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

326. This is a claimfor penalties and treble damages under the

Tennessee Medicaid Fal se C ainms Act.
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327.

328.

329.

330.

331.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the Tennessee State Governnent,
knowi ngly presented and/ or caused to be presented to the state
clainms for paynment under the Medicaid program knowi ng such
claimse were false or fraudulent within the neaning of Tenn.

Code Ann. § 71-5-182(a)(1)(A).

As a result, Tennessee State nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the Tennessee State Governnent.

Therefore, the Tennessee State Governnent has been damaged in

an anmount to be proven at trial.

Additionally, the Tennessee State Governnment is entitled to
t he maxi mum penalty of $10,000 for each and every false or
fraudulent claim presented and caused to be presented by
Def endants and arising from their fraudulent conduct as

descri bed herein.

THI RTY- FI FTH CAUSE OF ACTI ON
(Tennessee Medicaid Fal se dains Act
Tenn. Code Ann. § 71-5-182(a)(1)(B))

Plaintiff/relator repeats and realleges each and every
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332.

333.

334.

335.

336.

all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

Tennessee Medicaid Fal se C ains Act.

By virtue of the acts described above, Defendants, for the
purpose of defrauding the Tennessee State Governnent,
knowi ngly nmade, used, and/or caused to be nmde or used,
records or statenments to get fal se or fraudul ent clains under
t he Medi cai d programpai d for or approved by the state know ng
such record or statenent were false within the neaning of

Tenn. Code Ann. § 71-5-182(a)(1)(B).

As a result, Tennessee State nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the Tennessee State Governnent.

Therefore, the Tennessee State Governnent has been damaged in

an anount to be proven at trial.

Additionally, the Tennessee State Governnent is entitled to
t he maxi mum penalty of $10,000 for each and every fal se or

fraudul ent cl ai mpai d or approved arising fromthe Defendants’
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337.

338.

3309.

340.

341.

fraudul ent conduct as descri bed herein.

THI RTY- SI XTH CAUSE CF ACTI ON
(Texas Medicaid Fraud Prevention Law
Tex. Hum Res. Code 8§ 36.002(1)(A))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claim for restitution, interest, penalties and

doubl e damages under the Medi caid Fraud Prevention Law.

By virtue of the acts described above, the Defendants, for
the purpose of defrauding the Texas State Governnent,
knowi ngly or intentionally made, and/or caused to be nmade
false statements or representations of material facts on
applications for contracts, benefits, or paynents under the
Medi caid program within the nmeani ng of Tex. Hum Res. Code §

36. 002(1) (A).

As a result, Texas State nonies were |ost through paynents
made i n respect of the false statenents or representati ons and

ot her costs were sustained by the Texas State Governnent.

Therefore, the Texas State CGovernnment has been damaged in an
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342.

343.

344.

345.

anount to be proven at trial.

Additionally, the Texas State Governnment is entitled to the
maxi mum penalty of $10,000 for each and every unlawful act
commtted by the Defendants under this provision. Tex. Hum

Res. Code § 36.052(3)(B).

THI RTY- SEVENTH CAUSE OF ACTI ON
(Texas Medicaid Fraud Prevention Law
Tex. Hum Res. Code § 36.002(4)(B))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claim for restitution, interest, penalties and

doubl e damages under the Medicaid Fraud Prevention Law.

By virtue of the acts described above, the Defendants, for
the purpose of defrauding the Texas State Governnent,
knowi ngly or intentionally nade, caused to be made, induced,
and/or sought to induce, the naking of false statenents or
m srepresentations of material fact concerning information
required to be provided by a federal or state law, rule,
regul ation, or provider agreenent pertaining to the Mdicaid

program within the neaning of Tex. Hum Res. Code 8§
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36. 002(4) (B).

346. As a result, Texas State nonies were |ost through paynents
made i n respect of the false statenments or representati ons and

other costs were sustained by the Texas State Governnent.

347. Therefore, the Texas State CGovernnment has been danmaged in an

anount to be proven at trial.

348. Additionally, the Texas State Governnent is entitled to the
maxi mum penalty of $10,000 for each and every unlawful act
commtted by the Defendants under this provision. Tex. Hum

Res. Code § 36.052(3)(B).

THI RTY- El GHTH CAUSE OF ACTI ON
(Virginia Fraud Agai nst Taxpayers Act
Va. Code Ann. § 8.01-216.3(A)(1))

349. Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

350. This is a claimfor penalties and treble damages under the

Virginia Fraud Agai nst Taxpayers Act.

351. By virtue of the acts described above, Defendants, for the
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352.

353.

354.

355.

pur pose of defrauding the Virginia Commonweal th Governnent,
knowi ngly presented and/or caused to be presented false or
fraudul ent clains for paynent or approval under Medicaid and
other Virginia Commonwealth funded prograns to officers or
enpl oyees of the Commonwealth within the nmeani ng of Va. Code

Ann. 8§ 8.01-216.3(A)(1).

As a result, Virginia Cormmonweal th nonies were |ost through
paynments made in respect of the clains and other costs were

sust ai ned by the Virginia Conmmonweal th Governnent.

Therefore, the Virginia Comonweal th Governnent has been

damaged in an anmount to be proven at trial

Additionally, the Virginia Comobnwealth Governnment is
entitled to the maxi mum penalty of $10, 000 for each and every
fal se or fraudul ent clai mpresented and caused to be presented
by Defendants and arising from their fraudul ent conduct as

descri bed herein.

THI RTY- NI NTH CAUSE OF ACTI ON
(Virginia Fraud Agai nst Taxpayers Act
Va. Code Ann. § 8.01-216.3(A)(2))

Plaintiff/relator repeats and realleges each and every

all egation contained in paragraphs 1 through 126 above as
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356.

357.

358.

359.

360.

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

Virginia Fraud Agai nst Taxpayers Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Virginia Commonweal th Governnent,
knowi ngly made, used, and/or caused to be nmade or used, false
records or statenents to get false or fraudulent clains paid
or approved by the Conmmonwealth under Medicaid and other
Virginia Commonweal th funded prograns within the neaning of

Va. Code Ann. § 8.01-216.3(A)(2).

As a result, Virginia Commonweal th nonies were |ost through
payrments nmade in respect of the clains and other costs were

sustai ned by the Virgi nia Cormonweal th Gover nnent .

Therefore, the Virginia Commonweal th Governnent has been

damaged in an anount to be proven at trial

Additionally, the Virginia Comonwealth Governnent s
entitled to the maxi mum penalty of $10, 000 for each and every
fal se or fraudulent claim paid or approved arising fromthe

Def endant s’ fraudul ent conduct as descri bed herein.
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361.

362.

363.

364.

365.

366.

FORTI ETH CAUSE OF ACTI ON
(Chi cago Fal se O ai nms Act
Chi cago Mun. Code ch. 1-22-020(1))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

Chi cago Fal se C ains Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Chicago City Governnment, know ngly
presented and/or caused to be presented false clains for
payment or approval under Medicaid and other Chicago City
funded programs to officers or enployees of the City within

t he meani ng of Chicago Mun. Code ch. 1-22-020(1).

As a result, Chicago City nonies were |ost through paynents
made in respect of the clainms and other costs were sustained

by the Chicago Cty CGovernment.

Therefore, the Chicago City Governnent has been danaged i n an

anount to be proven at trial.

Additionally, the Chicago City Governnent is entitled to the
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367.

368.

369.

370.

maxi num penalty of $10,000 for each and every false claim
present ed and caused to be presented by Def endants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.

FORTY- FI RST CAUSE COF ACTI ON
(Chi cago Fal se O ai nms Act
Chi cago Mun. Code ch. 1-22-020(2))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

though fully set forth herein.

This is a claimfor penalties and treble damages under the

Chi cago Fal se O ains Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the Chicago City Governnent, know ngly
made, used, and/or caused to be nmade or used, false records or
statenent to get false clains paid or approved under Medicaid
and other Chicago Cty funded prograns wi thin the nmeani ng of

Chi cago Mun. Code ch. 1-22-020(2).

As a result, Chicago City nonies were |ost through paynents

made in respect of the clainms and other costs were sustained

by the Chicago City Governnent.
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371.

372.

373.

374.

375.

Therefore, the Chicago City Governnent has been danaged i n an

anount to be proven at trial.

Additionally, the Chicago City Governnent is entitled to the
maxi mum penalty of $10,000 for each and every false claim
present ed and caused to be presented by Def endants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.

FORTY- SECOND CAUSE OF ACTION - [PROPOSED]
(New York City False O ainms Act
NYC Admin. Code 8§ 7-803(a)(1))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

New York City False O ains Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the New York City Governnent, know ngly
presented and/or caused to be presented false clains for
payment or approval under Medicaid and other New York City
funded programs to officers or enployees of the City within

t he nmeani ng of NYC Admin. Code § 7-803(a)(1).

-121-



376.

377.

378.

379.

380.

381.

As a result, New York Gty nonies were | ost through paynents
made in respect of the clainms and other costs were sustained

by the New York City Governnent.

Therefore, the New York City Governnent has been danaged in

an anmount to be proven at trial.

Additionally, the New York City Governnent is entitled to the
maxi num penalty of $15,000 for each and every false claim
present ed and caused to be present ed by Def endants and ari si ng

fromtheir fraudul ent conduct as descri bed herein.

FORTY- TH RD CAUSE OF ACTI ON - [ PROPCSED
(New York City False Cains Act
NYC Admin. Code § 7-803(a)(2))

Plaintiff/relator repeats and realleges each and every
all egation contained in paragraphs 1 through 126 above as

t hough fully set forth herein.

This is a claimfor penalties and treble damages under the

New York City False O ainms Act.

By virtue of the acts described above, Defendants, for the
pur pose of defrauding the New York Gty Governnment, know ngly

made, used, and/or caused to be nmade or used, fal se records or
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382.

383.

384.

statenents to get fal se clains paid or approved under Medi cai d
and other New York City funded prograns within the neaning of

NYC Admin. Code § 7-803(a)(2).

As a result, New York Gty nonies were | ost through paynents
made in respect of the clainms and other costs were sustained

by the New York Gty Governnent.

Therefore, the New York City Governnent has been danaged in

an amount to be proven at trial.

Additionally, the New York City Governnent is entitled to the
maxi mum penal ty of $15, 000 for each and every fal se cl ai mpaid
or approved arising fromthe Defendants’ fraudul ent conduct as

descri bed herein.

DEMAND FOR RELI| EF

WHEREFORE, Plaintiff prays for the following relief:

Judgrent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the United
States, plus a civil penalty of up to $11,000 for each

violation of 31 U . S.C. 8§ 3729 proven at trial;
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Judgnent in an amount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of California, plus a civil penalty of $10,000 for each

violation of Cal. Gov't Code 8 12651 proven at trial;

Judgrent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Delaware, plus a civil penalty of $11,000 for each

violation of 6 Del. C. 8 1201 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the
District of Colunbia, plus acivil penalty of $10,000 for each

violation of D.C. Code Ann. § 2-308.14 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Florida, plus a civil penalty of $10,000 for each viol ation

of Fla. Stat. Ann. § 68.082 proven at trial;

Judgnment in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State

of Georgia, plus acivil penalty of $11,000 for each viol ation
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10.

11.

of Ga. Code Ann. 8§ 49-4-168.1 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Hawaii, plus a civil penalty of $10,000 for each violation

of Haw. Rev. Stat. 8 661-21 proven at trial

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Illinois, plus a civil penalty of $10,000 for each

violation of 740 Ill. Conp. Stat. 8§ 175/3 proven at trial

Judgnment in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Indiana, plus a civil penalty of at |east $5,6000 for each

violation of Ind. Code 8 5-11-5.5-2(b) proven at trial;

Judgnent in an anount equal to the danages to be proven at
trial against Defendants and in favor of the State of
Loui siana, plus a civil fine in the anount of three tines the
anount of actual damages sustai ned for each violation of La.

Rev. Stat. 46:438.3 proven at trial

Judgrent in an anmount equal to threefold the damages to be
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12.

13.

14.

15.

proven at trial against Defendants and in favor of the
Commonweal t h of Massachusetts, plus a civil penalty of $10, 000
for each violation of Mass. Gen. L. Ch. 12, 8§ 5B proven at

trial;

Judgnent in an anobunt equal to the danages to be proven at
trial against Defendants and in favor of the State of
M chigan, plus a civil penalty equal to the full anpbunt of the
benefit received by the Defendants plus triple the anount of
damages suffered by the state for each violation of Mch.

Comp. Laws 8 400.610a proven at trial;

Judgnment in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Nevada, plus a civil penalty of $10,000 for each violation

of Nev. Rev. Stat. Ann. 88 357.040 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of New Hanpshire, plus a civil penalty of $10,000 for each
violation of NH Rev. Stat. Ann. § 167:61-b(l) proven at

trial;

Judgrent in an anmount equal to threefold the damages to be
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16.

17.

18.

19.

proven at trial against Defendants and in favor of the State
of New Mexico, plus a civil penalty for each violation of NM

Stat. Ann. 8 27-14-4 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of New York, plus a civil penalty of $12,000 for each

violation of NY. State Fin. Law 8§ 189 proven at trial;

Judgrent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Tennessee, plus a civil penalty of $10,000 for each
violation of Tenn. Code Ann. 8 Tenn. Code Ann. § 4-18-103

proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the State
of Tennessee, plus a civil penalty of $10,000 for each

violation of Tenn. Code Ann. 8§ 71-5-182 proven at trial;

Judgrment in an anount equal to restitution, interest, and
twof ol d the damages to be proven at trial against Defendants
and in favor of the State of Texas, plus a civil penalty of

$10,000 for each violation of Tex. Hum Res. Code Ann. 88§
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20.

21.

22.

23.

24.

36. 002 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the
Commonweal th of Virginia, plus a civil penalty of $10, 000 for

each violation of Va. Code Ann. 8§ 8.01-216.3 proven at trial;

Judgnent in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the Gty of
Chi cago, plus a civil penalty of $10,000 for each viol ati on of

Chi cago Mun. Code ch. 1-22-020 proven at trial

Judgnment in an anmount equal to threefold the damages to be
proven at trial against Defendants and in favor of the Gty of
New York, plus a civil penalty of $15,6000 for each violation

of NYC Admin. Code 8 7-803 proven at trial

An award to Cheryl Eckard of the maxi rum anmount all owed
pursuant to 31 U S.C. § 3730(d) and equival ent provisions in
the state statutes set forth above, including the costs and

expenses of this action and reasonabl e attorneys' fees;

Such other, further and different relief, whether prelimnary

or permanent, |egal or equitable, as the Court deens just and
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[ CONTI NUED ON NEXT PAGE]
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DEMAND FOR JURY TRI AL

Plaintiff demands that her clains for relief against the

Def endant be tried by a jury to the full extent pernitted by |aw.

GETNI CK & GETNI CK

Dat ed: Cct ober 17, 2008 By: [/s/ lLesley Ann Skillen
Neil V. Cetnick (9864)
Lesl ey Ann Skillen (5156)
GETNI CK & GETNI CK
Rockefell er Center
620 Fifth Avenue
New York, New York 10020-2457
Tel ephone: (212) 376-5666

LOCAL COUNSEL

Dat ed: Cct ober 17, 2008 By: [s/ Scott Tucker
Scott Tucker (BBO# 503940)
Tucker, Heifetz & Saltzman, LLP
Three School Street
Bost on, Massachusetts 02108
Tel ephone: (617) 557-9696

Attorneys for Qui Tam
Plaintiff, Cheryl D. Eckard
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Appendi x A

Drug Nane Amount Paid [Quantity Transaction Control |Date Phar macy Nane and Address |Prescriber Nane and Address

(%) Nunber (TCN)
AVANDAMET
1ME 500MG OLDEN S PHARMACY INC, SO ([ REDACTED] MD, North
TABLET $59. 53 60]20405400006027861 2004 Q1 |Weynmouth, MA 02190 Qui ncy, MA 02171
AVANDAMET
1ME 500MG WAL- MART PHARMACY 10- 2157, |[ REDACTED] MD, Fall River,
TABLET $61. 00 60]20502100002013961 2005 QL |NO Dartnmouth, NMA 02747 MA 02721
AVANDAMET
2M3 500M5 STOP & SHOP PHARMACY #014, |[ REDACTED] MD, Scituate, MA
TABLET $173. 22 120]/20306200008011870 2003 Q1 |Penbroke, NMA 02359 02066
AVANDAMET
2M3 500M5 NASSI FS PROF PHARNVACY, [ REDACTED] MD, Pittsfield,
TABLET $2. 00 60]20627600004098561 2006 4 |North Adams, MA 01247 MA 01201
AVANDAMET
4ME 500MG CVS PHARNMACY #73, [ REDACTED] MD, Sali sbury,
TABLET $141. 42 60]20321900002092531 2003 B |Aresbury, MA 01913 MA 01952
AVANDAMET
4ME 500MG STOP & SHOP PHARMACY #404, |[ REDACTED] NP, W br aham
TABLET $93. 72 30]20631800003070501 2006 4 |Springfield, MA 01129 MA 01095
AVANDI A 2MG OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Quincy, MA
TABLET $102. 53 60]20214200004093551 2001 Q2 |West Boyl ston, MA 01583 02169
AVANDI A 2MG CVS PHARNMACY #1212, [ REDACTED] MD, Norwood, MA
TABLET $61. 29 30]20627400001015621 2006 4 |Brookline, NMA 02146 02062

NORTH SHORE PHARM

AVANDI A 4MG SERVI CES, Peabody, MA [ REDACTED] MD, Readi ng, MA
TABLET $71. 64 30]20205900006015521 2001 Q1 |01960 01867
AVANDI A 4MG CVS PHARMACY #0938, N [ REDACTED] MD, NO
TABLET $93. 97 30]20627400001004311 2006 4 |Attl eboro, NMA 02760 Attl eboro, MA 02760
AVANDI A 8MG OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Springfi el d,
TABLET $128. 29 30]20214300002056911 2001 B |West Boyl ston, MA 01583 MA 01107
AVANDI A 8MG CVS PHARMACY #1021, South |[ REDACTED] MD, Ol eans, MA
TABLET $165. 28 30]20627400001039211 2006 4 |Dennis, NMA 02638 02653
BACTROBAN 2% WESTGATE PHCY OF HYANNI S, |[ REDACTED] MD, Ol eans, MA
CREAN $45. 93 30]/20210800006064451 2001 Q1 |Hyannis, NMA 02601 02653
BACTROBAN 2% R TE Al D PHARVACY#0210, [ REDACTED] DO, N Dart nout h,
CREAN $16. 28 30]20627600001051571 2006 4 |Fairhaven, NA 02719 MA 02747
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Appendi x A

Drug Nane Amount Paid [Quantity Transaction Control |Date Phar macy Nane and Address |Prescriber Nane and Address
(%) Nurmber (TCN)

NORTH SHORE PHARM
BACTROBAN 2% SERVI CES, Peabody, MNA [ REDACTED] MD, Lowell, MA
O NTMENT $37. 47 22]120203100000050821 2001 Q2 01960 01852
BACTROBAN 2% PERROTTA SUPER DRUG, [ REDACTED] MD, Lawr ence, MA
O NTMENT $35.91 22]120628900004005561 2006 4 |Lawrence, NA 01841 01842
BACTROBAN
NASAL 2% STAT- CARE PHARMACY LLC, N. |[ REDACTED] MD, Anmherst, MA
O NTMENT $48. 21 10[/20210000001054131 2001 B |Grafton, MA 01536 01002
BACTROBAN
NASAL 2% MAI N STREET ATHOL CVS I NC, [ REDACTED] MD, Hol den, MA
O NTMENT $63. 01 10]/20627600001046211 2006 4 |Athol, MA 01331 01520
Cl METI DI NE PHARMCA CR SPEC
150M& ML PHARME#2516, Boston, MA [ REDACTED] MD, Boston, MA
VI AL $2. 62 1[{20202200002091201 2002 Q1 102111 02111
Cl METI DI NE
150M5 ML SPECI ALTY SCRI PT PHARNMACY, |[ REDACTED] MD, Boston, NA
VI AL $1. 63 2]120627500001076171 2006 4 |Fall River, MA 02721 02115
COVPAZI NE
2. 5M5 CVS PHARMACY #1068, At hol,
SUPPCSI TORY $10. 44 4120201600003094001 2002 Q1 |VA 01331 [ REDACTED], Athol, MA 01331
COVPAZI NE
2. 5M5 R TE Al D PHARVACY #0581, [ REDACTED] MD, Ayer, MA
SUPPCSI TORY $23. 56 10{20411800006058811 2004 Q@ |Westford, MA 01886 01432
COVPAZI NE
SPANSULE PHARMERI CA, Brockton, MA ([ REDACTED] MD, Newton, MA
15MC $38. 29 20]20205000005043661 2001 4 102301 02462
COVPAZI NE
SPANSULE ELMADOD PHARMACY, Mal den, ([ REDACTED] MD, Melrose, MA
15MC $65. 77 36]20318500001012600 2003 B |VA 02148 02176
COREG NORTH SHORE PHARM
3. 125M5 SERVI CES, Peabody, MA [ REDACTED] MD, Fall River,
TABLET $47. 15 30]20201500006063251 2001 Q@ 01960 MA 02721
COREG NORTH SHORE PHARM
3. 125M5 SERVI CES, Peabody, MNA [ REDACTED] MD, Billerica,
TABLET $21. 00 60]20627400001001941 2006 4 101960 MA 01862

Page 2 of 5




Appendi x A

Drug Nane Amount Paid [Quantity Transaction Control |Date Phar macy Nane and Address |Prescriber Nane and Address

(%) Nurmber (TCN)
COREG 6. 25M5 OWNI CARE OF NMASSACHUSETTS, |[ REDACTED] MD, Newton
TABLET $91. 29 60]20221400004003761 2001 Q2 |West Boyl ston, MA 01583 Centre, MA 02159
COREG 6. 25M5 CVS PHARVACY #2282,
TABLET $4.02 60]20627400001075631 2006 4 |Dorchester, NA 02122 Unknown
DENAVI R 1% BAYSTATE PHARVACY, [ REDACTED] MD, Springfield,
CREAN $18. 92 2]120207900004055971 2001 4 |Springfield, MA 01107 MA 01199
DENAVI R 1% SAl GON PHARNACY, [ REDACTED] MD, Dorchester,
CREAN $29. 57 1.5]|20627700005068081 2006 4 |Dorchester, MA 02125 MA 02124
DYAZI DE
37.5/25 WALGREENS MEDI MART 01867, |[ REDACTED] MD, Boston, MA
CAPSULE $12. 04 30]20200300006054401 2001 4 |Revere, MA 02151 02108
DYAZI DE
37.5/25 CVS PHARNMACY #55, [ REDACTED] MD, Wél | esl ey,
CAPSULE $102. 73 180]|20527800002081551 2005 4 |Brighton, MA 02135 MA 02481
ECOTRI N
325M5 TABLET GEORGETOMN PHARNACY, [ REDACTED] MD, W
EC 3[20629900001044931 2006 4 |Georget own, MA 01833 Springfield, MA 01089
KYTRI L PHARMCA CR SPEC PHARM [ REDACTED] MD, Stoughton,
1MJ ML VI AL $1, 032. 16 6]120200400003023101 2002 Q1 |#2516, Boston, MA 02111 MA 02072
KYTRI L PHARMCA CR SPEC PHARM [ REDACTED] MD, Brockton, MA
1MJ ML VI AL $166. 53 1[20402300005059591 2004 Q1 |#2516, Boston, MA 02111 02402
KYTRI L
2M3 10ML CVS PHARNMACY #1130, [ REDACTED] MD, Springfield,
SOLUTI ON $202. 49 25]20416000005054521 2004 @ |Springfield, MA 01108 MA 01199
KYTRI L
2M3 10ML CVS PHARNMACY #1056, [ REDACTED] MD, Boston, MA
SOLUTI ON $250. 42 30]20610200005052431 2006 Q2 |Lowell, NMA 01851 02211
PAXIL 10MG OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Cunberl and,
TABLET $68. 48 30]20202300005080941 2001 QL |West Boyl ston, MA 01583 Rl 01568
PAXIL 10MG WALGREENS #06349, [ REDACTED] MD, Boston, MA
TABLET $2. 35 30]20734700003095851 2007 4 |Dorchester, NA 02124 02446

NORTH SHORE PHARM

PAXI L 20MG SERVI CES, Peabody, MA [ REDACTED] MD, Boston, MA
TABLET $37. 17 15[20205700005043771 2001 Q1 |01960 02375
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Drug Nane Amount Paid [Quantity Transaction Control |Date Phar macy Nane and Address |Prescriber Nane and Address
(%) Nurmber (TCN)

PAXI L 20MG CVS PHARNACY #01249, [ REDACTED] MD  Address

TABLET $97. 04 30]20812400003058201 2008 @ |Hanson, NA 02341 Unknown

PAXI L 30MG SUNSCRI PT PHARVACY CORP, [ REDACTED] MD, Salem MNA

TABLET $73. 38 30]20209400002061251 2001 @ |Marl borough, MA 01752 01970

PAXI L 30MG WALSH PHARVACY, Fal | [ REDACTED] MD, Brookl i ne,

TABLET $99. 97 30]20809300005093401 2008 2 |River, NMA 02720 MA 02143

PAXI L 40MG OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Hol den, MA

TABLET $77. 34 30]20203100001001801 2001 Q1 |West Boyl ston, MA 01583 01520

PAXI L 40MG CVS PHARNMACY #01000, [ REDACTED] CS  Address

TABLET $105. 61 30]20810700005036281 2008 Q2 |Lowell, NMA 01852 Unkown

PAXI L

10M¥ 5ML CVS PHARVACY #2878, Fall [ REDACTED] MD, Fall River,

SUSPENSI ON $28. 00 60]20200100000032181 2001 4 |River, MA 02721 MA 02724

PAXI L

10M¥ 5ML MASS GENERAL HOSPI TAL, [ REDACTED], Charl estown, MA

SUSPENSI ON $22. 38 30]20809700001074981 2008 2 |Boston, NMA 02114 02114

PAXIL CR

12. 5MG R TE Al D PHARVACY #0527, [ REDACTED] MD, Boston, MA

TABLET $72.89 30]20211300007072021 2002 Q2 |Aresbury, NMA 01913 02130

PAXIL CR

12. 5MG R TE Al D PHARVACY #0569, [ REDACTED] MD, Medford, MA

TABLET $83. 35 30]20627600001055701 2006 4 |Sonerville, MA 02143 02155

PAXIL CR SPRI NG ST DRUG | NC, [ REDACTED] PC, Springfield,

25M5 TABLET $77. 05 30]20211400001023031 2002 Q2 |Springfield, MA 01105 MA 01105

PAXIL CR CVS PHARNMACY #0765, [ REDACTED] MD, Charlton, MA

25M5 TABLET $86. 99 30]20627400001069441 2006 4 |Sout hbridge, MA 01550 01507

PAXIL CR

37.5M5 CVS PHARNVACY #1217, [ REDACTED] NP, Boston, MA

TABLET $78. 30 30]20211300001059271 2002 2 |Boston, MA 02116 02111

PAXIL CR

37.5M5 THE MEDI CI NE SHOPPE, [ REDACTED] MD,

TABLET $41. 14 30]20627900003022341 2006 4 |Adams, NMA 01220 W1 lianstown, MA 01267

RELAFEN SUNSCRI PT PHARVACY CORP, [ REDACTED] MD, Salem MNA

500M5 TABLET $35. 50 45120200500002012681 2001 4 |Marl borough, MA 01752 01970
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Drug Nane Amount Paid [Quantity Transaction Control |Date Phar macy Nane and Address |Prescriber Nane and Address
(%) Nurmber (TCN)

RELAFEN GT BROOK VLLY HLTH CTR [ REDACTED] MD, Sout hbor o,

500M5 TABLET $119. 67 90]20311400003087290 2003 @2 |INC, Worcester, MA 01605 |MA 01772

RELAFEN PHARMERI CA, Brockton, MA [[ REDACTED] MD, Brighton, MA

750M5 TABLET $93. 86 60]20205000006048351 2001 4 102301 02135

RELAFEN W NTHRCP APOTHECARY | NC, [ REDACTED] MD, Wbrcester,

750M5 TABLET $156. 10 100]/20312700005024350 2003 Q2 |Worcester, MA 01604 MA 01604

STELAZI NE SHOPPERS DRUG STORE, [ REDACTED] MD, Springfield,

5M5 TABLET $11. 47 21]120202400003021531 2001 4 |Springfield, MA 01108 MA 01104

STELAZI NE CVS PHARMACY #1265, East [ REDACTED] MD, Newton, MA

5M5 TABLET $111. 70 84120328000004014151 2003 4 |Boston, MA 02128 02158

TAGAMVET CVS PHARVACY #1071, [ REDACTED] MD, Brookline,

300M5 TABLET $189. 42 180]/20421700008083251 2004 B |Brookline, NMA 02146 MA 02446

TAGAMVET SHOPPERS DRUG STORE, [ REDACTED] MD, Springfield,

400M5 TABLET $3.32 7120201800004049351 2001 4 |Springfield, MA 01108 MA 01107

TAGAMVET FALLON CLINIC, Leom nster, |[ REDACTED] MD, Leomi nster,

400M5 TABLET 96. 79 60{20231000004062931 2002 4 |MVA 01453 MA 01453

THORAZI NE

25M5 ML OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Worcester,

AVPUL $32.53 4120202400006044791 2001 4 |West Boyl ston, MA 01583 MA 01608

THORAZI NE

25M5 ML OWNI CARE OF MASSACHUSETTS, |[ REDACTED] MD, Westboro, NA

AVPUL $36. 92 4120214300007096431 2002 Q2 |West Boyl ston, MA 01583 01581

THORAZI NE PHARMERI CA, Brockton, MA ([ REDACTED] MD, Waltham MA

25M5 ML VI AL $8.52 1[20209400004094821 2002 Q1 102301 02154

THORAZI NE PHARVERI CA, Brockton, MNA [ REDACTED] MD, Worcester,

25M5 ML VI AL $55. 74 10]/20400300001008741 2004 Q1 102301 MA 01605

Page 5 of 5




Certificate of Service

I, Scott Tucker, hereby certify that this docunent filed
t hrough the ECF systemw Il be sent electronically to the

regi stered participants as identified on the Notice of Electronic
Filing (NEF).

Dat ed: Cctober 17, 2008

[/ s/ Scott Tucker




