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IN THE UNITED STATES DISTRICT COURT 

FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

 

 

UNITED STATES OF AMERICA; the 

states of CALIFORNIA, DELAWARE, 

FLORIDA, GEORGIA, HAWAII, 

ILLINOIS, INDIANA, LOUSISANA, 

MICHIGAN, MONTANA, NEVADA, 

NEW HAMPSHIRE, NEW JERSEY, 

OKLAHOMA, RHODE ISLAND, 

TENNESSEE, TEXAS, and 

WISCONSIN; the Commonwealths of 

MASSACHUSETTS and VIRGINIA; 

and the DISTRICT OF COLUMBIA, ex 

rel. CATHERINE A. BROWN AND 

BERNARD G. VEZEAU, 

  

                        Plaintiffs and Relators, 

 

v.  

 

PFIZER, INC. 

                         Defendant. 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

: 

 

 

CIVIL ACTION NO. 05-6795 

 
HONORABLE R. BARCLAY SURRICK 
 

 

 

SECOND AMENDED COMPLAINT FOR VIOLATIONS OF THE FALSE CLAIMS ACT 

 

Relators Catherine A. Brown and Bernard  G. Vezeau,  acting on behalf of  

themselves, the  United  States of America; the States of California, Delaware, Florida, 

G e o r g i a ,  Hawaii, Illinois, Indiana, Louisiana, Michigan, Montana, New Jersey, Nevada, 

New Hampshire, Oklahoma, Rhode Island, Tennessee, Texas, and Wisconsin; the 

Commonwealths of Massachusetts and Virginia; and the District of Columbia, allege as 

follows: 

A. INTRODUCTION 

 

1. Catherine A. Brown and Bernard G. Vezeau bring this action on behalf of the 

United States and the Plaintiff States against Pfizer, Inc. for damages and civil penalties 

arising from Pfizer's conduct in violation of the Civil False Claims Act, 31 U.S.C. § 3729, 
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et seq. ("FCA")  and state-law counterparts in California, Delaware, Florida, Hawaii, 

Illinois, Indiana, Louisiana, Massachusetts, Michigan, Montana, Nevada, New Hampshire, 

Tennessee, Texas, Virginia, Georgia, New Jersey, Oklahoma, Rhode Island, Wisconsin, and the 

District of Columbia. The FCA violations arise out of requests for payment to the United 

States under the Medicaid, Medicare, TRICARE, and other federally-funded government 

healthcare programs described herein.  The state-law violations arise out of requests for payment 

under the Medicaid programs.  These payors are collectively referred to herein as the 

"Government Healthcare Programs."  

2. This action concerns Pfizer's manufacture and illegal marketing of the patented 

antifungal drug Voriconazole, known as "Vfend", from 2002 through the present.  Vfend and 

other antifungal drugs are used to treat serious fungal infections which, if not arrested, often 

lead to death. The most seriously ill patients who succumb to fungal infections are neutropenic 

( immunosuppressed), meaning that their immune system is suppressed by an underlying illness 

or its treatment.  Such patients include, among many others, marrow and solid-organ transplant 

recipients, chemotherapy patients and those with AIDS. Apart from immunosuppressed patients, 

many who contract fungal infections are surgical patients whose infections develop post-

operatively. Since 2002, global sales of Vfend have generated revenue for Pfizer exceeding $8.1 

billion. Sales of Vfend peaked in 2010, when revenues exceeded $825 million globally, more 

than $260 million of which was generate in the United States.  Relators estimate that about half 

of this amount resulted from billings to government health care programs.   

3. This action arises in part from Pfizer's submission of a false and misleading New 

Drug Application ("NDA") to the Food and Drug Administration ("FDA") for approval of 

Vfend as Pfizer's latest antifungal medication,  and Pfizer's illegal marketing of Vfend for 
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"off-label" uses or indications which were not approved by the FDA.  They included, but were 

not limited to, the use of Vfend for Empiric Therapy and the treatment of i n f e c t i o n s  

r e s u l t i n g  f r o m  t h e  y e a s t  g e n u s  Candida. In conducting this illegal marketing 

campaign, Pfizer concealed from the FDA and the medical community clinical test results 

which showed that Vfend was not effective in treating C. [Candida] glabrata, the fungal 

infection with the highest mortality rate, and also concealed or obscured the renal toxicity of 

Vfend and the dangers of using Vfend to treat fungal infections of the eye. 

4. Consistent with its long-standing corporate practice, Pfizer paid unlawful 

compensation to "key opinion leaders" in the medical profession to publish articles 

promoting the use of Vfend for off-label uses, many of which were articles actually 

ghostwritten by Pfizer.   Many of these articles were provided to Pfizer sales representatives 

who used them in selling Vfend to physicians and hospitals.  In 2005 alone, Pfizer budgeted 

$250,000 for the payment of this unlawful compensation to physicians. 

5. Pfizer also paid "opinion leaders", "Crusaders" and other physicians and 

pharmacists kickbacks in the form of honoraria, preceptorships, travel expenses, speaking and 

"training fees," and appearance fees in exchange for promoting Vfend use, including the off-label 

uses complained of herein.  These payments violated the Anti-Kickback Statute (“AKS”), as well 

as the False Claims Act. 

6. In its sale of Vfend for off-label uses, Pfizer endangered and actually harmed the 

health of a wide range of patients including immunosuppressed patients who had contracted C. 

glabrata and other serious Candida fungal infections. These patients included solid organ 

transplant patients, cancer patients on chemotherapy and patients suffering from Candida fungal 
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infections of the eye.   The harm was especially acute for patients who had moderate to severe 

renal impairment or kidney disease. 

7. The motive behind Pfizer's illegal off-label marketing campaign was to have 

Vfend replace Pfizer's leading antifungal medication, Diflucan (Fluconazole), which was to lose 

patent protection in 2004 and thereby expose Pfizer to competition from generic drug 

manufacturers.  In the final years of patent protection, Pfizer's annual revenue from Diflucan was 

approximately $1.1 billion, with about half earned in domestic sales. At the time Pfizer launched 

Vfend in 2002, its projected total annual U.S. sales for Vfend was approximately $185 million by 

2007.   Largely as a result of Pfizer's off-label sales of Vfend, total annual sales have exceeded 

Pfizer's initial forecast, growing to nearly $320 million as of 2007 in the U.S. and nearly $900 

million worldwide by 2009.  Pfizer now has an estimated 25% share of the worldwide market in 

antifungal drugs.  Between 2002 and 2009 Vfend worldwide sales reached $3.7 billion with 

approximately $1.9 billion in U.S. sales. 

8. Although  administered  primarily  in  a  hospital  setting,  Vfend  is  also 

administered in oral (pill) form on an out-patient basis. As a consequence, illegal off label sales 

of Vfend have had a broad adverse impact on the Government Healthcare Programs which 

have paid in excess of $250 million in false claims for the purchase of Vfend since the drug 

was launched in 2002. 

B. JURISDICTION AND VENUE 

9. This  court  has  jurisdiction  of  the  subject  matter  of  this  action pursuant 

to 31 U.S.C. § 3732(a), 28 U.S.C. § 1331 and 28 U.S.C. § 1367, and has personal jurisdiction 

over defendant  Pfizer because defendant  Pfizer  resides  and does business in the Eastern 

District of Pennsylvania.  
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10. Venue is proper in this District pursuant to 28 U.S.C. § 1391 and 31 U.S.C.§ 

3732(d), because Pfizer transacts business in this District.  

11. The facts and circumstances alleged in this complaint have not been publicly 

disclosed in a F e d e r a l  criminal, civil, or administrative hearing in which the Government 

or its agent is a party, nor in  any congressional, Government Accountability Office, or other 

Federal report, hearing, audit, or investigation, or in the news media.  There has therefore 

been no statutorily relevant public disclosure of the "allegations or transactions" in this 

complaint under 31 U.S.C. §3730(e).  

12. Relators are "original sources" of the information upon which this complaint is 

based, as that term is used in the False Claims Act and the similar acts of the Plaintiff States. 

C. PARTIES 

13. The real parties in interest to the claims in this action are the United States of 

America and the Plaintiff States.  

14. Relator Catherine Brown was a Senior Marketing Manager for defendant Pfizer, 

and employed at its headquarters location in New York City until November 4, 2005. Ms. 

Brown, who is a native of South Africa, holds Bachelor of Science degrees in genetics, 

zoology, and pharmacology and a post-graduate diploma in business administration, all 

conferred by the University of Witwatersrand in Johannesburg. She became employed by 

Pfizer as a Sales Representative in Johannesburg in January 1995, where she was Representative 

of the Year in 1996. She was promoted to South African. Product Manager for the antifungal 

Diflucan in March of 1997. In January of 2000, she accepted a position as Marketing Manager 

with Pfizer Global Pharmaceuticals in New York, and was promoted to Senior Marketing 

Manager in January 2002, the position she held until her resignation in November 2005.  
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15. Relator Bernard Vezeau was a Senior Product Manager on defendant Pfizer's 

Worldwide Vfend Marketing Team until December 21, 2005. Mr. Vezeau is a Distinguished 

Graduate of the United States Military Academy at West Point, and received a Master's degree 

in Business Administration from the University of Chicago Graduate School of Business in 

1993. He was a highly-rated commissioned officer in the United States Army from 1984 

through 1989, at which time he held the rank of Captain. He now serves as a Major in the 

United States Army Reserve. Mr. Vezeau was first employed by Pfizer from 1989 through 

1992, during which period he was recognized as an "All Star" sales representative and had 

one of the highest-producing sales territories in the nation. Mr. Vezeau rejoined Pfizer in 

November 2003.  

16. Defendant Pfizer, Inc. ("Pfizer" or "Defendant"), a Delaware corporation, is a 

developer and marketer of pharmaceutical products in the United States and throughout the 

world.   Pfizer was founded in 1849 and is headquartered in New York, New York.   One of 

its primary business activities involves the company's manufacture and sale of Vfend, the 

patented antifungal medication which is the subject of this action. 

D. THE FDA REGULATORY REGIME AND THE “OFF-LABEL” SALE OF 

AN FDA-APPROVED DRUG 

 

17. The Federal Food Drug and Cosmetic Act ("FDCA"), 21 U.S.C. § 321 et seq., 

provides a regulatory regime for the approval of new drugs and new drug formulations intended 

to be marketed for use in interstate commerce. Under the FDCA, a new drug product cannot be 

marketed unless the FDA approves the product and determines that it is safe and effective for its 

intended use. See 21 U.S.C. § 355(a). When the FDA approves a drug, it approves the drug only 

for the particular use for which it was tested.   This FDA approval process relies heavily on the 

integrity of the test results and studies submitted by drug manufacturers.  
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18. An FDA approved use of a drug is called the "indication" for which the drug may 

be prescribed. The FDA specifies particular dosages determined to be safe and effective for each 

indication. The indication and dosages approved by the FDA is set forth in the drug's labeling, 

the content of which is also reviewed and approved by the FDA. 21 U.S.C. §§ 352, 355(d). An 

example of the drug's labeling is the printed insert in the drug's packaging. The FDA will only 

approve the New Drug Application if the labeling conforms to the uses and dosages that the FDA 

has approved.  21 U.S.C. §355(d). 

19. Under the Food and Drug Administration Modernization Act of 1997 

("FDAMA"), the  manufacturer  who wishes  to market  or promote  an approved drug for 

alternative uses, i.e., uses not listed on the approved label, the manufacturer must re-submit the 

drug for another series of clinical trials similar to those for the initial approval. 21 U.S.C. § 

360(a)(b) & (c). Until subsequent approval of the new use has been granted, the unapproved use 

is considered to be "off-label". The term "off-label" refers to the use of an approved drug for any 

purpose, or in any manner, other than what is described in the drug's labeling. "Off-label" use 

includes treating the condition not indicated on the label; treating the indicated condition with a 

different dose or frequency than specified in the label; or treating a different patient population 

(e.g. treating a child when the drug is approved to treat adults). 

20. Although a physician may prescribe most, but not all, drugs for an off-label 

use without violating the FDCA, the law prohibits a manufacturer from marketing or 

promoting it for such unapproved uses. If a manufacturer wishes to market or promote a 

drug for a new use, it must demonstrate, with adequate studies to the FDA's satisfaction 

that the drug is safe and effective for that new use.  21 C.F.R.  § 314.54.  It must also receive 

FDA approval for the revised labeling that includes the new use. 21 C.F.R. § 314.70(b)(3). 
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21. In addition to prohibiting drug manufacturers from directly marketing and 

promoting a product's off-label uses, Congress and the FDA have also sought to prevent 

manufacturers from employing indirect methods to accomplish the same end. For example, 

Congress and the FDA have attempted to regulate two of the most prevalent indirect promotional 

strategies: (1) a manufacturer dissemination of medical and scientific  publications concerning 

the  off-label uses  of  its  products,  and (2) manufacturer support for Continuing Medical 

Education (CME) programs that focus on off-label uses. With regard to the first practice - 

disseminating written information - the FDAMA only permits a manufacturer to disseminate 

information regarding off-label usage in response to an "unsolicited request from a healthcare 

practitioner." 21 U.S.C. § 360(a)(6)(emphasis added)).  In any other circumstance, a 

manufacturer is permitted to disseminate information concerning the off-label uses of the drug 

only after the manufacturer has submitted an application to the FDA seeking approval of the 

drug for the off-label use; has provided the materials to the FDA prior to dissemination; and the 

materials themselves must be in an unabridged form and must not be false or misleading. 21 

U.S.C. §§ 360(a) (b) & (c); 360(a)(1). 

22. With regard to manufacturer involvement in  CME programs,  the FDA published 

an Agency Enforcement Policy Guidance which states that CME programs must be truly 

independent of the drug companies and sets forth a number of factors that the FDA will consider 

in determining whether a program is "free from the supporting company's influence and bias".   

62 Fed. Reg. 64074, 64093.   These factors include, among others, an examination of the 

relationship between the program provider and supporting company; the company's control of 

content and selection of presenters; whether there is a meaningful disclosure of the company's 

funding and its role in the program; whether multiple presentations of the same program are 
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held; whether the audience is selected by the sales or marketing department of the company; and 

whether information about the supporting company's product is disseminated after the initial 

program other than in response to an unsolicited request. The promotion of off-label drug uses at 

a CME program fails this test of "independence" and violates Congress' off-label marketing 

restrictions. 

23. In sum, the FDA’s regulatory regime protects patients and consumers by ensuring 

the drug companies do not promote drugs for uses other than those found to be safe and effective 

by an independent, scientific, governmental body—the FDA. 

E. THE FALSE CLAIMS ACT AND DRUG REIMBURSEMENT IN  THE 

GOVERNMENT PROGRAMS 
 

24. Medicare is a federal healthcare program established by the 1965 Social Security 

Act and administered and funded by and through the federal government. The United States 

Civil False Claims Act provides, in pertinent part, that: 

(a)(1)…[A]ny person who (A) knowingly presents, or causes to be 

presented, a  false   or   fraudulent   claim   for   payment   or approval;   

(B)  knowingly  makes,  uses,  or  causes  to  be made or used, a false 

record or statement material to a  false or fraudulent claim;  (C) conspires 

to commit a violation of [this section]  

 

*** 

is  liable  to  the  United  States  Government  for  a  civil penalty  of  not  

less  than  $5,000  and  not  more  than $10,000…plus 3 times the amount 

of damages which the Government sustains because of the act of that 

person. 

 

31 U.S.C. § 3729. 

 

25. The federal government enacted the Medicaid program in 1965 as a cooperative 

undertaking between the federal and state governments to help the states provide health care to 

low-income individuals. The Medicaid program pays for services pursuant to plans developed by 

the states and approved by the U.S. Department of Health and Human Services ("HHS") 
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Secretary through CMS.  See 42 U.S.C. §§ 1396a(a)-(b). States pay doctors, hospitals, 

pharmacies, and other providers and suppliers of medical items and services according to 

established rates. See 42 U.S.C. §§ 1396b(a)(1), 1903(a)(1). The federal government then pays 

each state a statutorily established share of "the total amount expended ... as medical assistance 

under the State plan[.]" See 42 U.S.C. § 1396b(a)(1). This federal-to-state payment is known as 

Federal Financial Participation.  

26. Medicare Part   A   is funded   primarily   by a federal   payroll   tax, premiums 

paid by Medicare beneficiaries and appropriations from Congress. Medicare Part A generally 

pays for inpatient services for eligible beneficiaries in hospital, hospice and skilled nursing 

facilities, as well as some home healthcare services. 42 U.S.C. §§1395e- 42 U.S.C. §§1395i-5. 

Prescription drugs are covered under Medicare Part A only if they are administered on an 

inpatient basis in a hospital or similar setting.  

27. Medicare Part B is optional to beneficiaries and covers some healthcare benefits 

not provided   by Medicare   Part A.   Medicare   Part B is funded by appropriations from 

Congress and premiums paid by Medicare beneficiaries who choose to participate in the 

program. 42 U.S.C, §§ 1395j to 42 U.S.C. §§ 1395w-4. Medicare Part B pays for some types of 

prescription drugs that are not administered in a hospital setting. 42 U.S.C.  § 1395k(a);  42 

U.S.C.  § 1395x(s)(2);  42  C.F.R.  § 405.517.  These  typically   include  drugs  administered  by  

a  physician  or  other provider  in an  outpatient setting,  some orally administered anti-cancer 

drugs and antiemetics (drugs which control the side effects caused by chemotherapy), and drugs 

administered through durable medical equipment  such as a nebulizer. 42 U.S.C. § 1395k(a); 42 

U.S.C.  § 1395x(s)(2); 42 C.F.R. § 405.517i. 
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28. Medicare Part D went into effect on January 1, 2006.  The Program is 

administered by the United States Department of Health and Human Services, Centers for 

Medicare and Medicaid ("CMS").  For "dual eligibles," defined as individuals who received 

prescription drug coverage under Medicaid in addition to Medicare coverage for other health 

care in 2005, enrollment in Medicare Part D was compulsory.  Such beneficiaries were 

automatically switched to Part D plans for 2006 and commenced receiving comprehensive 

prescription drug coverage under Medicare Part D. 

29. Coverage of prescription drugs under Medicare Part D is subject to the same 

regulations as coverage under the Medicaid Program described above. 

30. TRICARE is the component agency of the U.S. Department of Defense that  

administers  and  supervises  the  health  care  program  for  certain  military personnel and their 

dependents. TRICARE contracts with a fiscal intermediary that receives, adjudicates, processes 

and pays health care claims submitted to it by TRICARE beneficiaries or providers. The funds 

used to pay the TRICARE claims are government funds. 

31. The Railroad Retirement Medicare program is authorized by the Railroad 

Retirement Act of 1974, at U.S.C.A. §231 et seq.  It is administered through the United States 

Railroad Retirement Board, ("RRB") and furnishes Medicare coverage to retired railroad 

employees. 

32. The  Federal  Employees  Health  Benefits  Program  ("FEHBP") is administered 

by the United States Office of Personnel Management ("OPM") pursuant to 5 U.S.C.A. § 8901 et 

seq. and provides health care coverage to federal employees, retirees and their dependents and 

survivors. 
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33. The Civilian Health and Medical Program of the Department of Veterans Affairs 

("CHAMPVA") is a comprehensive health care program in which the VA shares the cost of 

covered health care services and supplies with eligible beneficiaries. The program is 

administered by Health Administration Center and their offices are located in Denver, Colorado.  

In general, the CHAMPVA program covers most health care services and supplies that are 

medically and psychologically necessary. 

34. Due to the similarity between CHAMPVA and the Department of Defense 

TRICARE program, the two are often mistaken for each other. CHAMPVA is a Department of 

Veterans Affairs program whereas TRICARE is a regionally managed health care program for 

active duty and retired members of the uniformed services, their families and survivors.  In some 

cases a veteran may appear to be eligible for both/either program on paper.  However, military 

retirees, or the spouse of a veteran who was killed in action, are and will always be TRICARE 

beneficiaries. 

35. Pursuant to 38 U.S.C.A. § 8126, and the regulations based thereon, and contracts 

the Veterans Administration had with manufacturers, drugs furnished to the Veterans' 

Administration by drug manufacturers must be furnished at the best price. 

36. The VA and CHAMPUS/TRICARE operate in substantially similar ways to the 

Medicare and Medicaid programs, but primarily for the benefit of military veterans, their spouses 

(or widowed spouses) and other beneficiaries. 

37. The Indian Health Service is responsible for providing comprehensive health 

services to more than 1,400,000 Americans. It is administered by the department of health and 

human services pursuant to 42 U.S.C.A. § 2002 et seq. The statute authorizes the Secretary to 

enter into contracts with independent providers to furnish health services to Native Americans 
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whenever the Secretary determines that independent providers can better meet the population's 

need. 

38. At all times material to this Second Amended Complaint, off-label uses of Vfend 

promoted by Pfizer are not eligible for reimbursement under the Government Healthcare 

Programs because such off-label uses are neither listed in the labeling approved by the FDA nor, 

on information and belief, otherwise deemed safe and effective by any of the applicable drug 

compendia. 

39. As a direct result of Pfizer's improper off-label and misleading marketing 

practices for Vfend, the Government Healthcare Programs paid false or fraudulent Vfend 

reimbursement claims for off-label, non-medically accepted indications.   The United States 

would not have paid such false claims but for Pfizer's illegal and fraudulent conduct. 

F. FDA APPROVALS OF VFEND FOR LIMITED USES OR INDICATIONS 

40. Pfizer developed the Vfend (Voriconazole) molecule in the mid-1990s by 

merely modifying the existing Diflucan molecule, (Pfizer's then leading antifungal drug set to 

go off patent in 2004), with the initial intention of having Vfend approved for use in treating 

aspergillosis. a fungal infection that results from fungi of the genus aspergillus. Diflucan did 

not cover genus asperillius.   The resulting Vfend molecule would have efficacy against 

fungal infections caused by the Candida genus of yeast. A localized and topical fungal Candida 

infection results in a condition called "Candidiasis" whereas a blood-borne Candida infection 

is referred to as "Candidemia".   Candida fungal infections are far more common than 

aspergillosis, a fungal infection caused by a mold genus.   Obtaining approval for the use of 

Vfend in treating Candida fungal infections was therefore critically important to Pfizer. 
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41. Pfizer's overarching objective was to have Vfend replace Diflucan as the 

primary antifungal medication used by doctors.   To achieve this goal Pfizer had to 

promote Vfend as much more effective and versatile than Diflucan and other leading 

antifungal medications because Vfend was vastly more expensive than those other drugs.  

For example, a 15 day course of Vfend cost up to $3,775 in 2002, while a similar course 

of Pfizer's branded Diflucan cost up to $1,671. A 15 day course ofVfend oral tablets costs up to 

$2,930, while a similar course of Diflucan by oral tablet was no more than $462.  As more 

competitors produced generic Diflucan between 2004 and 2009, the price gap between Vfend 

and generic Diflucan has increased substantially. 

42. Pfizer developed Vfend as one of a class of drugs which are used to treat 

seriously ill patients who develop fungal mould or yeast infections.  Such patients are 

typically hospitalized for underlying conditions when these dangerous infections manifest   

themselves.  The   most   seriously    ill   patients   are   neutropenic (immunosuppressed),   

and   include those with   AIDS,   transplant recipients, and chemotherapy patients.   Pfizer 

considered it critically important to obtain FDA approval for the use of Vfend in treating 

a broad spectrum of life- threatening fungal infections in this class of patients whose 

immune systems were severely compromised. 

43. In applying for approval from the FDA, Pfizer had to establish that Vfend was 

at least as effective as Amphotericin 8, a generic anti-fungal drug approved by the FDA in 1958 as 

a broad spectrum treatment for the most deadly fungal infections. 

Pfizer's FDA Applications 

44. On  November  17,  2000,  Pfizer  submitted  its  first  two  New  Drug 

Applications ("NDAs") for Vfend (then known only as Voriconazole) - one (NDA 21- 
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266) for intravenous delivery and one (NDA 21-267) for oral delivery in tablets and  

suspension. 

45. Pfizer's paramount goal was to obtain FDA approval for Vfend as an antifungal 

treatment of the broadest range or spectrum for physicians who treat the most serious fungal 

infections. This treatment range consists of the following:  

a. Prophylaxis Therapy - The prescribing of antifungal medications to 

patients who are "at risk" for fungal infections, but lack any symptoms; 
 
b. Empiric Therapy - The prescribing of antifungal medications to 

patients who have generalized symptoms of fungal infection, but have 
not yet been diagnosed; 

 
c. Documented Therapy - Refers to cases where test results have 

documented or confirmed the specific pathogen causing the fungal 
infection. 

 
46. Pfizer sought FDA approval for the following "indications" or uses ofVfend 
 

(listed in order of importance to Pfizer): 
 
 
a. Empiric  antifungal therapy  of  febrile  (feverish)  neutropenic  (Immuno 

suppressed) patients; 

b. Treatment of serious Candida infections; 

c. Treatment of invasive aspergillosis; 

d. Treatment of Candida esophagitis; 

e. Treatment of serious fungal infections caused by Fusarium and 

Scedosporium spp.;and 

f. Treatment of serious fungal infections in patients who are "refractory" or 

intolerant to other antifungal therapy. 

 

47. Of these, the most important indication for Pfizer was that for Empiric therapy 

because approximately half of all prescriptions written for antifungal drugs fall into this 

category. Empiric Therapy is the indication or use approved by the FDA for the most competitive 

alternative antifungal drug, lipid Amphotericin B, already on the market since the late 1990s.  

48. The second most important indication was for t h e  t r e a t m e n t  of serious 

Candida infections.  This category of infection accounts for about 80% of prescriptions 
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written for treatment of documented fungal infections.   The third most important indication 

was that for Aspergillus.  

49. Pfizer's goal was to secure "first-line" indications for both Aspergillus and 

Candida, with fall-back or second-line indications for both.  A "first line" indication means the 

drug is approved to be used as the primary drug to treat a particular fungal infection, 

whereas a "second line" indication is use of a drug used on a secondary or "salvage" basis. 

50. The remaining indications were for other fungal infections which infect very 

small numbers of patients, but Pfizer believed that receiving approvals for the treatment of 

those conditions would enhance its ability to assert that Vfend was a "broad spectrum" 

antifungal drug, ensuring greater use when physicians are treating a suspected fungal infection. 

51. In support of its 1998 NDAs for Vfend, Pfizer sponsored Phase Ill clinical trials 

for the Candida and Empiric therapy indications. The Empiric Therapy study was called the 

603 Study in the US, and the Candida study was called the 608 Study in the US. The 603 

Study was completed shortly before 2002, whereas the 608 study was not completed until 

December 2003. 

52. As explained infra, Pfizer began to develop its illegal off-label marketing 

campaign for Vfend before its NDAs were acted upon by the FDA. 

The FDA's 2002 Action on Pfizer's Vfend NDAs 

 

53. On May 24, 2002, the FDA approved Vfend for the following limited uses: 
 
a. Treatment of invasive aspergillosis; and 
 
 
b. A  second line or "salvage" therapy for fungal infections caused by the 
Scedosporum apiosporum and Fusarium pathogen species. 

 

54. To Pfizer's dismay, these approved indications account for only a miniscule part of 

the antifungal drug market.  
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55. Even more harmful to Pfizer's revenue goals for Vfend was the fact that the 
 

FDA denied Pfizer's requested approvals for the following indications: 
 
a. Empiric therapy of febrile (feverish) immunosuppressed patients;

1
 

 
 
b. Treatment of serious Candida fungal infections; and 
 
 
c. The treatment of other  serious fungal infections in patients  who are 

intolerant ("refactory") of other "first-line" antifungal drugs. 
 

56. The FDA refused to approve the "serious Candida infection" indication for Vfend 

because a 10% interim analysis submitted by Pfizer from the 608 Study revealed that Vfend had 

more "adverse events" than Amphotericin 8, the FDA-approved antifungal drug with which 

Vfend was being compared.   Vfend was otherwise not shown to be as effective as this other 

drug.  

57. The FDA review of the interim data from the 608 Study- which compared 

Vfend against Amphotericin 8 in the treatment of Candida fungal infections - also noted 

concerns about the safety of Vfend in treating those infections. That review also found that 

Vfend had failed in all patients infected with C. glabrata, the most serious of the Candida fungal 

infections, as compared to three (3) out of five (5) patients treated with Amphotericin B. 

58. After Pfizer immediately requested approval for Vfend in the treatment of  

patients with Candidemia (blood-borne fungal infections) who were resistant to the "first-

line" antifungal drugs for that condition, an FDA Medical Officer evaluated this request on a 

pathogen-by-pathogen basis, as follows: 

a.  For   C.  glabrata  (17  isolates from   12  patients) the   Medical Officer 

concluded   that   Vfend   "appears   marginally   effective   in treatment of 

refractory infections due to Candida glabrata with a large number of failures 

                                                           
1
 Because this use of Vfend is listed in the compendium the American Hospital Formulary 

Service Drug Information, and consistent with the Court’s Order of February 29, 2016 (Doc. 95), 

any claims submitted to Medicaid for this use are not subject to the off-label allegations herein. 
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from the blood, one of the most common foci of infection with this isolate. 

The Medical Officer does not recommend approval for the use of Vfend in 

the treatment of infections due to Candida glabrata; and 
 
b.  For C. tropicalis  (7 isolates from 6 patients) and C. parapsilosis  (2 isolates  

from 2 patients), the Medical Officer concluded the numbers were too small 

and recommended against approval. 

     

59. The FDA thereupon rejected Pfizer's request, with the result that Vfend was 

not approved for the treatment of any invasive Candida fungal infections. With respect to 

Pfizer's request for approval of Vfend for "treatment of serious fungal infections in patients 

refractory or intolerant to other therapy," the  FDA Medical  Officer recommended   against  

that  request   as  well  because  it  was  overbroad   and  not specific,  stating  that "The  

issuance  of such a generalized  approval  is not feasible given the vastly different clinical 

responses (depending upon underlying disease and presence or absence of risk factors) that 

can be seen as well as the varying efficacy rates between the different species of Candida."                            

The FDA's Rejection of Vfend for the Empiric Therapy Indication 
       

60. "Empiric Therapy" is used to describe the use of antifungal drugs when a 

physician suspects that a fungal infection may be present but has not yet obtained diagnostic 

verification.  While t he re  i s  debate in the medical community, Empiric Therapy is 

thought by many to be an appropriate treatment when a patient remains febrile (feverish) 

after receiving three to four days of antibiotic therapy. Antibiotics are only effective in 

reducing normal fevers, but not those caused by fungal infections. 

In the United States, Empiric Therapy accounts for nearly 50% of the sales of antifungal 

drugs. "Empiric Antifungal Therapy of Febrile Neutropenic Patients," or "ETFN," denominates 

the FDA indication which allows an antifungal to be so used. 
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61. Most ETFN patients have “ Iatrogenically-induced   neutropenia,” meaning they 

are patients in which treatment of an underlying medical condition has caused 

immunosuppression. ETFN patients are most commonly chemotherapy patients, bone marrow 

transplant recipients, and solid organ transplant recipients. 

62. The  FDA  rejected  Pfizer's  request  for  a  label  indication  for  Empiric 

Therapy for presumed  or suspected fungal infections  for two reasons: first, Pfizer's ETFN 

Phase Ill clinical study (the 603 Study) yielded data which failed to satisfy the test for 

clinical "non-inferiority"  as tested at the primary endpoint  of the study; second, Pfizer 

failed to demonstrate efficacy of Vfend in the treatment of invasive Candida infections. 

63. The FDA's rejection of the highly prized Empiric Therapy indication was a 

particularly hard blow for Pfizer because the FDA had already approved or was in the 

process of approving other antifungal drugs for the indication: caspofungin (Merck product 

"Cancidas", approved in 2004), itraconazole (Johnson & Johnson product "Sporanox", 

approved in 1997) and AmBisome, a lipid form of amphotericin B, which was the first 

antifungal to receive that approval and Pfizer viewed it as Vfend's strongest competitor for 

Empiric Therapy. 

64. As later explained in greater detail, despite the denial by the FDA of the 

requested indication for Vfend to treat ETFN, Pfizer has marketed Vfend as though it had 

received the Empiric Therapy indication, resulting in submission of millions of dollars’ worth 

of false claims to Government Healthcare Programs. Examples of such marketing activities   

include   references   to V f e n d    as h a v i n g  a n  “ extended   spectrum” and marketing to 

physicians on the basis that initiating treatment with Vfend at the earliest clinical suspicion of 
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a fungal infection may improve outcomes.   To drive that message home, Pfizer's promotional 

materials exhort physicians to "Choose Vfend First." 

The FDA's 2004 Approvals and Rejections 

65. On February 24, 2004, the FDA approved an application by Pfizer for the use of 

Vfend in the treatment of esophageal candidiasis, which primarily infects patients with full-

blown AIDS.    Because the incidence of these infections has diminished significantly with 

better anti-viral therapies for HIV patients, the market for this treatment of AIDS patients is 

miniscule.   The label language approved by the FDA is included in Exhibit "A". 

66. Defendants In  December  2004,  the  FDA  approved  Vfend  for  the  treatment  

of Candidemia in "nonneutropenic (non-immunosuppressed) patients" and for "disseminated" 

Candida infections in skin as well as for the treatment of such infections in the abdomen, kidney, 

bladder wall and wounds. The label language approved by the FDA is included in Exhibit A. 

67.       Despite the FDA approvals in 2002 and 2004, Vfend was still not approved for 

these significant uses: 

a. Use as an "Empiric" or "Prophylaxis" Therapy of any fungal infections; 

b. Treatment of any Candida fungal infections in immunosuppressed patients (i.e. 

solid organ transplant patients, chemotherapy patients; and 

c. Treatment of children and adolescents 

This meant that if Vfend promotions were limited to its FDA approved indications, Pfizer 

would fall far short of recapturing the market share it would lose as Diflucan went off 

patent.  After the FDA's rejection of the Empiric Therapy indication for Vfend and its 

limited approvals in 2002 and 2004, Pfizer could only maximize its Vfend sales by marketing 
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Vfend for a broad range of off-label uses and by misrepresenting and concealing key aspects 

of the 608 Candida Study. 

G.       PFIZER'S MISREPRESENTATION AND CONCEALMENT OF KEY 

ASPECTS OF ITS 608 STUDY 
 
68. Even before the FDA acted upon Pfizer's NDA for Vfend in May 2002, 

Pfizer senior management knew that Vfend's profitability critically depended upon Pfizer's ability 

to market Vfend for the broadest spectrum of fungal infections, with the optimum goal of 

marketing Vfend as an Empiric Therapy treatment.  

69. In marketing Vfend for a wide range of off-label purposes, Pfizer misrepresented 

and concealed the true import of the 608 Study which was used to obtain approval in 2004 for 

use of Vfend in treating invasive Candida fungal infections in patients whose immune 

systems were not impaired in any way.  Pfizer misrepresented the 608 Study in the following 

ways: 

a. Falsely cited the 608 Study as evidence that Vfend was more effective than a 

regime of generic Amphotericin B followed by Diflucan [Ampho B->Flu] in 

t r e a t i n g  C .  glabrata and  other  serious  Candida  fungal infections despite 

the fact that, as Pfizer well knew, the "primary endpoint" of the 608 Study 

upon which its claims were based was totally invalid for that purpose. 

 

b. Claiming that the 608 Study showed that Vfend was effective in treating C. 

glabrata, when in fact study results showing the opposite were concealed by 

Pfizer; 

 

c. Misrepresenting the 608 Study results to  add credibility to  Pfizer's illegal 

marketing of Vfend for "presumptive therapy", a  non-existent FDA 

"indication" invented by Pfizer to falsely suggest that Vfend was suitable for 

"Empiric Therapy"; and 

 

d. Promoting and funding the preparation of ghost written articles in medical 

journals citing the 608 Study as evidence that Vfend should be used by 

physicians as a first-line treatment for all invasive Candida infections, 

including those afflicting patients whose immune systems had been seriously 

compromised. 
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The Mistaken Switched Endpoints in the 608 Study 

70. At all times material, Pfizer knew that the 608 Study was seriously flawed and its 

results grossly misleading because Pfizer had mistakenly switched the "primary" and 

"secondary" endpoints for that study. 

71. "Endpoints" are clinical outcome variables used to judge the effectiveness of a 

drug therapy.  A "primary endpoint" of a study is the outcome variable on which the study 

focuses whereas a "secondary endpoint" is one known or believed to be related to the primary 

endpoint, or is otherwise of interest to the researchers. 

72. The primary endpoint established by the 608 Study protocol was to "compare the 

efficacy and safety of voriconazole (Vfend) to Amphotericin 8 with optional fluconazole 

(Diflucan) follow-on therapy [Ampho 8 -> Flu), in the treatment of candidemia in non-

neutropenic (non-immunosuppressed) patients." Secondary endpoints were [t)o examine health 

care resource utilization in subjects treated with voriconazole (Vfend) and conventional 

amphotericin 8"  and  "[t]o evaluate the  population pharmacokinetics of voriconazole." As 

originally conceived by Pfizer, the primary data point was two weeks after the end of treatment 

with the secondary endpoint data taken at twelve weeks thereafter.  

73. Relators  Brown  and  Vezeau  were  told  by  Pfizer  personnel, including Dr. 

Haran Schlamm, Global Clinical Development Leader for Voriconazole and Senior Associate 

Medical Director, and Dr. Colin Edwards, Vfend Marketing Team Leader, that the original 

endpoints in the 608 Study were inadvertently "swapped" by Pfizer biostatisticians so that the 

intended primary endpoint mistakenly became the secondary endpoint, and vice versa, but the 

mistake was not detected by Pfizer before it submitted the 608 Study design to the FDA. 
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74. As a r e s u l t  of this mistaken endpoint swap, the protocol which was 

submitted to the FDA was not that intended by the Pfizer personnel who designed thestudy.  

Rather, the "primary" endpoint became a date three months (12 weeks) after the end of 

treatment, by which time countless "intercurrent (supervening) events" could occur and the result 

of the study as related to the efficacy of Vfend would be so obfuscated as to be uninterpretable. 

The more clinically relevant two (2) week endpoint was relegated to secondary status, allowing 

Pfizer to conveniently discount its importance. 

75. A 10% interim data analysis submitted by Pfizer to the FDA showed that Vfend 

was not  more  effective than Amphotericin B Fiuconazole and  caused more adverse effects 

in patients assigned to Vfend.   It was then that Pfizer discovered its endpoint error. 

76. Pfizer then asked the FDA to change the mistaken endpoints back to what was 

originally intended but did not reveal the reason for its request.  However, because the study 

was ongoing and Pfizer had already seen early study results, the FDA refused to permit the 

requested change. 

77. By this time Pfizer had invested millions of dollars in the flawed 608 Study and 

elected to continue the study with the unintended, swapped primary and secondary endpoints. 

78. When the full universe of 608 Study data was collected and analyzed, 

Pfizer found that the unintended 12-week fixed endpoint yielded data which supported its 

position better than the intended endpoint of two weeks after the end of therapy. The 608 Study 

results met the new "primary" endpoint by showing that 12 weeks after treatment Vfend was 

as effective as Ampho B -> Flu in the treatment of Candida fungal infections. 

79. However, when the data were evaluated at the intended primary endpoint, a 

different story emerged.  26.2% of Vfend-treated patients "fail[ed] at end of treatment" under 
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study criteria, while only 21.3% of the comparator-arm (Amphotericin B) patients "failed." 

Relapse rates were higher for Vfend (4.4% to 2.5%); "non-successful responses" were higher in 

the Vfend arm (34.7% to 28.7%); and "other non-successful outcomes" were higher for Vfend 

(8.5% to 7.4%). 

80. Most importantly, when measured at the intended primary endpoint, the study 

failed to show that Vfend was as effective as its "comparator" drug regime [Ampho 8 ->Flu].  

Indeed, at the two (2) week endpoint the data showed a higher failure rate for Vfend than for 

Ampho 8 ->Flu, and therefore Vfend had failed the originally intended "primary endpoint" of 

the 608 Study. 

81. Once Pfizer understood that, when measured at the later-in-time, unintended and 

switched endpoint, Vfend's supposed "non-inferiority" to Ampho 8 -> Flu could be supported, 

whereas, b y  the original, intended endpoint it could not, Pfizer personnel referred to the FDA's 

earlier unwillingness to allow the mistaken endpoints to be corrected upon detection of the error as 

"the bread landing jelly-side up." 

82. Pfizer's subsequent promotion of the 12-week endpoint in the 608 Study was 

vigorously criticized in the medical community.  Pfizer's manuscript reporting the results of 

the 608 Study was rejected for publication by the New England Journal of Medicine 

("NEJM").  The comments of the NEJM editorial reviewers were provided to Pfizer, and 

include the observation that the 12-week endpoint "significantly obfuscate[s] the presentation of 

results." 

83. After substantial revision, the manuscript was subsequently accepted for 

publication in The Lancet, where it was accompanied by an editorial Comment entitled 

"Voriconazole for candidosis: an important addition?" In his Comment, Dr. John Graybill, Chief 
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of Infectious Diseases for the University of Texas Health Center, and a world renowned 

expert in clinical trials of anti-fungal drugs, asserted that the 12-week primary endpoint was 

"[m]ost perplexing" and "seems seriously flawed" with "no bearing on the reality of treatment 

responses."   Dr. Graybill further observed that the "secondary endpoint success rates at end of 

therapy ... are more realistic."  

84. As already noted, in December 2004, based on the 608 Study, the FDA 

approved the use of Vfend for the treatment of "Candidemia in nonneutropenic patients and the 

following Candida infect ions : disseminated infections in skin and infections in abdomen, 

kidney, bladder wall, and wounds." 

85. In sum, by mistakenly switching the 608 Study primary and secondary 

endpoints, Pfizer (1) salvaged a failed study; (2) hid from view the lower efficacy and higher 

mortality rates among the patients in the 608 Study who had C. glabrata infections; and (3) and 

obtained approval from the FDA when it could not have done so had it provided the analysis 

which the study was designed to achieve. 

86. Pfizer cynically exploited the switched endpoints of the 608 Study by 

repeatedly, and falsely, claiming that Vfend was a superior antifungal treatment for a broad 

range of serious life-threatening fungal infections in all classes of patients. It did so even though 

Pfizer's own Vfend Advisory Board of    leading antifungal experts acknowledged at a 

confidential meeting in June 2002 that the mistaken "primary endpoint" was "no longer 

clinically meaningful."  

Pfizer Actively Concealed the Adverse C. Glabrata 

Test Results In the 608 Study 
 

87. The results at the two (2) week endpoint in the 608 Study - the most valid and 

clinically relevant data point - showed that Vfend was markedly less effective than Ampho B -
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> Flu in treating C. glabrata, the most deadly Candida fungal infection and the one that is of most 

concern to physicians. 

88. As   Relators Brown and Vezeau can   attest   from firsthand knowledge, Pfizer 

actively concealed these adverse test results from the FDA and the medical community. 

89. Vfend's higher mortality rate among patients with C. glabrata infections so 

alarmed Pfizer's Vfend Medical Director, Haran Schlamm, that he told Relator Vezeau in 

November 2005, "If you want to destroy the Vfend business you simplyhave to tell doctors the 

truth about the 608 Study glabrata results". 

90. While working on the Vfend marketing materials in 2003, Relator Brown had a 

confrontation with a senior Pfizer researcher, Dr. Alice Baruch, who at the time was the 

Vfend Medical Director.  Prior to becoming Vfend Medical Director, Dr. Baruch was  a  

member  of  the  Vfend  Global  Development  Team  responsible  for submitting the 608 

Study to the FDA with the mistakenly swapped endpoints. 

91. Dr. Baruch told Relator Brown that her marketing materials were too 

aggressive in claiming "broad spectrum efficacy" for Vfend, and for claiming efficacy for 

Vfend against Candida glabrata. Dr. Baruch stated that research to date had not shown Vfend 

efficacy against C. glabrata, and she expressed doubt that such efficacy would ever be 

shown.   Unknown to Relator Plaintiff Brown, Dr. Baruch knew that the 608 Study had shown 

that Vfend failed as a treatment for C.  glabrata.  Sometime after Ms.  Brown's conversation 

with Dr. Baruch, Dr. Baruch was replaced as the Pfizer physician in charge of the Vfend 

study by Dr. Haran Schlamm. 

92. Relator Brown continued working on the Vfend world-wide marketing 

strategy. On December 11, 2003, she was provided with an abstract summary of the results 
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of the 608 Study, purporting to show that Vfend was as effective as Ampho B ->Flu which it 

had been compared in the Study. 

93. Relator Brown was particularly pleased to learn that, according to Pfizer's 

representations regarding the results of the 608 Study, Vfend appeared as effective as Ampho B -

> Flu in cases of C. glabrata. Ms. Brown was aware that C. glabrata,  because  it  is  far  more  

deadly  than  the  more  common  C.  albicans pathogen, was a primary consideration for 

practitioners considering prescribing antifungal therapy  for  patients with  suspected   

Candida  infections. As “Key Opinion Lead e r ” Dr. Jack Sobel, Professor and Chief of the 

Division of InfectiousDiseases at Wayne State University School of Medicine, has stated, "it is 

the fear of C, g/abrata that drives a physician's choice of antifungal." 

94. Once the 608 Study was complete, a document was provided to the FDA 

in support of the requested Vfend Candida indication called "Study Report". The Study 

Report spans 72 pages, and is preceded by a six page "Study Report Synopsis."   This 

document omitted the C.  glabrata test results at the  clinically relevant two (2) week 

endpoint which revealed Vfend's higher mortality rate. 

95. The marketing campaign on which Relator Brown and her colleagues were 

working on at that time touted Vfend as a physician's "one chance to get it right" in cases of 

suspected fungal infections.   To ensure that this was consistent with the study results, Ms. 

Brown asked Vfend Medical Director Haran Schlamm, whose office was near her own, for the 

breakout of the 608 Study results by strain of Candida. Ms. Brown's first such request was in late 

2004. 

96. Dr. Schlamm promised to provide Relator Brown the glabrata data, but failed to 

do so.   Over the ensuing months, Ms. Brown made two more requests for the data then 
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advised her boss, Nick Gurreri, that she had been unable to obtain the information she had 

requested from Dr. Schlamm.   Relator Brown was perplexed by Dr. Schlamm's behavior 

because it was the only time during Ms. Brown's career at Pfizer that repeated requests for 

important medical data were ignored.  

97. Mr. Gurreri directed Relator Brown to request the glabrata data from Dr. 

Schlamm in writing.  On April 18, 2005, Ms. Brown sent Dr. Schlamm this email message: 

Haran, 
 

A few KOL [Key Opinion Leaders] mentioned that 

underlying pathogen will drive choice of antifungal 

for Candida.  Can you please send me the data from 

the Candidemia study at EOT not 12 weeks after end 

of therapy by pathogen? Later that evening, Dr. 

Schlamm responded: Catherine, 

Here they are! 
 

Note:   For C. Glabrata, although the response rates at EOT [End 
of Trea tmen t ] were h i gh e r  (not s ignif icant ly) on the ampho 
arm, a greater proportion of these patients failed during the follow-up 
period. 
 

98. Attached to Dr. Schlamm's email were three PowerPoint slides which 

showed that, at the End of Treatment endpoint which was mandated by the study design 

but mistakenly converted by Pfizer to a "Secondary Endpoint", Vfend was nearly 50% 

less effective against C. glabrata than Amphotericin B Fiuconazole.  In particular, the 

slides showed that at the end of treatment, Voriconazole was only 53% successful against 

C. glabrata, while Amphotericin B Fiuconazole was 76% successful; that at the "Most 

Appropriate Timepoint", Voriconazole was only 53% successful, while Amphotericin B 

Fiuconazole was 73% successful; but that at 12 weeks after end of treatment, both 

treatment arms were 33% successful. 

99. When Relator Brown initially discussed with Dr. Schlamm the 
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glabrata data, he told her that because the glabrata failure was part of the mistaken 

"secondary" endpoint, and the numbers evened out at the new "primary" endpoint, it was not 

necessary to highlight the data to FDA or acknowledge it at all in marketing materials. 

100. Relator Brown sent the glabrata data to Jeff Duffour, a Pfizer Marketing 

Director for Spiriva who previously had been on the Vfend Canada marketing team.  Mr. 

Duffour was unaware of the data and was shocked, as was the former Vfend Marketing 

Team Leader, Dr. Colin Edwards, who also had been Ms. Brown's prior supervisor. 

101. Greatly disturbed by the hidden C. glabrata study results, Relator Plaintiff 

Brown confronted Dr. Schlamm and inquired if he had withheld the data purposely.  Shortly 

afterward, she was summoned to a meeting with Dr. Schlamm and Ms. Brown's second-tier 

supervisor, Alison Ayres, whose responsibilities included all HIV, anti-fungal, and antibiotic 

products. At that meeting, Dr. Schlamm proffered various reasons why the C. glabrata test 

results were immaterial, none of which had any evidentiary support, as Relator Brown later 

discovered.   Dr. Schlamm also falsely claimed that the adverse C. glabrata results had been 

presented to Pfizer's Vfend Advisory Board at a meeting in Miami, Florida in December 2003.  

However, the organizer of that conference, Ms. Gail Triggs, told Ms. Brown that no such C. 

glabrata test results were presented to the physicians in attendance. 

102. The Miami Advisory Board presentation was contained in two PowerPoint 

presentations which were forwarded by Dr. Schlamm to Ms. Brown in an email with the message 

"full disclosure!"  This transmittal occurred on May 3, 2005, more than two weeks after the 

initial transmittal of C. glabrata results by Dr. Schlamm to Ms. Brown. 

103. The mail sent by Dr. Schlamm includes an email message sent to him by Pfizer 

employee Dr. lwonka Oborska, Global Research & Development.   Dr. Oborska wrote: "Note 
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slide 49 has the responses by both primary and secondary endpoint, by bug.   Also there's a 

KP survival curve by bug showing glabrata did worse on veri a few slides later''.   After 

identifying the glabrata slides in the PowerPoint presentation, Dr. Oborska wrote that her 

transmittal "[m]ight be reassuring" to Dr. Schlamm. 

104. Relator Brown was shocked, rather than "reassured", by Dr. Schlamm's 

"full disclosure", because the data did not support the claim that Vfend was effective 

against non-albicans Candida. Only 52.8% of Vfend patients satisfied the 608 Study's 

criteria for a successful result in treating C. glabrata at the clinically relevant two (2) week 

endpoint, as compared to 71.4% of the Amphotericin B patients, thus confirming that 

Vfend failed the study's intended primary objective and was proven to be inferior to a generic 

regime of Ampho B -> Flu. 

105. Relator Brown also discovered that PowerPoint slides presented by Pfizer to 

the medical community about the 608 Study falsely claimed that Vfend was more effective 

than Ampho B-> Flu in treating Candida fungal infections by omitting any mention of the 

materially adverse C. glabrata test results.  These results were concealed by Pfizer despite 

the fact that they were clearly reflected in the data set used to prepare the 608 Study 

PowerPoint presentation. 

106. Relator Brown felt that she had been deceived by Pfizer and by Dr. Schlamm 

because the 608 Study results did not support the assertion that Vfend was safe and effective 

against C. glabrata.  She also believed that she had learned why Dr. Baruch had been adamant 

that Vfend might never be shown to have efficacy against C. glabrata. In the ensuing weeks, Ms. 

Brown repeatedly discussed the glabrata data with Dr. Schlamm and others within Pfizer.   She 

confirmed that no one else on the Vfend marketing team was aware of the data. 
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107. Relator Brown ultimately was instructed by her second-tier supervisor, Alison 

Ayres, not to discuss the glabrata data, or her concerns regarding those data, with anyone.  Ms. 

Ayres did advise Ms. Brown that the issue would be presented to the Vfend Global Steering 

Committee.  However, Ms. Brown later learned that it had not been presented. 

108. Defend Relator Brown was advised by Mr. Gurreri (Relators’ 

immediate supervisor) that the Global Steering Committee decided that physicians 

should be provided with disclosure of the data regarding the performance of Vfend by 

pathogen. She was relieved by this news, because she believed that once physicians became 

aware of the actual study results, they would not prescribe Vfend for Candida - and so would 

not elect to use Vfend for Empiric Therapy. 

109. The  task  of  writing the physician letter was delegated to  Relator 
 

Plaintiff Bernard Vezeau. 

 

110. Mr. Gurreri subsequently directed Relator Vezeau to write a C. glabrata "white 

paper'' to be sent only to Pfizer employees who were involved in promoting Vfend to 

physicians, sharing the C. glabrata data with them and advising them to consider "toning down" 

their Vfend promotional efforts for C. glabrata.   Mr. Vezeau was never directed to write a C. 

glabrata white paper that would be sent directly to physicians in the medical community as 

Mr. Gurreri had assured Ms. Brown earlier. 

111. Defendants’ Mr. Gurreri instructed Mr. Vezeau to work with Dr. Schlamm in 

writing the C. glabrata white paper but Dr. Schlamm did not cooperate in this effort. On two 

occasions, Dr. Schlamm stated to Relator Vezeau, closely paraphrasing, that "If we want to ruin 

the Vfend business we just need to send this white paper out". 
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112. Relator Vezeau reported back to Mr. Gurreri that Dr. Schlamm was not fully 

cooperating to write the C. glabrata white paper.  Mr. Gurreri stated that he would seek further 

guidance from the Vfend Global Steering Committee ("GSC") on how to resolve this problem 

with Dr. Schlamm. 

113. Several weeks later Mr. Gurreri informed Relator Vezeau that the GSC requested 

two versions of the C. glabrata white paper.  The first version of the white paper would be 

sent only to Pfizer affiliates marketing Vfend and the second version would be a letter 

retained on file at Pfizer headquarters and only sent to those physicians who contacted Pfizer to 

specifically request information on Vfend's efficacy against C. glabrata. 

114. On November 14, 2005, Ms. Ayers (Mr. Gurreri's supervisor) approached Mr. 

Vezeau to discuss the C. glabrata white paper he was tasked to write.  Ms. Ayers told Mr. 

Vezeau that she needed to speak with him because Dr. Schlamm complained to her that Mr. 

Vezeau was asking too many questions about the 608 Study, which Dr. Schlamm did not feel was 

relevant to the task of writing the C. glabrata white paper.  

115. During Ms. Ayer's discussion with Relator Vezeau she called the 608 Study 

switched endpoints "Pfizer's dirty laundry that we don't want to air out."   She also stated 

that she was willing to accept Vfend's weak performance against C. glabrata because she 

did not believe many C. glabrata patients were receiving Vfend therapy. 

116. During this discussion, Relator Vezeau informed Ms. Ayers that he felt Pfizer 

was not conducting itself in an ethical or proper way by concealing the errors associated with 

the 608 Study.   Ms. Ayers responded by removing Mr. Vezeau from the C. glabrata white 

paper project. 

Case 2:05-cv-06795-RBS   Document 98   Filed 03/15/16   Page 32 of 127



 
  

 

33 

 

117. On November 15, 2005, Relator Vezeau was informed by Mr. Gurreri that Ms. 

Ayers felt Mr. Vezeau was exercising "poor judgment by questioning the 608 Study protocol in 

emails" and that "people who exhibit poor judgment do not get promoted". 

118. As of December 9, 2005, Relator Vezeau's last day at Pfizer, neither version of 

the C. Glabrata white paper was completed. 

119. Ms. Ayers' observations regarding the lack of usage of Vfend in cases of C. 

glabrata are false.  According to a graphic provided to Mr. Vezeau by Pfizer market research 

employee Mark Shapiro as an email attachment on November 9, 2005, while only 5% of the 

market consists of patients with C. glabrata, 11% of Vfend oral sales and 10% of Vfend IV sales 

were for patients where the known or suspected pathogen was C. glabrata.  The title of this 

graphic is "Vfend utilization is skewed in favor of Aspergillus and C. glabrata relative to the 

market overall." 

120. Pfizer's reasons for failing to issue the glabrata white paper are obvious: its 

marketing efforts representing Vfend as being effective against C. glabrata have worked. 

121. The same graphic showed that although the FDA denied Pfizer's NDA for an 

indication for ETFN (Empiric Therapy) for Vfend, Empiric Therapy represents 35% of the 

overall antifungal market, but 42% of sales of Vfend IV.  Because physicians focus on the risk 

of C. glabrata, this sales figure reflects the medical community's acceptance of Pfizer's false 

claims of efficacy against that pathogen. 

122. Concealing the adverse C. glabrata test results in the 608 Study allowed Pfizer 

to promote Vfend as an effective treatment for a broad range of serious Candida fungal 

infections for all classes of patients.  Pfizer's fraudulent concealment of these test results was an 

essential part of its equally illegal off-label marketing scheme. 
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H. PFIZER'S ILLEGAL OFF-LABEL MARKETING CAMPAIGN FOR VFEND 

 

123.  Despite the FDA's refusal to approve Vfend for Empiric Therapy or for the 

treatment of invasive Candida infections in immunosuppressed patients, Pfizer senior 

management embarked on an aggressive campaign to market Vfend as if it had been 

approved for those and other unapproved off-label purposes.  This campaign consisted of the 

following: 

a. Promoting the use of Vfend as Empiric and Prophylaxis Therapy for all 

fungal infections; 

 

b.  The  preparation of  marketing  materials  which  emphasized  the 

effectiveness of Vfend as a "Presumptive Therapy" to treat suspected 

life-threatening Candida fungal infections like C. glabrata in all patient 

classes regardless of whether they were immuno suppressed or suffered 

from kidney or renal deficiencies; 

 

c. Concealing Vfend's ineffectiveness in treating C. glabrata, one of the 

most serious fungal infections which commonly strikes patientswho are 

immunosuppressed; 

 

d.  Minimizing study results which unequivocally showed that Vfend IV 

had a high level of renal toxicity and would actually be harmful if 

administered intravenously to patients with kidney or renal 

deficiencies; 
 

e. The marketing of Vfend at pediatric hospitals despite the fact that it had 
only been approved for the treatment of adults; and 

 
f. Promoting  the  use  of  Vfend  for  the  treatment  of  fungal  eye 

infections when in fact, as Pfizer well knew, Vfend had actually been 
shown to be less effective than existing generic antifungal medications 
when used for that purpose. 

 
PFIZER'S ILLEGAL MARKETING OF VFEND FOR EMPIRIC 

THERAPY 
 

124. Pfizer developed a two-prong  strategy to  promote  Vfend  for  off-label 
 

Empiric Therapy: 
 

a. Conventional off-label Empiric Therapy promotions; and 
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b. Promoting Vfend for use as a "presumptive therapy", a fictitious 
FDA "indication" invented by Pfizer for that purpose. 
 

Pfizer implemented this strategy despite the fact that its 603 Study had failed to prove that 
 

Vfend was suitable for Empiric Therapy and was expressly rejected by the FDA in 2002. 
 

125. In January 2002, soon after Pfizer was initially notified by the FDA that its 

application for the Empiric Therapy medication had been denied, Pfizer submitted the 603 

Study results to the New England Journal of Medicine ("NEJM") in an article written by 

physicians who were paid by Pfizer for that purpose.  When their article was published, 

Pfizer well knew that the 603 Study results showed that Vfend was not suitable for use as 

Empiric Therapy for any fungal infections.  Over 20,000 copies of the NEJM article were 

subsequently ordered by Pfizer and distributed to physicians throughout the United States by 

Pfizer's sales representatives even after the FDA had rejected Pfizer's Vfend application for 

Empiric Therapy.   Shortly after the NEJM article was published, FDA medical reviewers 

sent a letter to the NEJM disputing the article's findings and admonishing Pfizer for 

incorrectly portraying the failed 603 Study results in that article. 

126.    Despite the FDA's rejection of the Empiric Therapy indication for Vfend in 

May 2002, Pfizer's Vfend marketing team developed and distributed numerous promotional 

sales materials that encouraged doctors to "Choose Vfend First" and to "initiate antifungal 

therapy with Vfend" despite the fact that Vfend was not approved for Empiric Therapy.  The 

Pfizer marketing team encouraged sales representatives to use these misleading materials in 

urging physicians to prescribe Vfend even when they are "unsure" of the particular 

pathogen involved, for the express purpose of encouraging those physicians to use Vfend 

even before they have determined whether the patient even has a fungal infection.   Pfizer 
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sales representatives were trained to ask, "Doctor, do you know of any patient that requires 

antifungal therapy?" 

127.    Pfizer's Vfend sales materials also illegally promoted the use of Vfend as an 

"initial" fungal therapy, falsely suggesting that because Vfend was the "only IV and oral 

antifungal specifically indicated for the first-line treatment of both mould and yeast 

infections," physicians should "choose Vfend first". 

128.    Pfizer also produced Vfend training materials which encouraged its sales 

representatives to promote Vfend for "early and aggressive therapy" and to encourage 

physicians to "initiate therapy based on clinical suspicion rather than waiting on a definitive 

diagnosis," despite the fact that Vfend was only approved for documented or diagnosed 

fungal infections. 

129.   Pfizer's Vfend sales materials also depicted sick patients as "little time bombs" 

and stated "Tick, Tick, Tick...there's no time for a second chance", suggesting that patients 

suffering from fungal infections could die if the physician did not select Vfend therapy first.    

These misleading sales mate r i a l s  plainly encouraged  phys icians  to prescribe Vfend as 

Empiric Therapy before they had diagnosed the particular fungal infection afflicting the 

patient. 

131. Pfizer's illegal off-label promotion of Vfend for Empiric Therapy also extended 

online in the Vfend product site which promoted Vfend as an "early and appropriate 

antifungal treatment" that may "help avoid complications" to patients later. 

130.   Not only did Pfizer continue to distribute the discredited NEJM article 

touting Vfend for uses in Empiric Therapy for fungal infections after the FDA rejected 

Pfizer's application for an Empiric Therapy indication in 2002, it also selectively extracted 
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statements from that article labeling them "Walsh Fast Facts", after the name of the lead 

author of that article.  Pfizer's sales representatives were encouraged to circulate among 

themselves "various off-label success stories" within hours of their submission to a sales 

manager.  In many cases, the success stories involved selective use of the "Walsh Fast Facts" 

taken from the discredited NEJM article. 

Pfizer's Use of the Fictitious "Presumptive Therapy" Indication in Marketing Vfend 

 

131.    Pfizer's Vfend marketing team first conceived of promoting the use of 

Vfend for "presumptive therapy" in June 2002 at a confidential conference held in Norway by 

Pfizer's Vfend Global Advisory Board V attended by Pfizer's Vfend "medical advisors" 

(physicians compensated by Pfizer).   Pfizer's Vfend Advisory Board concluded that "in 3- 

4 years off-label Empirical use will be the norm, supported by Pfizer's ability to promote 

presumptive therapy" and further stated that: 

Vfend will be targeted primarily at high-risk patients, such as those with 

Asperglillosis, documented infections due to rare/emerging pathogens, non-

albicans Candida infections, and for Empirical treatment in neutropenic 

patients. 

 

132.    Justifying its promotion of Vfend for the nonexistent "presumptive therapy" 

indication, Pfizer seized upon and took out of context a written warning in the Vfend label 

which states that: 

Specimens for fungal culture and other relevant laboratory studies (including 

Histopathology) should be obtained prior to therapy (emphasis added) to 

isolate and identify causes of organism(s). Therapy may be instituted before 

the results of cultures and other laboratory studies are known. However, once 

these results become available, antifungal therapy should be adjusted 

accordingly... 

 

In effect, Pfizer senior management reversed this FDA warning to make it a license to urge 

physicians to commence Vfend therapy before diagnostic testing despite the fact that the FDA 
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had approved Vfend only for the treatment of already diagnosed or documented fungal 

infections. 

133.    Pfizer noted in various internal memos that although the Vfend label was 

limited in indication, it "includes use in presumptive therapy", thereby allowing physicians to 

treat patients if the fungal infection is "suspected/presumed". This, of course, directly 

conflicts with the limited approvals granted Vfend by the FDA. 

134.    By 2006 Pfizer's United States Vfend Operating Plan prominently featured the 

use of Vfend for "Presumptive Therapy" and included in its promotional materials 

guidelines which were actually designed for Empiric Therapy, stating as follows: 

Initiating treatment at the earliest clinical suspicion may improve outcomes: 

 

1. Suspect a fungal infection. 
 

2. Obtain specimens and/or radiology. 
 

3.  Initiate antifungal therapy. 
 

  4.   Adjust therapy as necessary once diagnostic results are available. 

Pfizer senior management also provided sales representatives and physicians with training 

"case studies" that recommended initiating "presumptive" antifungal therapy with Vfend. 

135.    Not content to confine  themselves  to  the  discredited  NEJM  article 

promoting Vfend for Empiric Therapy, in 2005 Pfizer's sales materials boldly promoted the 

nonexistent "Presumptive Therapy" indication for Vfend. 

136.    In furtherance of Pfizer's fraudulent "Presumptive Therapy" promotional 

effort, Pfizer sponsored numerous physician training programs such as the one in Hawaii in 

2006 entitled "Empirical vs. Presumptive Therapy for Invasive Fungal Infections". 
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Pfizer's Illegal Marketing of Vfend for Other "Off-Label" Uses 
 

137.    In addition to promoting Vfend for the unapproved Empiric Therapy and the 

fictitious "Presumptive Therapy" indication, Pfizer also marketed Vfend for the following 

off-label uses: 

a. Treatment of antifungal infections in children at pediatric hospitals 
despite the fact that Vfend was only approved by the FDA for the 
treatment of adults; 

 
b. Treatment of patients with suppressed or impaired immune systems such 

as organ transplant patients, cancer patients on chemotherapy and AIDS 
victims, despite the fact that the FDA limited the use of Vfend in 
treating invasive Candida fungal infections in patients whose immune 
systems were not compromised or impaired; and 

 
c. The use of Vfend as a "Prophylaxis" treatment to prevent invasive 

fungal infections of all kinds despite the fact that Pfizer never even 
sought approval from the FDA for this indication. 

 
Many of these off-label uses were actually harmful to patients because, as Pfizer well 

knew, the intravenous application of Vfend severely harmed patients who had kidney or renal 

impairment of any kind.   Such impairment is quite common among solid organ transplant 

patients and cancer patients who are on chemotherapy. 

Pediatric Patients 

138.    Having never obtained approval for the use of Vfend in the treatment of 

pediatric patients, Pfizer nevertheless had its Vfend sales team begin selling Vfend to 

pediatric hospitals as early as January 2003. 

139.    For example, in or about January 2003, in a recorded telephone message to 

Pfizer sales representatives, the Pfizer District Manager in the Philadelphia market told Pfizer 

sales representatives how to sell Vfend to pediatric hospitals in the Philadelphia area.   In 

that recorded message, the District Manager said, "Guys, the HQ Vfend marketing team has 
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decided to sell Vfend in pediatric hospitals. That is off-label for Vfend but there is good 

business to be had in pediatric hospitals." 

140.    Pfizer's sales representatives promoted the use of Vfend at the Mid-Atlantic 

Pediatric Hospitals Conference in September 2005.  At that pediatric conference sales 

representatives passed out Vfend literature.  Apart from that conference, Pfizer District 

Managers repeatedly recommended their sales representatives to stop by pediatric hospitals 

during their weekly sales calls. 

141.    To assist Pfizer's sales representatives in promoting Vfend to pediatric 

hospitals, the Pfizer Northeast Assistant Regional Manager provided those Vfend sales 

representatives with an article that purported to tout the use of Vfend to treat children with 

compromised immune systems. 

The Treatment of Invasive Candida Fungal Infections in Immunosuppressed 

Patients 

 

142.    By far the most dangerous aspect of Pfizer's off-label marketing campaign was 

its promotion of Vfend for the treatment of invasive Candida fungal infections in patients 

with suppressed immune systems.  To that end, Pfizer had its Vfend sales force target 

transplant specialists and oncologists precisely because their patients were most likely to 

contract fungal infections since their immune systems had been compromised due to the anti-

rejection drugs and chemotherapy that solid organ transplant and cancer patients are routinely 

administered. 

143.    This particular off-label use presented the greatest risk of harm to these 

classes of patients due to Vfend IV demonstrated renal toxicity.  Put starkly, intravenous 

administration of Vfend in patients with kidney or renal deficiencies—which often occurs 

with patients who are immune-suprressed—could lead to renal failure. 
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Vfend as a "Prophylaxis" Treatment to Prevent Fungal Infections 
 

144.    Not content with aggressively promoting Vfend for the unapproved Empiric 

Therapy use and the fictitious "Presumptive Therapy" use, Pfizer brazenly marketed Vfend as an 

antifungal drug that could be used in "prophylaxis therapy" to prevent the development of 

fungal infections.   As already noted, Pfizer had neither sought nor obtained FDA approved 

for this indication. 

145.    To support Pfizer's efforts to market Vfend as a prophylaxis therapy, Pfizer 

senior marketing managers provided sales representatives unapproved articles and abstracts 

purportedly endorsing the use of Vfend for that unapproved off-label purpose. 

146.    Even more egregious is the fact that Pfizer's prophylaxis therapy marketing effort 

was directed at solid organ transplant physicians whose patients could be seriously harmed by 

the intravenous application of Vfend. 

I.  HOW PFIZER'S OFF-LABEL MARKETING OF VFEND ACTUALLY 
HARMED PATIENTS 

 
147.    By illegally promoting Vfend for a wide range of off-label uses, Pfizer put 

patients' lives and health at risk by exposing them to: 

a. A higher mortality rate in patients infected with C. glabrata, as 
revealed by the 608 Study; 

 
b.  Kidney failure in patients with moderate to severe renal impairment 

where Vfend was administered by IV; and 
 

c.  Vision impairment across all patient types and very low success rates 
when used to treat patients with fungal infections of the eye. 

 
Higher Mortality Rate of Vfend When Used to Treat C. Glabrata Fungal Infections 

 

148.    Even though the 608 Study also confirmed that patients suffering from C. 

glabrata infections were more likely to die on Vfend therapy than those patients on generic 

antifungal drugs, Pfizer made outrageous patient survival claims which conflicted with the 608 
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Study results. For example, Pfizer sales reps would rush into a doctor's office 

proclaiming "I need to see the doctor immediately, I have a drug that saves patient's 

lives," despite the fact that the 608 Study proved that Vfend patients were more likely to die 

from C. Glabrata than those patients receiving generic antifungal medications. 

149.    Pfizer made these false and misleading survival rate claims about Vfend 

because a patient's chances of surviving a fungal infection drops dramatically if a doctor waits 

for extensive lab tests before selecting an antifungal drug.   Consequently, physicians are 

basically forced to select an antifungal drug as early as possible upon the mere suspicion that 

their patient can contract a life-threatening fungal infection.  Because the most serious of 

these infections is C. glabrata, Pfizer repeatedly and erroneously claimed in its sales 

presentations and marketing materials that Vfend was more effective in treating C. glabrata 

than its main competitor, generic Amphotericin B. 

150.    As Pfizer well knew, patients with C. glabrata had a lower probability of 

survival on Vfend therapy throughout the duration of the 608 Study. Yet Pfizer concealed that 

fact from both the FDA and the medical community. 

151.   In 1999, three years before the FDA decided upon Pfizer's New Drug 

Application for Vfend, Pfizer began promoting the message that Vfend was effective 

against C. glabrata and paid research physicians to publish articles conveying that message. 

Even more egregiously, Pfizer continued to misrepresent Vfend's effectiveness against C. 

glabrata from that point on even after the 608 Study confirmed the opposite. Indeed, Pfizer's 

own confidential Vfend Advisory Board issued a report in December 2002 informing Pfizer 

that physicians would be less likely to use Vfend if they suspected a fungal infection due to 

C. glabrata. 
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152.    Pfizer also falsely exaggerated the effectiveness of Vfend in treating C. 

glabrata over its generic antifungal drug Diflucan, despite the fact that Pfizer's internal 

marketing materials acknowledged that Diflucan was a better therapy than Vfend in terms of 

both efficacy and safety for moderate and high-risk patients, two categories that fit the C. 

glabrata patient profile. 

153.    The net effect of Pfizer's misrepresentations about the efficacy of Vfend in 

treating C. glabrata is that the medical community was misled into believing that Vfend was 

the antifungal drug of choice when treating immune-compromised patients who had the 

greatest risk of contracting C. glabrata and other serious Candida fungal infections. In fact, 

those patients were more likely to die with Vfend. 

154.  Heedless of Vfend's higher mortality rate, Pfizer told its sales representatives 

to tell physicians that they had "a drug that saves lives".  In reality, Pfizer personnel internally 

recognized that physicians did not have a compelling reason to switch to Vfend from Diflucan 

because Vfend was not as safe and cost much more than Diflucan. That notwithstanding, Pfizer 

proceeded to promote Vfend as more effective despite having irrefutable evidence to the 

contrary. 

Renal Toxicity 
 

155.    As already noted, Pfizer knew that when administered intravenously to 

patients with kidney or renal deficiencies, Vfend was toxic.   In that regard, a senior member 

of Pfizer's Vfend marketing team joked in an email that because Vfend's renal toxicity had 

also been confirmed in animal studies, he just tells "everyone not to give vori [Vfend] to their 

dog". 
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156.  Despite Vfend's renal toxicity, Pfizer's sales representatives were nevertheless 

encouraged to recommend Vfend as a treatment for patients with moderate to severe renal 

impairment.   Indeed, Pfizer's off-label marketing of Vfend for Empiric Therapy necessarily 

entailed the promotion of Vfend for the treatment of all patients suffering from severe fungal 

infections, including those with poor kidney function.   Pfizer therefore put these patients at 

mortal risk. 

157.    Another aspect of the 608 Study concealed by Pfizer from the FDA and the 

medical community was that Vfend did poorly in patients with Candida eye infections. 

158.   The 608 Study revealed that Vfend was significantly less effective in 

comparison to Amphotericin B patients that had Candida infections of the eye with only a 

32.1% success rate for Vfend versus 53.8% for Amphotericin B.  This is very significant 

because in the 608 Study eye infections were the second most often recorded site of 

infection. 

159.    Despite the fact that Pfizer's Vfend Advisory Board was very concerned 

about the adverse eye infection data, Pfizer chose not to alert the FDA to this issue. Pfizer 

chose not to do so precisely because, as Pfizer's internal documents reveal, this data would 

jeopardize Pfizer's request for the new Candida indication for Vfend.  With reckless 

disregard for patient safety, Pfizer aggressively promoted Vfend without informing 

physicians of the poor treatment results for fungal eye infections. 

J.         THE PFIZER KICKBACK SCHEME. 

 

160.  It is unlawful to knowingly offer or pay any remuneration in cash or in kind in 

exchange for the referral of any product (including a prescription drug product) for which 
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payment is sought from any federally funded healthcare program. 42 U.S.C. § 1320-a7b(b)(the 

Anti-Kickback Statute, or the AKS).  

161.  The AKS prohibits pharmaceutical manufacturers from compensating, in cash or 

in kind, a healthcare provider when a purpose of the payment is to influence the provider’s 

prescribing habits or to gain favor for its product over the product of any competitor. 

162.  The AKS is designed to, inter alia, ensure that patient care will not be 

improperly influenced by inappropriate compensation from the pharmaceutical industry. 

163.  Compliance with the AKS is a condition of payment for all claims submitted for 

reimbursement by government healthcare programs. 

164.  Federally funded healthcare programs do not pay for prescription drugs where 

the prescription resulted from, or was influenced by, unlawful inducements in violation of the 

AKS. 

165.    After Pfizer failed to secure approval from the FDA for Vfend indications 

including Empiric Therapy, the treatment of serious Candida fungal infections, and the 

treatment of other serious fungal infections in patients who are resistant to other "first-line" 

antifungal drugs, the company devised and carried out a multifaceted kickback scheme 

aimed at bolstering its unlawful off-label marketing of Vfend. 

166.    Specifically, Pfizer management participated in, encouraged, and authorized the 

unlawful payment of illegal kickbacks to physicians and pharmacists in order to increase 

sales of Vfend, a substantial percentage of which were for "off-label" uses. 

167.   In doing so, Pfizer gave its sales representatives large budgets to compensate 

physicians to promote Vfend's efficacy for various off-label uses.   At the same time, 

Pfizer sales representatives were trained to monitor physician prescribing behaviors to 
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identify potential sales opportunities, especially for off-label uses such as Empiric Therapy, 

the treatment of serious Candida infections, and for use in adolescents. Sales representatives 

also monitored physicians' prescribing preferences by giving pharmacists gifts in exchange for 

insights into what medications the physicians were using and what types of patients they were 

treating. 

168.    Pfizer embarked on its illegal kickback scheme even though the company 

acknowledged internally that Vfend did not provide physicians with a "compelling reason" to 

switch from Diflucan   because Vfend was not as safe, had more drug interaction problems, 

and cost significantly more than Diflucan. 

169. Pfizer's kickback scheme had many aspects, including: 

 

a. Paying "key opinion leaders" and "experts" in the medical profession to 

promote Vfend for "off-label" or other unapproved uses.   This included 

flying key physicians and their spouses to prestigious medical meetings in 

Europe; 
 

b.  Paying prescribing physicians "speaking" fees, training fees, appearance fees, 

honoraria, and preceptorships to communicate with and encourage other 

prescribing physicians to prescribe Vfend for off-label uses; 
 

c.  Designating "high volume" prescribing physicians as "fellows" or "Pfizer 

Crusaders" and then paying for their dining, travel and other expenses in 

connection with industry and Pfizer sponsored events as well as with the 

vacation schedules of physicians; 
 

d.  Paying "expert"  pharmacists to  speak  to  hospital  pharmacists  for  the 

intended  purpose  of  convincing  hospitals  to   place  Vfend  on  their 

formularies even for off-label uses; and 
 

e.  Paying medical communications agencies to "ghost write" critical medical 
studies on behalf of highly compensated "key opinion leaders" to promote 
Pfizer's off-label scheme. 

 

170.    Pfizer paid these kickbacks to physicians and pharmacists with the specific 

intent of unduly influencing prescribers and formulary decision-makers with regard to 
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Vfend.  As a result, in many cases, physicians prescribed the drug not based upon the best 

interest of patients, but on misinformation disseminated by physicians and pharmacists 

whose judgment was clouded by having been on Pfizer's "payroll". 

171.    Pfizer's misconduct, as alleged herein, shows a  pattern  of  conduct designed 

to maximize profits at the expense of Government Health Programs. 

  172. Because of the broad scope of Pfizer's kickback scheme, the United States 

government has lost hundreds of millions of dollars. 

Pfizer Paid Sham Travel and Meal Expenses To Its 

Key Opinion Leaders and Speakers 

 
 173.    Pfizer  paid  its  Key  Opinion  Leaders  and  other  paid  speakers  "in kind" 

kickbacks in connection with speaking  engagements  aimed to promoting Vfend off-label 

use, including the payment  of incidental expenses  for speaking  engagements,  such as 

travel, first-rate lodging, extravagant  meals and entertainment that were often tied to the 

vacation schedules of physicians.  In essence, if a physician were traveling to Washington 

D.C. for vacation, Pfizer would arrange speaking events for the physician while he was 

there, thus allowing Pfizer to continue paying the physician for their Vfend promotional 

efforts. 

174.     For example, Pfizer paid the following physicians and pharmacists, among 

others, with "in kind" kickbacks: 

• H. B., M.D. 

 

•  P. K., M.D. 

 

• S. N., M.D. 

 

•  J. V., M.D. 
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•  A. R., M.D. 

 

•  M. K., M.D., Ph.D. 

 

• T. P., M.D. 

 

• B. W., M.D. 

 

•  H. L., Pharm.D. 
 
Pfizer's payment of "in kind" kickbacks was not limited to the above-named individuals. To 

the contrary, this practice was widespread and involved countless physicians and pharmacists 

throughout the United States. 

Vfend Bogus "Speakers Fees", Honoraria and Training Payments 
 

175.    Another method employed by Pfizer to conceal kickback payments under the 

guise of legitimacy was the creation of sham "speaker'' programs which are, in reality, 

merely a means by which Pfizer pays doctors and pharmacists to convince other doctors and 

pharmacists to prescribe Vfend for lucrative off-label uses. 

176.   In fact, Pfizer established an annual budget for its sales representatives to invest 

in speaker fees (sometimes referred to as "honoraria") as well as an annual entertainment 

budget to impress and attract physicians' business. 

177.  Pfizer paid honoraria or speaker fees as part of its overall Vfend off-label 

marketing campaign. Pfizer management approved speaker fee budgets as a means to 

generate large payments to physicians who were willing to not only prescribe Vfend off 

label, but to carry that message to other prescrjbing physicians. 

178.   Pfizer's Vfend speaking fees were typically $1,500.00 for a lunch or dinner 

lecture. To ensure maximum profitability for the "speakers," Pfizer sales representatives were 

directed to arrange for as many back-to-back speaking engagements for the company's 
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speakers as possible and to work with paid speakers' schedules and travel plans to maximize 

earning "opportunities." 

179.   In addition, Pfizer paid "speakers" training fees of $1500.00 for each "training" 

session.  For example, in an email dated February 23, 2006, Pfizer Assistant Regional 

Manager, Steven Arriaga, informed company sales representatives of numerous "Antifungal 

Speaker Training" dates and emphasized additional training fee opportunities by way of 

additional web-based "workshops" to be used by the company's national network of Vfend 

"experts". 

180.    Pfizer typically engaged its "speakers" on a regular basis such that many 

speakers earned tens of thousands of dollars per year in "speaking" and/or training fees. For  

example,  in  2005  alone,  Pfizer  paid  an  Oregon  based  physician,  R.J.,  M.D., 

$44,800.35, to promote Vfend to other physicians.   Dr. R.J.  was not alone - Pfizer 

meticulously developed a web of paid speakers on a regional and national basis aimed at 

influencing doctors and hospitals to prescribe Vfend off-label including to pediatricians, 

pulmonologists, surgeons, ER doctors, hemotologists, oncologists, OB/GYNs, and research 

physicians. Depending on their level of commitment, Pfizer's paid speakers and Key Opinion 

Leaders were permitted to earn up to $150,000.00 per year in these bogus fees. 

181.    Pfizer's kickback scheme began even before the company launched Vfend in 

2002.  For example, by September 2001, the company regularly informed its sales 

representatives about the fact that it had already engaged over 200 "Key Opinion Leaders" 

and other paid speakers throughout the United States to carry the Vfend off label message. 

182.   Pfizer's goal was to create a national network of 350-400 paid Vfend speakers 

who were available to be "immediately engaged by (sales representatives] to conduct Vfend 
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speaker programs" in support of the company's unlawful Vfend off label sales and marketing 

campaign.    Pfizer sales representatives certainly obliged -- on a regular basis, Vfend sales 

representatives enlisted Pfizer's network of paid speakers and processed payments for each 

event.  From at least 2001 until sometime in 2005, Vfend sales representatives actually hand-

delivered checks directly to the physicians who had helped them carry the off-label message.  

In an apparent effort to go "under the radar," from 2005 on, at the request of its Vfend sales 

representatives, Pfizer sent its payments directly to its speakers. 

183.    For example, speakers in the Mid-Atlantic region including S.S., M.D., P. K., 

M.D., A.R., M.D., T. B., M.D., B. S., M.D., and M.S., M.D., were regularly called upon by 

Pfizer sales representatives to help market Vfend off-label and were paid for doing so. 

184.   To assure the success of its "speaker" program, Pfizer strictly enforced its 

agreements with paid speakers by ensuring that speaking quotas were met and deadlines for 

outreach to other prescribing physicians were enforced.   For example, in an email dated 

January 23, 2007, Pfizer employee Jeanette Arendain, who was responsible for Reporting and 

Compliance for the Pfizer "Speaker Operations Team," directed sales and marketing 

representatives to hold paid speakers accountable for their speaking commitments and 

identified those speakers who were "at risk" for breaching their agreements with Pfizer. 

185.   In order to assure that all Vfend sales representatives were maximizing 

"speaking" opportunities, the company regularly circulated information to its sales 

representatives, including data detailing exactly how much the most "successful" and 

effective speakers were paid, how many programs the speakers had conducted, and the 

speakers' respective locations and telephone contact information. 
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186.    Pfizer's Vfend speaking programs were national in  scope  and  were intended to 

boost off-label use of the drug, particularly after the FDA denied indications for Empiric 

Therapy and the treatment of serious Candida fungal infections. 

187.    In addition to paying the aforementioned "speaking" fees to doctors for 

convincing other doctors to prescribe Vfend off label, Pfizer also created what is known as the 

"Crusader Program" to bolster the company's push to make Vfend a "blockbuster" anti-

fungal drug despite its very limited indications. 

188.    Pfizer's Crusader Program was created to reward doctors who are "willing to do 

whatever it takes to write [Vfend]" and who advocated to other physicians for use of the drug 

on a wide-spread basis, including for numerous off-label uses. 

189.    Pfizer required its Vfend sales representatives to develop at least one (1) 

Crusader in each territory with the ultimate goal of making these doctors regional and 

national players in the marketing and sale of the drug. 

190. In addition, Pfizer regularly circulated Crusader credentials to its Vfend 

sales representatives while encouraging the use of this information for sales and marketing 

purposes. Notably, Crusader credentials highlighted successes in driving Vfend off label usage. 

191.   For example, in an email dated September 5, 2006, Pfizer Assistant Regional 

Manager Steven Arriaga identified six (6) Crusaders to Vfend sales representatives, 

including R. K., M.D., the Associate Director of the ICU and Director of Resident Training 

at a large hospital in the Mid-West.  While encouraging his sales representatives to use Dr. 

R.K. and others like him, Mr. Arriaga emphasized not only that Dr. R.K. was a paid speaker 

for Pfizer, but also that he "emphasizes early, presumptive therapy when patients have risk 

factors for Candidemia" -- a blatant off label use. 
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192.    Separate and apart from its concerted effort to unduly influence individual 

prescribing physicians through the payment of speaker fees and/or honoraria, Pfizer also 

devised a scheme to unduly influence hospital formularies. 

193.    In particular, Pfizer paid designated pharmacists a minimum of $500 for each 

discussion with hospital formulary decision-makers to educate them about the "benefits" of 

Vfend, including for off-label uses. 

194.    For example, in the Philadelphia, Pennsylvania market, Pfizer paid several 

prominent pharmacists, including N.K. and L.R., to persuade formulary decision-makers at 

several prominent hospitals in and around Philadelphia to place Vfend on the hospital 

formularies including for off-label uses of Vfend for Empiric Therapy and the treatment of 

serious candida infections. 

   195.    Pfizer engaged pharmacists to assist in its unlawful Vfend sales and 

marketing campaign because it admittedly recognized that "many pharmacists are a little wary 

of pharmaceutical reps and their motives.  Bringing in an outside pharmacist to help educate 

adds credibility to the situation and also helps to strengthen our relationships in our hospital 

pharmacies". 

Vfend Ghostwriters, Clinical Paper "Reviewers", "Journal Clubs", and Preceptorships 
 

196.    Pfizer extensively utilized medical communications agencies such as PPSI based 

in Manhattan to "ghost write" critical medical studies on behalf of highly compensated "key 

opinion leaders," thus ensuring key Pfizer objectives were met in medical publications 

while under the guise of "non-biased" physician opinions.  At key medical congresses PPSI 

would write or revise slide presentations submitted by physicians prior to the congress to 

ensure Vfend "talking points" were clearly communicated by physicians selected to promote 
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Vfend on behalf of Pfizer.  Physicians that did not submit their papers to PPSI for rewriting 

were not allowed to present at Pfizer sponsored symposia and were quickly "blackballed" by 

Pfizer as a result. 

197.    In addition, Pfizer sales representatives were routinely directed to find other ways 

to compensate the paid Key Opinion Leaders, Crusaders and other speakers in order to 

assure that they stayed "on message," such as "clinical paper review meetings" and "Journal 

Clubs". 

198.    To funnel more money to its paid speakers, Pfizer sales representatives would 

call a "clinical paper review meeting" which would be attended by other company sales 

representatives and conducted by a paid speaker(s).  The stated purpose of such meeting was 

to discuss a clinical paper about Vfend in order to educate sales representatives about the 

same.   For example, many Pfizer paid speakers conducted these review meetings about the 

608 Study after Pfizer sales representatives had been trained exhaustively about the Study in 

the ordinary course of business.   Likewise, Pfizer regularly invited its paid speakers to 

attend "Journal Club" meetings at which the physicians were to "discuss" recent articles about 

Vfend. 

199. Pfizer's "clinical paper review meetings" and "Journal Club" gatherings were, 

in reality, a sham aimed at covering up payments (up to $2500 per event) to Key Opinion 

Leaders, Crusaders and other speakers for their continued loyalty in carrying the VFend off-

label message.  Some of the physicians who accepted these kickbacks include the following: 

•  B. S.,M.D. 
 

•  T.B., M.D. 

 
•  M.S.,M.D. 
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•  M.M.,M.D. 
 

•  S.N., M.D. 
 

•  D.V.,M.D. 

 
200.    In addition to the above, Pfizer also funneled money to its paid Key Opinion 

Leaders, Crusaders, and other speakers through pretextual "preceptorships" which were 

nothing more than payments to loyal doctors for allowing Pfizer sales representatives to 

hang out in their offices.  For example, Pfizer paid thousands of dollars to Drs. S., N., and P. at 

a prominent hospital in Philadelphia under the guise of these "preceptorships" when in reality 

these were payments being made in exchange for their loyalty to the VFend brand. 

K. THE FINANCIAL HARM TO THE GOVERNMENT HEALTH PROGRAMS 
OF PFIZER'S UNLAWFUL VFEND MARKETING PRACTICES IS SUBSTANTIAL. 
 

201.    Since Vfend was launched in 2002, Pfizer's U.S. sales for that drug have totaled 

approximately $1.9 billion, of which 40% was for off-label Empiric Therapy alone according 

to AMR market research data.   When other off-label uses are taken into account, Pfizer's 

cumulative total Vfend off-label sales were approximately $950 million through the end of 

2009.  Thus, the off-label campaign that Pfizer initiated in 2002 and then vastly expanded 

over the years to 2009 has been immensely successful for the company. 

202.    The financial cost of Vfend to the United States and the Plaintiff States 

through all of the Government Health Programs has been enormous, while much less costly 

and equally effective antifungal medications could have been prescribed and administered 

without the higher mortality rate and serious side-effects of Vfend. 
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LEGAL CLAIMS FOR RELIEF 
 

203.  Plaintiffs allege that Pfizer's conduct detailed above violates the False Claims 

Act ("FCA") of the United States, 31 U.S.C. §§ 3729-3733, as amended, and the False Claims 

Acts of the Plaintiff States. They bring these claims on behalf of the United States of America 

and the Plaintiff States (collectively "Government Plaintiffs") as well as on their own behalf. 

COUNT ONE 

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

 
204.    This Count is brought by Plaintiffs in the name of the United States under the 

qui tam provisions of 31 U.S.C. § 3730 for Pfizer's violation of 31 U.S.C. § 3729(a)(1)(A). 

205.    By virtue of the above-described acts, Pfizer knowingly caused to be presented 

false or fraudulent claims for Vfend for payment or approval, and continues to cause to be 

submitted false or fraudulent claims for Vfend for payment or approval, to the United States. 

206. Plaintiff United States, unaware of the false or fraudulent nature of the claims 

caused to be made by Pfizer and in reliance on the accuracy thereof, paid and continues to 

pay Pfizer for claims that would otherwise not have been allowed. 

207.    By reason of Pfizer's wrongful conduct, the United States has suffered 

substantial losses in an amount to be proved at trial, and therefore is entitled to multiple 

damages under the False Claims Act, to be determined at trial, plus a civil penalty of 

$5,500 to $11,000 for each such false claim caused to be submitted by Pfizer. 

 

COUNT TWO 

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

 
208.    Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 
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209.    This Count is brought by Plaintiffs in the name of the United States under the 

qui tam provisions of 31 U.S.C. § 3730 for Pfizer's violation of 31 U.S.C. § 3729(a)(1)(B). 

210.    By virtue of the above-described acts, Pfizer knowingly caused and continues to 

cause to be made or used false records or statements material to false or fraudulent claimss 

for Vfend paid or approved by the United States. 

211.    Plaintiff  United  States,  unaware  of  the  false or fraudulent nature  of  the  

records  and/or statements caused to be made and used by Pfizer, and in reliance on the 

accuracy thereof, has paid and approved, and continue to pay and approve, claims for Vfend 

that were ineligible for reimbursement and would not have been paid or approved if any part of 

the truth were known. 

212.    By reason of Pfizer's wrongful conduct, the United States has suffered 

substantial losses in an amount to be proved at trial, and therefore is entitled to multiple 

damages under the False Claims Act, to be determined at trial, plus a civil penalty of $5,500 to 

$11,000 for each such false statement caused to be made or used by Pfizer. 

COUNT THREE  

Violations of the False Claims Act, 

31 U.S.C. §3729(a)(1)(C) 
 

213.    Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

214.    Pfizer entered into conspiracies with paid "speakers", medical marketing 

firms, "experts", consultants, and other third parties for the purpose of defrauding the 

Plaintiff United States. 

215.    By the foregoing acts and omissions, Pfizer took actions in furtherance of its 

conspiracies, including but not limited to the payment of substantial sums of monies to its co-
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conspirators in exchange for casting favorable light upon Vfend and for choosing Vfend to 

become a first line treatment, thereby exponentially increasing the number of Vfend 

prescriptions submitted to the United States for payment. 

216.    By the foregoing acts and omissions, Pfizer entered into these unlawful 

marketing conspiracies to defraud the United States by causing false and fraudulent claims  

to  be  paid  and  approved in  violation  of  the  False  Claims  Act,  31  U.S.C. 

§3729(a)(1)(C). 
 

217.   At all times relevant to the complaint, Pfizer acted with the requisite 

knowledge. 

218.    As a direct and proximate consequence of Pfizer's conspiratorial conduct, the 

United States has suffered significant, material financial damages in an amount to be proved at 

trial. 

219.    Pfizer is liable for multiple damages under the False Claims Act, to be determined 

at trial, plus a civil penalty of $5,500 to $11,000 for each ineligible Vfend claim submitted to the 

United States for payment. 

COUNT FOUR 

VIOLATIONS OF THE CALIFORNIA FALSE CLAIMS ACT 

California Code § 12651(A) 

220. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

221. This is a claim for treble damages and penalties under the California False Claims 

Act. 

222. By virtue of the acts described above, Pfizer knowingly presented, or caused to be 

presented, false or fraudulent claims to the California State Government for payment or approval. 
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223. Cal. Gov't Code §12651(a) provides liability for the costs of a civil action, a civil 

penalty of up to $1011,000 and treble damages for all damages sustained by the state for any 

person who- 

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

state or of any political subdivision thereof, a false claim for payment or approval; 

(2) knowingly makes, uses, or causes to be made or used a false record or statement 

to get a false claim paid or approved by the state or any political subdivision; 

(3) conspires to defraud the state or any political subdivision by getting a false claim 

allowed or paid by the state or by any political subdivision; … 

(8) is a beneficiary of an inadvertent submission of a false claim, subsequently 

discovers the falsity of the claim, and fails to disclose the false claim to the state 

or the political subdivision within a reasonable time after discovery of the false 

claim. 

224. California's anti-kickback law, codified among the administrative provisions for 

the state's Medicaid program, makes it a crime to "solicit[]," "receive[]," "offer[]," or "pay[] any 

remuneration ... directly or indirectly, overtly or covertly, in cash or in valuable consideration of 

any kind" to "purchase [] order or [] recommend the purchasing [] or ordering of any goods ... or 

merchandise" covered by Medi-Cal, California's Medicaid program. See Cal. Welf. & Inst. Code § 

14107.2(a), (b). 

225. To obtain reimbursements from Medi-Cal, pharmacies and other providers 

submitt a provider agreement, which unequivocally states, directly above the provider's signature 

line, that "PROVIDER AGREES THAT COMPLIANCE WITH THE PROVISIONS OF THIS 

AGREEMENT IS A CONDITION PRECEDENT TO PAYMENT TO PROVIDER." That 
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provider agreement also specifies that the provider should not take any action or receive any 

benefit that is prohibited by state or federal law. The California Medicaid provider agreement 

further requires a provider to "comply with all applicable provisions of Chapter 7 ... of the [state's] 

Welfare and Institutions Code," which containes California's anti-kickback law.   

226. In addition to expressly conditioning payment on AKS compliance through the 

Medicaid provider agreement, California, through its Medicaid statutes, also linked reimbursement 

to providers not engaging in fraud, including kickback arrangements. Under Cal. Welf. & Inst. C. 

ode § 14107.11-(a)(2), Medi-Cal had authority to withhold payments based on evidence of "fraud 

or willful misrepresentation by a provider as defined in [Cal. Welf. & Inst. Code. §] 14043.1," and 

§ 14043.1(i), in turn, defined fraud to include "any act that constitutes fraud under applicable 

federal or state law." 

227. Claims for payment to California that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

228. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce 

the government to approve and pay such false and fraudulent claims. 

229. Specifically, Pfizer has: 

 caused hundreds of thousands of false Vfend claims to be presented to the 

State of California, 

 

 knowingly made, used or caused to be made or used false records to get false 

claims paid, 

 

 conspired to defraud the state by getting false and fraudulent claims allowed 

or paid; and, 

 

 failed to disclose the existence of the false claims and statements it has caused 

to be presented. 
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230. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

231. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

232. The California State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

233. By reason of Pfizer's acts, the California State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

234. The State of California is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

235. Plaintiffs believe and aver that they are "original sources" of the facts and 

information on which this action is based. 

236. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same nexus of facts as the federal claim, and merely asserts 

separate damage to the State of California in the operation of its Medicaid program. 

COUNT FIVE 

VIOLATIONS OF THE DELEWARE FALSE CLAIMS AND REPORTING ACT 

6 DEL. C.§ 1201(A)(1) and (2) 
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237. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

238. This is a claim for treble damages and penalties under the Delaware False Claims 

and Reporting Act. 

239. The Delaware False Claims and Reporting Act, 6 Del Code Ann. §1201(a)(1), 

provides for liability for any person who: 

knowingly presents or causes to be presented, directly or indirectly, a false or 

fraudulent claim for payment or approval; …shall be liable to the Government for 

a civil penalty of not less than $5,500 and not more than $11,000 for each act 

constituting a violation of this section, plus 3 times the amount of the actual 

damages which the Government sustains because of the act of that person. 

 

240. The Delaware False Claims and Reporting Act, 6 Del. C. §1201(a)(2) provides for 

liability for any person who: 

knowingly makes, uses or causes to be made or used, directly or indirectly, a false 

record or statement to get a false or fraudulent claim paid or approved; …shall be 

liable to the Government for a civil penalty of not less than $5,500 and not more 

than $11,000 for each act constituting a violation of this section, plus 3 times the 

amount of the actual damages which the Government sustains because of the act 

of that person. 

241. The Delaware False Claims and Reporting Act, 6 Del. C. §1201(a)(3), provides 

for liability for any person who: 

Conspires to defraud the Government by getting a false or fraudulent claim 

allowed or paid; ... shall be liable to the Government for a civil penalty of not less 

than $5,500 and not more than $11,000 for each act constituting a violation of this 

section, plus 3 times the amount of the actual damages which the Government 

sustains because of the act of that person. 

 

242. Compliance with federal and state healthcare laws, including the federal AKS and 

Delaware's anti-kickback statute, is a material condition of payment of claims submitted to the 

Delaware Medicaid program.  31 Del. C. § 1005(b); Contract for Items or Servs. Delivered to Del. 

Med. Assist. Prog. Eligibles in the Dep’t of Health and Soc. Servs. ¶ 3 (2014). 
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243. Claims for payment to Delaware that result from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

244. By virtue of the acts described above, Pfizer knowingly presented, or caused to be 

presented, false or fraudulent claims to the Delaware State Government for payment or approval 

and has knowingly made, used, or caused to be made or used, false records and statements, and 

omitted material facts, to induce the government to approve and pay such false and 

fraudulent claims. 

245. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Delaware, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

246. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

247. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, 

and over many years. 

248. The Delaware State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the 

claims that would not be paid but for Pfizer's false and illegal off-label marketing practices. 
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249. By reason of Pfizer's acts, the Delaware State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

250. The State of Delaware is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

251. Plaintiffs believe and aver that they are "original sources" of the facts and 

information on which this action is based. 

252. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts 

separate damage to the State of Delaware in the operation of its Medicaid program. 

COUNT SIX 

VIOLATIONS OF THE FLORIDA FALSE CLAIMS ACT 

Fla. Stat. Ann. § 68.082(2) 

 

253. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

254. This is a claim for treble damages and penalties under the Florida False Claims 

Act. 

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

(a) Knowingly presents, or causes to be presented, a false or fraudulent claim for 

payment or approval; ... is liable to the state for a civil penalty of not less than $5,500 and not 

more than $11,000 and for treble the amount of damages the agency sustains because of the act 

or omission of that person. 

 

(b) Knowingly makes, uses, or causes to be made or used, a false record or statement 

material to a fraudulent claim; ... is liable to the state for a civil penalty of not 

less than $5,500 and not more than $11,000 and for treble the amount of damages 

the agency sustains because of the act or omission of that person. 

 

(c) Conspires to commit a violation of [the Florida False Claims Act] ; ...is liable to 

the state for a civil penalty of not less than $5,500 and not more than $11,000 and 
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for treble the amount of damages the agency sustains because of the act or 

omission of that person. 

 

256. Florida's anti-kickback law, codified as part of the state's Medicaid Provider 

Fraud statute, makes it a felony to "knowingly solicit, offer, pay, or receive any remuneration, 

including any kickback, bribe, or rebate, directly or indirectly, overtly or covertly, in cash or in 

kind, ... in return for [] purchasing [] ordering or [] recommending ... any goods, [] item, or service 

for which payment may be made, in whole or in part, under the Medicaid program." Fl. Stat. § 

409.920(2)(e). In addition, Florida's laws governing pharmacies also specify that it is "unlawful 

for any person to pay or receive any commission, bonus, kickback or rebate... with any ... 

organization, agency, or person, either directly or indirectly, for patients referred to a pharmacy." 

Id. § 465.185(1). 

257. To receive reimbursement from Florida Medicaid, providers, including 

pharmacies, are required to sign a provider agreement with the state's Medicaid agency. See Fl. 

Stat. § 409.907. Pursuant to paragraph 3 of that agreement, the provider "agrees to comply with [] 

state [] and federal laws, as well as rules, regulations, and statements of policy applicable to the 

Medicaid program." Further, for providers who wished to submit claims electronically to 

Medicaid, Florida Medicaid attached certain conditions on its processing and paying electronic 

claims. Specifically, upon a provider's receipt of each electronic claim payment by Florida 

Medicaid, the provider "certifies that the claim complies ... with all federal and state laws." 

258. In addition to requiring providers to certify compliance with federal and state 

laws like the AKS as a precondition for receiving Medicaid payments, Florida also expressly links 

reimbursement to compliance with such laws by statutes and policies. Pursuant to the state's 

Medicaid statutes, the state Medicaid agency is authorized to "make payments for ... services 

rendered to Medicaid recipients only to [providers] ... performing services or supplying goods in 
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accordance with federal [and] state laws." Fl. Stat. § 409.907. Further, Florida's Medicaid 

Provider Manual defines "overpayment" to include any amount that was "paid as a result of ... 

unacceptable practices, fraud [or] abuse" or "paid for services or goods that were ... not provided 

in accordance with laws, regulations, contracts, or Medicaid policy." That Manual also states the 

state Medicaid agency would "take steps to recover the overpayment" if it was "apparent that any 

Medicaid provider ha[d] received any [overpayment]." 

259. Claims for payment to Florida that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

260. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Florida State Government for payment or approval. 

261. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

262. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Florida, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

263. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 
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264. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

265. The Florida State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

266. By reason of Pfizer's acts, the Florida State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

267. The State of Florida is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

268. Plaintiffs believe and aver that they are "original sources" of the facts· and 

information on which this action is based. 

269. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Florida in the operation of its Medicaid program. 

COUNT SEVEN 

VIOLATIONS OF THE HAWAII FALSE CLAIMS ACT 

Haw. Rev. Stat. § 661-21(a) 

 

270. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

271. This is a claim for treble damages and penalties under the Hawaii False Claims 

Act. 
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272. The Hawaii False Claims Act, Haw. Rev. Stat§ 661-21(a) specifically provides 

that any person who: 

(1) Knowingly presents, or causes to be presented, a false or-fraudulent claim for 

payment or approval; 

(2) Knowingly makes, uses, or causes to be made or used, a false record or 

statement material to a false or fraudulent claim; … 

(8) Conspires to commit any of the conduct described in this subsection, 

 

shall be liable to the State for a civil penalty of not less than $ 5,500 and not more 

than $ 11,000, plus three times the amount of damages that the State sustains due 

to the act of that person. 

273. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Hawaii State Government for payment or approval. 

274. Compliance with federal and state healthcare laws, including the federal AKS, is 

a material condition of payment of claims submitted to the Hawaii Medicaid program.  Haw. Rev. 

Stat. § 346-43.5; Code of Haw. §§ 17-1704, 7-1736; Haw. Medicaid Provider Manual § 2.8.2; 

Haw. State Medicaid Prog. Provider Agreement and Condition of Participation, pt. B, ¶ 1 & pt. C.   

275. To obtain reimbursement from Hawaii's Medicaid program, providers were 

required to submit a provider agreement, pursuant to which the provider agreed to: "abide by the 

applicable provisions of the Hawaii State Medicaid Program set forth in the Hawaii 

Administrative Rules, Title 17, Subtitle 12, and applicable provisions set forth in the Code of 

Federal Regulations (C.F.R.) related to the Medical Assistance Program."  Hawaii State Medicaid 

Program Provider Agreement and Condition of Participation (Part B) at ¶ 1.   

276. Claims for payment to Hawaii that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 
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277. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

278. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Hawaii, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

279. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

280. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

281. The Hawaii State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

282. By reason of Pfizer's acts, the Hawaii State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 
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283. The State of Hawaii is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

284. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

285. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Hawaii in the operation of its Medicaid program. 

COUNT EIGHT  

VIOLATIONS OF THE ILLINOIS WHISTLEBLOWER REWARD AND PROTECTION ACT 

740 Ill. Comp. Stat. § 175/3(A)(1), (2) 

 

286. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

287. This is a claim for treble damages and penalties under the Illinois Whistleblower 

Reward and Protection Act. 

288. The Illinois Whistleblower Reward and Protection Act, 740 Ill. Comp. Stat. 

§175/3 (a)(1)-(3), specifically provide that any person who: 

(A) knowingly presents, or causes to be presented, a false or fraudulent claim for 

payment or approval; 

 

(B) knowingly makes, uses, or causes to be made or used, a false record or 

statement material to a false or fraudulent claim; 

(C) conspires to commit a violation of [the Act]; 

… 

is liable to the State for a civil penalty of not less than $ 5,500 and not more than 

$ 11,000, plus 3 times the amount of damages which the State sustains because 

of the act of that person. 
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289. To be eligible for payments from Illinois's Medicaid program, providers, 

including pharmacies, are required to submit a provider agreement pursuant to which the provider 

"agrees, on a continuing basis, to comply with Federal standards specified in Title XIX and XXI 

of the Social Security Act and with all other applicable Federal and State laws []." The AKS, 

enacted as an addition to the Social Security Act, was one of the "applicable Federal [] laws" 

referenced in that provider agreement. That agreement also requires the provider to 

"acknowledge[] that it [understood] the laws and handbook provisions regarding services and [to] 

certify that the services [complied] with such laws and handbook provisions." Finally, the 

provider "further acknowledges that compliance with such laws and handbook provisions [was] a 

condition of payment for all claims submitted." 

290. In addition to expressly conditioning payment on AKS compliance through its 

provider agreement, Illinois's Medicaid Handbook also specified that the State "actively 

monitor[ed] all claims for payments" to identify possible fraud, which include[d] claims that were 

for services not rendered in accordance with "civil and criminal" laws applicable to Medicaid. See 

Illinois Medicaid Handbook, Chap. 136. 

291. Claims for payment to Illinois that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

292. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Illinois State Government for payment or approval 

and has knowingly made, used, or caused to be made or used, false records and statements, and 

omitted material facts, to induce the government to approve and pay such false and fraudulent 

claims. 

293. Specifically, Pfizer has: 
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 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Illinois, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

294. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

295. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

296. The Illinois State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

297. By reason of Pfizer's acts, the Illinois State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial.  

298. The State of Illinois is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

299. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 
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300. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Illinois in the operation of its Medicaid program. 

COUNT NINE 

VIOLATIONS OF THE INDIANA FALSE CLAIMS  

AND WHISTLEBLOWER PROTECTION ACT 

Ind. Code Ann. § 5-11-5.5-2(b)(1)-(2) 

 

301. Plaintiff restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

302. This is a claim for treble damages and penalties under the Indiana False Claims 

And Whistleblower Protection Act. 

303. The Indiana False Claims and Whistleblower Act, Ind. Code§ 5-11-5.5-2(b) 

(2008), specifically provides that by engaging in certain acts a person commits an unlawful act 

and shall be liable to the state for civil penalties of at least $5,000 and for up to three times the 

amount of damages that the state sustains because of the act of that person, including knowingly 

or intentionally: 

(1) present[ing] a false claim to the state for payment or approval; 

 

(2) mak[ing] or us[ing] a false record or statement to obtain payment or approval 

of a false claim from the state; 

(8) conspiring with another person to perform an act described in subdivisions (1) 

through (6); 

(9) caus[ing] or induc[ing] another person to perform an act described in 

subdivision (1) through (6). 

304. Indiana's anti-kickback statute, codified as part of the state's Medicaid statutes, 

made it a crime to "solicit[], offer[], or receive[] a kickback or bribe in connection with the 

furnishing of [any] items or services" covered by Medicaid "or the making or receipt of [any] 
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payment" by Medicaid. Ind. Code § 12-15-24-2. Further, Chapter 13 of Indiana's Medicaid 

Provider Manual specifically identified "soliciting, offering, or receiving a kickback, bribe, or 

rebate" as an "example[] of [impermissible Medicaid] fraud." 

305. Indiana Medicaid, in turn, required providers, including pharmacies, to submit a 

provider agreement. Pursuant to that agreement, the provider agreed to comply with all state and 

federal laws pertaining to the Medicaid program, i.e., including Indiana's anti-kickback statute and 

the AKS. Further, Indiana's Medicaid provider agreement also required providers to agree to 

render services in accordance with all applicable federal and state statutes and regulations as well 

as Indiana's Medicaid Provider Manual (which, as described above, identified kickback 

arrangements as a type of Medicaid fraud). 

306. In addition to making AKS compliance a condition of payment through the 

provider agreement, Indiana's Medicaid laws and regulations also specified that kickback-tainted 

claims were not entitled to payment. For example, Indiana's Medicaid agency had the statutory 

authority to deny payment for claims when it determined that the "provider [had] violated a 

Medicaid statute or rule adopted under a Medicaid statute," Ind. Code § 12-15-22-1, such as the 

State's version of the AKS, id. § 12-15-24-2. Likewise, Indiana Medicaid regulations authorized 

the state to "deny payment" of claims "aris[ing] out of ... acts or practices ... violating any 

provisions of state or federal Medicaid law ..." 405 Ind. Admin. Code § 1-1-4(a)(6). 

307. Claims for payment to Indiana that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

308. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Indiana State Government for payment or approval. 

Case 2:05-cv-06795-RBS   Document 98   Filed 03/15/16   Page 73 of 127



 
  

 

74 

 

309. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

310. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Indiana, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

311. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

312. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

313. The Indiana State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

314. By reason of Pfizer's acts, the Indiana State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial.  
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315. The State of Indiana is entitled to a penalty of at least $5,000.00 for each and 

every false or fraudulent claim, record, or statement made, used, presented, or caused to be made, 

used, or presented by Pfizer. 

316. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based.  

317. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Indiana in the operation of its Medicaid program. 

COUNT TEN  

VIOLATIONS OF THE LOUISIANA MEDICAL ASSISTANCE PROGRAM 

INTEGRITY LAW La. Rev. Stat. § 46:438.3 

318. Plaintiff restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

319. This is a claim for treble damages and penalties under the Louisiana Medical 

Assistance Program Integrity Law.  

320. The Louisiana False Claims AcUMedical Assistance Programs Integrity Law, La. 

Rev. Stat.§ 46-438.3 provides: 

A. No person shall knowingly present or cause to be presented a false or 

fraudulent claim. 

 

B. No person shall knowingly engage in misrepresentation or make, use, or cause 

to be made or used, a false record or statement material to a false or fraudulent 

claim. 

C. No person shall knowingly make, use, or cause to be made or used, a false 

record or statement material to an obligation to pay or transmit money or 

property to the medical assistance programs, or to knowingly conceal, avoid, or 

decrease an obligation to pay or transmit money or property to the medical 

assistance programs. 
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D. No person shall conspire to defraud, or attempt to defraud, the medical 

assistance programs through misrepresentation or by obtaining, or attempting to 

obtain, payment for a false or fraudulent claim. 

321. Compliance with federal and state healthcare laws, including the federal AKS and 

Louisiana's anti-kickback statute, is a material condition of payment of claims submitted to the 

Louisiana Medicaid program.  La. Rev. Stat. §§ 438.2, 46:437.11, -.14; 50 La. Admin. Code §§ 

4145, 4147; La. Medicaid Prog. Manual §§ 1.1, 1.3; La. Provider Agreement, PE-50 Addendum § 

10, 26, 27 (2013); Louisiana General Information and Administration Provider Manual § 1.3. 

322. To obtain reimbursement from Louisana's Medicaid program, providers were 

required to submit a provider agreement, pursuant to which the provider agreed to: "conduct my 

activities/actions in accordance with the Medical Assistance Program Integrity Law (MAPIL 

Louisiana R.S. Title 46, Chapter 3, Part VI-A) as required to protect the fiscal and programmatic 

integrity of the medical assistance programs … [and provide services and/or supplies that are] 

medically necessary and medically appropriate for each individual patient based on needs 

presented on the date the service is provided and/or  delivered."   Louisiana State Medicaid 

Program PE-50 Addendum - Provider Agreement at ¶¶ 9,10. 

323. Claims for payment to Louisiana that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

324. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Louisiana State Government for payment or 

approval.  

325. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 
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326. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Louisiana, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

327. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

328. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

329. The Louisiana State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

330. By reason of Pfizer's acts, the Louisiana State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial.  

331. The State of Louisiana is entitled to the maximum penalty of $10,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

332. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 
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333. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Louisiana in the operation of its Medicaid program. 

COUNT ELEVEN 

VIOLATIONS OF THE MASSACHUSETTS FALSE CLAIMS LAW  

MASS. GEN. LAWS CH. 12 § 5B(a) 

334. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

335. This is a claim for treble damages and penalties under the Massachusetts False 

Claims Law.  

336. The Massachusetts False Claims Act, Mass. Gen. Laws Ann. chap. 12, §5(8)(1)-

(3), provides in part, that any person who: 

(1) knowingly presents, or causes to be presented, a false or fraudulent claim for 

payment or approval; 

(2) knowingly makes, uses or causes to be made or used a false record or 

statement material to a false or fraudulent claim;  

(3) conspires to commit a violation of this subsection; … 

 

shall be liable to the commonwealth or political subdivision for a civil penalty of 

not less than $ 5,500 and not more than $ 11,000 per violation…, plus 3 times the 

amount of damages, including consequential damages, that the commonwealth or 

a political subdivision thereof sustains because of such violation. 

337. Massachusetts's anti-kickback laws, codified as among the statutes governing the 

state's Medicaid program, imposed both criminal and civil penalties for "solicit[ing]," 

"receiv[ing]," "offer[ing]," or "pay[ing] any remuneration, including any bribe or rebate, directly 

or indirectly, overtly or covertly, in cash or in kind in return for ... purchas[ing], order[ing] or [] 

recommend[ing] purchasing [] or ordering of any good ... or item for which payment may be 
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made in whole or in part" by Massachusetts Medicaid. Mass. Stat. 118E §§ 41 (criminal 

penalties), 44 (civil remedies). 

338. To obtain reimbursements from Massachusetts Medicaid, providers, including 

pharmacies, were required to submit a provider agreement. Pursuant to that agreement, providers 

agreed to "comply with all state and federal statutes, rules, and regulations applicable to the 

provider's participation in [Massachusetts Medicaid]." 

339. In addition, Massachusetts Medicaid regulations also expressly conditioned 

reimbursement on providers complying with the AKS and the state's anti-kickback law. 

Specifically, all providers, including pharmacies, were required to "comply with all federal and 

state laws and regulations prohibiting fraudulent acts and false reporting, specifically including 

but not limited to 42 U.S.C. 1320a-7b [the federal AKS]." 130 C.M.R. § 450.261. Further, in the 

event of non-compliance, the state Medicaid agency had the authority to "withhold payment to a 

provider" based on "any violations" or "credible allegations of fraud." Id. § 450.249(b)-(c). 

340. Claims for payment to Massachusetts that resulted from illegal kickbacks and 

illegal promotion of Vfend for noncovered and nonpayable uses are false claims. 

341. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Massachusetts State Government for payment or 

approval. 

342. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

343. Specifically, Pfizer has: 
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 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Massachusetts, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

344. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

345. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct.  The false claims were presented by thousands of separate entities, and 

over many years. 

346. The Massachusetts State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

347. By reason of Pfizer's acts, the Massachusetts State Government has been 

damaged, and continues to be damaged, in substantial amounts to be determined at trial. 

348. The State of Massachusetts is entitled to the maximum penalty of $11,000.00 for 

each and every false or fraudulent claim, record, or statement made, used, presented, or caused to 

be made, used, or presented by Pfizer. 

349. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 
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350. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Massachusetts in the operation of its Medicaid program. 

COUNT TWELVE 

VIOLATIONS OF THE MICHIGAN MEDICAID FALSE CLAIMS ACT 

Mich. Comp. Laws § 400.607 et seq., as amended as amended by 2008 PA 421 

351. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

352. This is a claim for treble damages and penalties under the Michigan Medicaid 

False Claims Act. 

353. The Michigan False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval, and those who 

make or use, or cause to be made or used, false records or statements material to a false claim.  

Mich. Comp. Laws § 400.607(1).  

354. Michigan's anti-kickback statute, enacted as part of the state's Medicaid False 

Claims Act, was an amendment to the Michigan's Social Welfare Act 280 of 1939. MI. Stat. § 

400.604. That provision made it a felony to "solicit[], offer[], or receive[] a kickback or bribe in 

connection with the furnishing of goods or service for which payment is or may be made in whole 

or in part" by Michigan's Medicaid program. Id. 

355. To be eligible for payments from Michigan's Medicaid program, pharmacies were 

required to execute a pharmacy provider enrollment and trading partner agreement and to certify 

that, "by signing this agreement," it "agree[d] to the [agreement's] conditions and provisions." 

Specifically, one of the conditions in that agreement was that pharmacy "agree[d] to comply with 
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the provisions of ... Act No. 280 of the Public Acts of 1939, as amended," which included 

Michigan's Medicaid anti-kickback statute. 

356. In addition to requiring pharmacies to certify that they would not engage in 

kickback arrangements through the provider agreement, Michigan's Medicaid program manuals 

also indicated that reimbursements were conditioned on compliance with applicable federal and 

state laws, including the AKS and Michigan's anti-kickback statute. For example, section 3.1 of 

the Michigan Medicaid's pharmacy manual provided that "applicable State and Federal laws ... 

must be observed by participating pharmacies." 

357. Claims for payment to Michigan that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

358. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Michigan State Government for payment or 

approval. 

359. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

360. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Michigan, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 
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361. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

362. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

363. The Michigan State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

364. By reason of Pfizer's acts, the Michigan State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

365. The State of Michigan is entitled to the maximum penalty for each and every 

false or fraudulent claim, record, or statement made, used, presented, or caused to be made, used, 

or presented by Pfizer. 

366. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

367. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Michigan in the operation of its Medicaid program. 

 

 

 

 

 

 

Case 2:05-cv-06795-RBS   Document 98   Filed 03/15/16   Page 83 of 127



 
  

 

84 

 

COUNT THIRTEEN 

VIOLATIONS OF MICHIGAN PUBLIC ACTS, 1977 PA 72,  

As amended by 1984 PA 333, as amended by 2005 PA 337, as amended by 2008 PA 421 

 

368. Plaintiffs re-allege and incorporate by reference each and every of the foregoing 

paragraphs as if fully set forth herein. 

369. This is a claim for treble damages and penalties under the Michigan Medicaid 

False Claims Act brought by Plaintiffs on behalf of themselves and the State of Michigan. 

370. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Michigan State Government for payment or 

approval. 

371. For example, prescriptions for the purposes of non-medically accepted uses 

would not have been presented but for the illegal incentives and unlawful promotional activities 

made by Pfizer. As a result of this illegal scheme, these claims were improper in whole pursuant 

to the State of Michigan's False Medicaid Claims Act. 

372. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

373. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Michigan, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 
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374. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

375. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

376. The Michigan State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

377. By reason of Pfizer's acts, the Michigan State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

378. The State of Michigan is entitled to the maximum penalty for each and every 

false or fraudulent claim, record, or statement made, used, presented, or caused to be made, used, 

or presented by Pfizer. 

379. Pfizer did not, within a reasonable period of time after first obtaining information 

as to such violations, furnish such information to officials of the State responsible for 

investigating false claims violations, did not otherwise fully cooperate with any investigation of 

the violations, and have not otherwise furnished information to the State regarding the claims for 

reimbursement at issue. 

380. Plaintiffs are private persons with direct and independent knowledge of the 

allegations in this Complaint, who have brought this action pursuant to Michigan's False Claims 

Act on behalf of themselves and the State of Michigan.  
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381. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Michigan in the operation of its Medicaid program. 

382. Plaintiffs believe and avers that they are "original sources" of the facts and 

information upon which this action is based. 

383. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Michigan in the operation of its Medicaid program. 

COUNT FOURTEEN 

VIOLATIONS OF THE MONTANA FALSE CLAIMS ACT  

Mont. Code Ann. § 17-8-403(1)(A)-(B) 

384. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

385. This is a claim for treble damages and penalties under the Montana False Claims 

Act. 

386. The Montana False Claims Act, Mont. Code Ann., § 17-8-403(1) provides for 

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

(a) knowingly presents or causes to be presented a false or fraudulent claim for 

payment or approval; 

(b) knowingly makes, uses, or causes to be made or used a false record or 

statement material to a false or fraudulent claim;  

(c) conspires to commit a violation of this subsection (1); … 

(h) as a beneficiary of an inadvertent submission of a false or fraudulent claim to 

the governmental entity, subsequently discovers the falsity of the claim or that 

the claim is fraudulent and fails to disclose the false or fraudulent claim to the 

governmental entity within a reasonable time after discovery of the false or 

fraudulent claim. 
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387. Compliance with federal and state healthcare laws, including the federal AKS and 

Montana's anti-kickback statute, is a material condition of payment of claims submitted to the 

Montana Medicaid program.  Mont. Code § 45-6-13; Admin. Rules of Mont. §§ 37.85.401, 

37.85.501; Gen. Info. for Providers: Medicaid and Other Med. Assist. Programs at 3.8; Mont. 

Health Care Programs [Medicaid, HMK Plus/Children’s Medicaid, and HMK/CHIP] and MHSP 

Provider Enrollment Agreement and Signature Page at 19. 

388. To obtain reimbursement from Montana's Medicaid and other healthcare 

programs, providers were required to submit a provider enrollment agreement, pursuant to which 

the provider agreed to: "[c]omply with all applicable laws, rules and written policies pertaining to 

the Montana Medicaid Program (Medicaid) . . . "  

389. Claims for payment to Montana that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

390. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Montana State Government for payment or 

approval. 

391. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

392. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Montana, 

 

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

 

 conspired to defraud the state by getting false and fraudulent claims allowed or paid; and, 
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 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

393. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

394. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

395. The Montana State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

396. By reason of Pfizer's acts, the Montana State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

397. The State of Montana is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

398. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

399. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Montana in the operation of its Medicaid program. 
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COUNT FIFTEEN 

VIOLATIONS OF THE NEVADA FALSE CLAIMS ACT  

NEV. REV. STAT. ANN. § 357.040 

400. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

401. This is a claim for treble damages and penalties under the Nevada False Claims 

Act. 

402. The Nevada False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval; those who make 

or use, or cause to be made or used, false records or statements material to a false claim; and those 

who conspire to commit any of the acts set forth in the Nevada False Claims Act.  Nev. Rev. Stat. 

§ 357.040(1)(a)-(1)(b). 

403. Nevada's Medicaid programs prohibited kickback relationships by defining them 

as a type of fraud on Medicaid. Nevada's Medicaid Services Manual, a compilation of the state's 

Medicaid regulations, provided, at Chapter 3303, that it was fraud to "solicit[], receiv[e], offer, or 

pay any remuneration (including any kickback, bribe, or rebate) directly or indirectly, overtly or 

covertly, in cash or in kind, in return for, or to induce any person to ... purchase [] order [] or 

recommend the purchase [] or order of any item, service [or] good [] for which payment may be 

made, in whole or part, under Medicaid." 

404. To receive reimbursements from Nevada's Medicaid program, providers, 

including pharmacies, were required both to submit a provider enrollment application and to 

execute a Nevada Medicaid and Nevada Check Up Provider Contract. As part of the enrollment 

application, the provider "declare[d]" its understanding "that payment of satisfaction of [its 

Medicaid] claims [would] be from federal and state funds and [] false claims, statements, 
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documents or concealment of material facts [could] be prosecuted under federal and state laws." 

Further, pursuant to the Medicaid provider contract, the provider "agree[d]" to comply with "all 

applicable local, state and federal laws, statutes, rules, and regulations, as well as administrative 

policies and procedures set forth by [Nevada Medicaid]." In addition, the provider contract 

specified that Nevada Medicaid "agree[d] to provide payment" to the extent that the services were 

"rendered by Provider in accordance with federal and state law and the [] policies and procedures 

set forth in the Nevada Medicaid Services Manual." 

405. Claims for payment to Nevada that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

406. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Nevada State Government for payment or approval. 

407. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

408. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Nevada, 

 

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

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

409. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 
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410. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

411. The Nevada State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

412. By reason of Pfizer's acts, the Nevada State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

413. The State of Nevada is entitled to the maximum penalty of $11,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

414. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

415. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Nevada in the operation of its Medicaid program. 

COUNT SIXTEEN 

VIOLATIONS OF THE NEW HAMPSHIRE FALSE CLAIMS ACT  

RSA § 167:61-b 

 

416. Plaintiff restates and incorporate each and every allegation above as if the same 

were fully set forth herein. 

417. This is a claim for treble damages and penalties under the New Hampshire False 

Claims Act. 
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418. The New Hampshire False Claims Act imposes liability upon, inter alia, those 

who knowingly present, or cause to be presented, to an officer or employee of the department, a 

false or fraudulent claim for payment or approval; those who knowingly make, use, or cause to be 

made or used, a false record or statement to get a false or fraudulent claim paid or approved by the 

department; and those who conspire to defraud the department by getting a false or fraudulent 

claim allowed or paid. RSA 167:61-b(I)(a)-(c). 

419. The New Hampshire False Claims Act also imposes liability upon those who 

knowingly solicit or receive any remuneration, including any bribe or rebate, directly or 

indirectly, overtly or covertly, in cash or in kind, in return for purchasing, leasing, ordering, or 

arranging for or recommending the purchase, lease, or ordering of any good, service, 

accommodation or facility for which payment may be made in whole or in part under New 

Hampshire Medicaid, or knowingly offer or pay any remuneration, including any bribe or rebate, 

directly or indirectly, overtly or covertly, in cash or in kind, to induce a person to purchase, lease, 

order, or arrange for or recommend the purchase, lease, or ordering of any good, service, 

accommodation or facility for which payment may be made in whole or in part under New 

Hampshire Medicaid. RSA 167:61-b(I)(i). 

420. Claims for payment to New Hampshire that resulted from illegal kickbacks and 

illegal promotion of Vfend for noncovered and nonpayable uses are false claims.  

421. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the New Hampshire State Government for payment or 

approval. 
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422. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

423. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of New 

Hampshire, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

424. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

425. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

426. The New Hampshire State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

427. By reason of Pfizer's acts, the New Hampshire State Government has been 

damaged, and continues to be damaged, in substantial amounts to be determined at trial. 
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428. The State of New Hampshire is entitled to the maximum penalty of $10,000.00 

for each and every false or fraudulent claim, record, or statement made, used, presented, or caused 

to be made, used, or presented by Pfizer. 

429. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

430. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of New Hampshire in the operation of its Medicaid program. 

COUNT SEVENTEEN 

VIOLATIONS OF THE NEW JERSEY FALSE CLAIMS ACT 

  N.J. Stat. § 2A:32C-3  

431. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

432. This is a claim for treble damages and penalties under the New Jersey False 

Claims Act. 

433. New Jersey's State Medicaid Anti-Kickback Statute made it a crime to "solicit[], 

offer[], or receive[] any kickback, rebate, or bribe in connection with the furnishing of items or 

services for which payment is or may be made in whole or in part" by New Jersey's Medicaid 

program. N.J. Stat. § 30:4d-17(c). 

434. To receive payments from New Jersey's Medicaid program, providers, including 

pharmacies, were required to execute a provider agreement. That agreement gave providers 

specific notice that "[t]here are Federal and State Statutes and Regulations governing kickbacks 

and referral practices which may apply to you ... [including], but are not limited to: the Federal 

Medicare and Medicaid Anti-Kickback Statute (42 USC 1320A-7b(b)) ... the State Medicaid Anti-
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Kickback Statute (NJSA 30:4D-17(C) ..." The provider agreement further directed providers to 

"carefully review and understand these legal requirements and prohibitions" because, by "signing 

[that] agreement," providers gave their "representation[s] that there [was] compliance with all 

these requirements." 

435. In addition, New Jersey's Medicaid regulations also conditioned reimbursement 

on providers' compliance with applicable federal and state laws like the AKS and New Jersey's 

Medicaid Anti-Kickback Statute. See N.J. Admin. Code § 10:49-5.5(a)(17). Specifically, the state 

Medicaid agency had the authority to withhold payment for "[c]laims for services, goods or 

supplies which are furnished, rendered, [], or ordered in violation of Federal and State civil or 

criminal statutes." Claims for payment to New Jersey that resulted from illegal kickbacks and 

illegal promotion of Vfend for noncovered and nonpayable uses are false claims. 

436. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the New Jersey State Government for payment or 

approval. 

437. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

438. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of New 

Jersey, 

 

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

 

 conspired to defraud the state by getting false and fraudulent claims allowed or paid; and, 
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 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

439. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

440. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

441. The New Jersey State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

442. By reason of Pfizer's acts, the New Jersey State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

443. The State of New Jersey is entitled to the maximum penalty for each and every 

false or fraudulent claim, record, or statement made, used, presented, or caused to be made, used, 

or presented by Pfizer. 

444. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

445. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of New Jersey in the operation of its Medicaid program. 
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COUNT EIGHTEEN 

VIOLATIONS OF THE TENNESSEE FALSE CLAIMS ACT AND  

TENNESSEE MEDICAID FALSE CLAIMS ACT 

Tenn. Code Ann. §§ 4-18-103 et seq. and 71-5-182(A)(1) et seq. 

446. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

447. This is a claim for treble damages and penalties under the Tennessee False 

Claims Act and the Tennessee Medicaid False Claims Act.  

448. The Tennessee False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval, and those who 

make or use, or cause to be made or used, false records or statements material to a false claim.  

Tenn. Code Ann. § 4-18-103(a)(1)-(a)(2).  

449. Compliance with federal and state healthcare laws, including the federal AKS, is 

a material condition of payment of claims submitted to the Tennessee Medicaid program.  Tenn. 

Code § 71-1-120; Tenn. Rules and Reg. §§ 1200-13-1-.05, 1200-13-1-.21; State of Tenn., Dep’t 

of Fin. and Admin., Med. Assist. Participation Agreement (Medicaid/TennCare Title XIX 

Program) for Inpatient and Outpatient Hospital Serv. §§ I(D), I(E), III(A), III(F).   

450. To obtain reimbursement from Tennessee's Medicaid program, providers were 

required to submit a provider participation agreement, pursuant to which the provider agreed to: 

"[c]omply with all contractual terms and Medicaid policies as outlined in Federal and State rules 

and regulations and Medicaid provider manuals and bulletins." 

451. Claims for payment to Tennessee that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 
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452. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Tennessee State Government for payment or 

approval. 

453. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

454. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Tennessee, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

455. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

456. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

457. The Tennessee State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

that would not be paid but for Pfizer's false and illegal off-label marketing practices. 
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458. By reason of Pfizer's acts, the Tennessee State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

459. The State of Tennessee is entitled to the maximum penalty of $10,000.00 for each 

and every false or fraudulent claim, record, or statement made, used, presented, or caused to be 

made, used, or presented by Pfizer. 

460. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

461. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Tennessee in the operation of its Medicaid program. 

COUNT NINTEEN 

VIOLATIONS OF THE TEXAS MEDICAID FRAUD PREVENTION LAW  

Tex. Hum. Res. Code § 36.002 

462. Plaintiffs restate and incorporates each and every allegation above as if the same 

were fully set forth herein. 

463. This is a claim for treble damages and penalties under the Texas Medicaid Fraud 

Prevention Law.  

464. The Texas False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval, and those who 

make or use, or cause to be made or used, false records or statements material to a false claim.  

Tex. Hum. Res. Code Ann. § 36.002(1)-(13).  

465. Texas imposed both civil and criminal penalties on kickbacks in connection with 

the state's Medicaid program. The civil provision, codified as part of the state's Medicaid statutory 

scheme, provided both damages and penalties for "solicit[ing]," "receiv[ing]," "offer[ing]," or 
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"pay[ing], directly or indirectly, overtly or covertly any remuneration, including any kickback, 

bribe or rebate, in cash or in kind to induce a person to purchase, [] order[ing] or [] recommend 

the purchase [] or ordering of any good ... or item for which payment may be made, in whole or in 

part, under [Texas's Medicaid] program." Tex. Hum. Res. C § 32.039(b)1-b–1e. The criminal 

provision, in turn, made it a criminal offense to "knowingly pay[], charge[], solicit[], accept[], or 

receive[], in addition to an amount paid under the Medicaid program, a gift, money, a donation or 

other consideration as a condition to the provision of a service or product." Tex. Penal C. § 

35A.02(5). 

466. To obtain reimbursements from Texas Medicaid, pharmacies, such as BioScrip, 

were required to execute an agreement with the state. That agreement expressly required the 

pharmacy to "comply with all Texas and federal laws that regulate fraud, abuse, and waste in 

health care and the Medicaid [] program []." It also stated that, "by signing this Contract," the 

pharmacy was "confirm[ing] that [it has] read, understood, and will comply with the terms of this 

Contract and the applicable requirements of the Medicaid [] program[]." 

467. In addition, Texas Medicaid statutes expressly linked reimbursements to 

providers complying with prohibitions on kickbacks like the state's anti-kickback law. 

Specifically, if it found non-compliance with the civil anti-kickback provision, Texas's Medicaid 

agency was entitled to recover "the amount paid ... as result of the [kickback] violation and 

interest on that amount," as well as penalties. See Tex. Hum. Res. C § 32.039(C). 

468. Claims for payment to Texas that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

469. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Texas State Government for payment or approval. 
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470. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

471. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of Texas, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

472. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

473. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

474. The Texas State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

475. By reason of Pfizer's acts, the Texas State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

476. Pfizer did not, within 30 days after he first obtained information as to such 

violations described in this complaint, furnish such information to officials of the State 

responsible for investigating false claims violations, did not otherwise fully cooperate with any 
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investigation of the violations, and have not otherwise furnished information to the State 

regarding the clams for reimbursement at issue 

477. The State of Texas is entitled to the maximum penalty of $10,000.00 for each and 

every false or fraudulent claim, record, or statement made, used, presented, or caused to be made, 

used, or presented by Pfizer. 

478. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

479. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the State of Texas in the operation of its Medicaid program. 

COUNT TWENTY 

VIOLATIONS OF THE VIRGINIA FRAUD AGAINST TAXPAYERS ACT  

Va. Code Ann. § 8.01-216.3(A)(1), (2) 

480. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein.  

481. This is a claim for treble damages and penalties under the Virginia Fraud Against 

Taxpayers Act. 

482. The Virginia False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval; those who make 

or use, or cause to be made or used, false records or statements material to a false claim; and those 

who conspire to commit a violation of the Virginia False Claims Act.  Va. Code Ann. § 8.01-

216.3(A)(1)-(A)(3).  

483. Virginia's anti-kickback law was codified as part of the state's Medicaid statutory 

scheme. See Va. Code § 32.1-315. Specifically, that provision made it a felony to "knowingly and 
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willfully solicit[] or receive[]" or "offer[] or pay[] any remuneration, including any kickback, 

bribe, or rebate, directly or indirectly, overtly or covertly, in cash or in-kind ... in return for 

purchasing, [] ordering, or [] recommending purchasing [] or ordering any goods, [] service, or 

item" covered by the state's Medicaid program. Id. § 32.1-315(A), (B). 

484. To obtain Medicaid reimbursements from Virginia, pharmacies and other 

providers were required to submit a Participation Agreement. As part of that agreement, the 

pharmacy stated it understood (i) that it was "responsible for the presentation of true, accurate, 

and complete information on all invoices/claims submitted to [the state Medicaid program];" and 

(ii) that "payment and satisfaction of these claims [would] be from federal and state funds and that 

false claims, statements, documents, or concealment of material fact [could] be prosecuted under 

applicable federal and state laws." In addition, each time a pharmacy submitted a claim to 

Virginia's Medicaid program, it was required to sign a certification averring that the information 

in the claim was "true accurate and complete" and the claim did not involve any "concealment of 

material fact." 

485. Claims for payment to Virginia that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

486. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Virginia State Government for payment or 

approval. 

487. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

488. Specifically, Pfizer has: 
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 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Virginia, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

489. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

490. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 

491. The Virginia State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that would 

not be paid but for Pfizer's false and illegal off-label marketing practices. 

492. By reason of Pfizer's acts, the Virginia State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial.  

493. The Commonwealth of Virginia is entitled to the maximum penalty of 

$11,000.00 for each and every false or fraudulent claim, record, or statement made, used, 

presented, or caused to be made, used, or presented by Pfizer. 

494. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 
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495. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the Commonwealth of Virginia in the operation of its Medicaid program. 

COUNT TWENTY-ONE 

Violations of the District of Columbia Procurement Reform Amendment Act 

D.C. Code § 2-308.14 

496. Plaintiffs restate and incorporate each and every allegation above as if the same 

were fully set forth herein. 

497. This is a claim for treble damages and penalties under the District of Columbia 

Procurement Reform Amendment Act. 

498. The District of Columbia False Claims Act imposes liability upon, inter alia, 

those who knowingly present or cause to be presented false claims for payment or approval; those 

who make or use, or cause to be made or used, false records or statements material to a false 

claim; and those who conspire to commit a violation of the Act.  D.C. Code § 2-308.14(a)(1)-

(a)(2), (a)(7). 

499. The District of Columbia's ("D.C.") Medicaid Fraud Prevention Statute included 

anti-kickback provisions. See D.C. Code Ann. § 4-802. That statute made it a crime to "solicit, 

accept, [] agree to accept," or "confer, offer, or agree to confer or offer any type of remuneration 

for ... recommending the purchase [] or order of any good [] or item for which payment may be 

made under [D.C.'s] Medicaid program." Id. § 4-802(c)-(d). 

500. To obtain reimbursements under D.C.'s Medicaid program, providers, including 

pharmacies, were required to execute a provider agreement. That agreement expressly conditioned 

payment on compliance with applicable federal and local laws such as the AKS and D.C.'s anti-

kickback law, providing, specifically, that "if the [D.C. Medicaid agency] determine[d] that a 
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provider [] failed to comply with the applicable Federal or District law or rule," the agency could 

"withhold all or part of the provider's payments." 

501. Claims for payment to the District of Columbia that resulted from illegal 

kickbacks and illegal promotion of Vfend for noncovered and nonpayable uses are false claims. 

502. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the District of Columbia Government for payment or 

approval. 

503. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

504. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the District of 

Columbia, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

505. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

506. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, and 

over many years. 
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507. The District of Columbia Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the claims 

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

508. By reason of Pfizer's acts, the District of Columbia Government has been 

damaged, and continues to be damaged, in substantial amounts to be determined at trial.  

509. The District of Columbia is entitled to the maximum penalty of $11,000.00 for 

each and every false or fraudulent claim, record, or statement made, used, presented, or caused to 

be made, used, or presented by Pfizer. 

510. Plaintiffs believe and aver that they are "original sources" of the facts and 

information upon which this action is based. 

511. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts separate 

damage to the District of Columbia in the operation of its Medicaid program. 

COUNT TWENTY-TWO 

Violations of the Georgia State False Medicaid Claims Act 

O.C.G.A. § 49-4-168 et seq. 

512. Plaintiffs incorporate by reference each of the foregoing paragraphs of this 

Complaint as if fully set forth herein.  

513. This is a qui tam action brought by brought by Plaintiffs and the State of Georgia 

to recover treble damages, civil penalties and the cost of this action, under the Georgia State False 

Medicaid Claims Act, O.C.G.A. § 49-4-168 et. seq. 

514. Pfizer, from at least 2004 to the present, have engaged in a continuous practice of 

using and concealing unlawful marketing practices to promote the off-label use of Vfend, with the 

result that he have: (a) knowingly presented and caused to be presented, to an officer and 
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employee of the State of Georgia, false and fraudulent claims for payment and approval; and (b) 

have knowingly made, used, and caused to be made and used, false records and statements to get 

false and fraudulent claims paid and approved by the State of Georgia. 

515. The Georgia False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval; those who make 

or use, or cause to be made or used, false records or statements material to a false claim; and those 

who conspire to commit a violation of the Act.  Ga. Code Ann. § 49-4-168.1(a)(1)-(a)(3). 

516. Section 106(E) of Georgia's Medicaid Manual expressly "prohibited" any "offer 

or payment of remuneration, whether direct, indirect, overt, covert, in cash or in kind, in return for 

the referral of a Medicaid [beneficiary]." Section 106(J) of that Manual further prohibited 

providers from "bill[ing]" Medicaid "for any services not performed or delivered in accordance 

with all applicable policies." In addition, section 405(E) of that Manual specifically authorized 

Georgia Medicaid to deny reimbursement for "[n]oncompliance with any ... applicable policies 

and procedures," and section 407(F) authorized the state to recoup reimbursement when a 

provider failed to "comply with all terms and conditions of participation related to the service(s) 

for which a claim has been paid." 

517. To be eligible for payments from Georgia's Medicaid program, providers, 

including pharmacies, executed a Statement of Participation, which expressly "establishe[d] the 

means and terms of reimbursement between [Georgia Medicaid] and the [provider]." That 

statement also specified that Georgia Medicaid would only "reimburse for such claims, and in 

such amounts as meet the provision of ... applicable federal and state laws, [HHS] regulations ... 

and the applicable terms and conditions ... published in [Georgia Medicaid's] Policies and 

Procedures Manuals and amendments thereto." 
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518. In addition, "in consideration of the right to submit payment claims 

[electronically]," a provider was required to "agree[]," "certif[y]," and "stipulate[]" that: 

 it "shall abide by all Federal and State statutes, rules and regulations governing the 

Georgia Medicaid Program;" 

 

 "any false claim or statement or concealment of or failure to disclose a material fact may 

be prosecuted under applicable Federal and/or State Law" because "payment of claims ... 

[was] from Federal and State funds," 

 

 "all electronic [] claims submissions by the Provider shall be true, accurate and complete, 

and [the] Provider's signature on the [statement] shall be binding as certification of such 

..."  

 

519. Claims for payment to Georgia that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

520. By virtue of the acts described above, Pfizer knowingly presented, or caused to 

be presented, false or fraudulent claims to the Georgia State Government for payment or 

approval. 

521. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Georgia, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

522. For example, prescriptions for the purposes of non-medically accepted uses would 

not have been presented but for the illegal incentives and unlawful promotional activities made 

by Pfizer. As a result of this illegal scheme, these claims were improper in whole pursuant to 

the Georgia State False Medicaid Claims Act. 
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523. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

524. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

525. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, 

and over many years. 

526. The Georgia State Government, unaware of the falsity of the records, statements, 

and claims made, or caused to be made by Pfizer, paid and continues to pay the claims that 

would not be paid but for Pfizer's false and illegal off-label marketing practices. 

527. By reason of Pfizer's acts, the Georgia State Government has been damaged, and 

continues to be damaged, in substantial amounts to be determined at trial. 

528. Georgia is entitled to the maximum penalty for each and every false or fraudulent 

claim, record, or statement made, used, presented, or caused to be made, used, or presented by 

Pfizer. 

529. Pfizer did not, within a reasonable period of time after first obtaining information 

as to such violations, furnish such information to officials of the State responsible for 

investigating false claims violations, did not otherwise fully cooperate with any investigation of 

the violations, and have not otherwise furnished information to the State regarding the claims 

for reimbursement at issue. 
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530. Plaintiffs are private persons with direct and independent knowledge of the 

allegations in this Complaint, who has brought this action pursuant to Georgia State False 

Medicaid Claims Act on behalf of themselves and the State of Georgia. Plaintiffs believe and 

aver that they are "original sources" of the facts and information upon which this action is 

based. 

531. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts 

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

COUNT TWENTY-THREE 

Violations of the Oklahoma Medicaid False Claims Act 

63 Okla. Stat. § 5053, et seq. 

532. Plaintiffs incorporate by reference each of the foregoing paragraphs of this 

Complaint as if fully set forth herein. 

533. This is a qui tam action brought by brought by Plaintiffs and the State of 

Oklahoma to recover treble damages, civil penalties and the cost of this action, under the 

Oklahoma Medicaid False Claims Act, 63 Okla. Stat. § 5053, et. seq.  

534. Pfizer, from at least 2004 to the present, have engaged in a continuous practice of 

using and concealing unlawful marketing practices to promote the off-label use of Vfend, with 

the result that they have: (a) knowingly presented and caused to be presented, to an officer and 

employee of the State of Oklahoma, false and fraudulent claims for payment and approval; and 

(b) have knowingly made, used, and caused to be made and used, false records and statements to 

get false and fraudulent claims paid and approved by the State of Oklahoma. 

535. The Oklahoma Medicaid False Claims Act, 63 Okla. Stat. § 5053.1 (B), 

specifically provides in part: 
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B. Any person who: 

1. Knowingly presents, or causes to be presented, to an officer or employee of the 

State of Oklahoma, a false or fraudulent claim for payment or approval;  

2. Knowingly makes, uses, or causes to be made or used, a false record or 

statement to get a false or fraudulent claim paid or approved by the state;  

3. Conspires to defraud the state by getting a false or fraudulent claim allowed or 

paid; … 

is liable to the State of Oklahoma for a civil penalty of not less than Five 

Thousand Dollars ($ 5,000.00) and not more than Ten Thousand Dollars ($ 

10,000.00), unless a penalty is imposed for the act of that person in violation of 

this subsection under the federal False Claims Act for the same or a prior action, 

plus three times the amount of damages which the state sustains because of the 

act of that person. 

 

536. Pfizer knowingly and intentionally caused to be made false statements and 

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

program, claims which failed to disclose the material violations of the Oklahoma Medicaid 

False Claims Act. 

537. For example, prescriptions for the purposes of non-medically accepted uses 

would not have been presented but for the illegal incentives and unlawful promotional activities 

made by Pfizer. As a result of this illegal scheme, these claims were improper in whole pursuant 

to the State of Oklahoma State False Medicaid Claims Act. 

538. Oklahoma's anti-kickback statute, codified as part of the Oklahoma Medicaid 

Program Integrity Act, made it "unlawful for any person to willfully and knowingly ... solicit or 

accept a benefit, pecuniary benefit, or kickback in connection with goods or services paid or 

claimed by a provider to be payable by [] Medicaid []." 56 Okla. Stat. § 1005(A)(6). 

539. Oklahoma required providers, including pharmacies, to "have on file [] an 

approved Provider Agreement" with the state's Medicaid agency "[i]n order to be eligible for 

payment." Okla. Admin. C. § 317:30-3-2. A basic purpose of that agreement was to "assure[] 
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compliance with all applicable Federal and State Regulations." Id. Specifically, pursuant to that 

agreement, providers certified they would "comply with all applicable Medicaid statutes, 

regulations, and policies, [as well as] properly promulgated rules of [Oklahoma's Medicaid 

agency]." The providers also acknowledged understanding that "all claims [would] be [] from 

federal and state funds" and any "false claims, statements or documents, or any concealment of 

a material fact [could] be prosecuted under applicable federal or state laws." 

540. In addition, Chapter 2 of Oklahoma Medicaid's Provider Billing and Procedure 

Manual stated that the providers were not entitled to payments for "services not covered under 

the scope of [Oklahoma's Medicaid] program[]," which included services connected to kickback 

arrangements. Indeed, the Manual further specified that "claims [for such non-covered services] 

[would] be denied or payment [would] be recouped." 

541. Claims for payment to Oklahoma that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

542. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

543. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Oklahoma, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

Case 2:05-cv-06795-RBS   Document 98   Filed 03/15/16   Page 113 of 127



 
  

 

114 

 

544. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

545. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, 

and over many years. 

546. The Oklahoma State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the 

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

547. By reason of Pfizer's acts, the Oklahoma State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

548. Oklahoma is entitled to the maximum penalty for each and every false or 

fraudulent claim, record, or statement made, used, presented, or caused to be made, used, or 

presented by Pfizer. 

549. Pfizer did not, within a reasonable period of time after first obtaining information 

as to such violations, furnish such information to officials of the State responsible for 

investigating false claims violations, did not otherwise fully cooperate with any investigation of 

the violations, and have not otherwise furnished information to the State regarding the claims 

for reimbursement at issue. 

550. Plaintiffs are private persons with direct and independent knowledge of the 

allegations in this Complaint, who has brought this action pursuant to Oklahoma False Medicaid 
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Claims Act on behalf of themselves and the State of Oklahoma. Plaintiffs believe and aver that 

they are an "original sources" of the facts and information upon which this action is based.  

551. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts 

separate damage to the State of Oklahoma in the operation of its Medicaid program. 

COUNT TWENTY-FOUR 

Violations of the Wisconsin False Claims for Medical Assistance Act 

Wis. Stat. § 20.931, et seq. 

552. Plaintiffs incorporate by reference each of the foregoing paragraphs of this 

Complaint as if fully set forth herein.  

553. This is a qui tam action brought by brought by Plaintiffs and the State of 

Wisconsin to recover treble damages, civil penalties and the cost of this action, under the 

Wisconsin False Claims for Medical Assistance Act, WIS. STAT. § 20.931, et. seq. 

554. Pfizer, from at least 2004 to the present, have engaged in a continuous practice of 

using and concealing unlawful marketing practices to promote the off-label use of Vfend, with 

the result that he have: (a) knowingly presented and caused to be presented, to an officer and 

employee of the State of Wisconsin, false and fraudulent claims for payment and approval; and 

(b) have knowingly made, used, and caused to be made and used, false records and statements to 

get false and fraudulent claims paid and approved by the State of Wisconsin. 

555. The Wisconsin False Claims Act imposes liability upon, inter alia, those who 

knowingly present or cause to be presented false claims for payment or approval, and those who 

make or use, or cause to be made or used, false records or statements material to a false claim.  

Wis. Stat. § 20.931(2)(a)-(2)(b). 
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556. Pfizer knowingly and intentionally caused to be made false statements and 

misrepresentations of material facts on applications for payment under the Wisconsin Medicaid 

program, claims which failed to disclose the material violations of the Wisconsin False Claims 

for Medical Assistance Act. 

557. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of 

Wisconsin, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

558. For example, prescriptions for the purposes of non-medically accepted uses 

would not have been presented but for the illegal incentives and unlawful promotional activities 

made by Pfizer. As a result of this illegal scheme, these claims were improper in whole pursuant 

to the State of Wisconsin State False Medicaid Claims Act. 

559. Wisconsin's anti-kickback law, codified as part of Wisconsin's Medicaid fraud 

statute, classified as a felony the "solicitation," "receipt," "offer" or "payment" of any kickbacks 

in connection with the state's Medicaid program. See Wisc. Stat. § 49.49(2) (re-codified in 2013 

as Wis. Stat. § 946.91(3)). 

560. To be eligible for reimbursement from Wisconsin's Medicaid program, providers, 

including pharmacies, were required to execute a provider agreement. Pursuant to that 

agreement, the provider acknowledged that "by submitting claims [to] Wisconsin Medicaid," it 

was "subject to those terms, conditions, and restrictions" relevant to Wisconsin Medicaid. As 

part of that agreement, the provider also acknowledged its understanding that those "terms, 
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conditions, and restrictions" could be "listed in [the provider agreement]" or "set forth in 

applicable law" and that the terms, conditions, and restrictions applied to its conduct "regardless 

[of] whether the provider [had] actual knowledge of those terms, conditions, and restrictions." 

561. In addition, by regulation, Wisconsin Medicaid expressly linked its payment for 

claims on the underlying services being in compliance with applicable federal and state laws, 

including the AKS and Wisconsin's anti-kickback statute. See Wis. Admin. C. D.H.S. § 

107.02(2)(a). Specifically, that regulation defined "[s]ervices which fail[ed] to comply with ... 

state and federal statutes" as "non-reimbursable services." Id. 

562. Claims for payment to Wisconsin that resulted from illegal kickbacks and illegal 

promotion of Vfend for noncovered and nonpayable uses are false claims. 

563. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

564. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment.  

565. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, 

and over many years. 

566. The Wisconsin State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the 

claims that would not be paid but for Pfizer's false and illegal off-label marketing practices. 
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567. By reason of Pfizer's acts, the Wisconsin State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

568. Wisconsin is entitled to the maximum penalty for each and every false or 

fraudulent claim, record, or statement made, used, presented, or caused to be made, used, or 

presented by Pfizer. 

569. Pfizer did not, within a reasonable period of time after first obtaining information 

as to such violations, furnish such information to officials of the State responsible for 

investigating false claims violations, did not otherwise fully cooperate with any investigation of 

the violations, and have not otherwise furnished information to the State regarding the claims 

for reimbursement at issue. 

570. Plaintiffs are private persons with direct and independent knowledge of the 

allegations in this Complaint, who has brought this action pursuant to the Wisconsin False 

Claims for Medical Assistance Act on behalf of themselves and the State of Wisconsin. 

Plaintiffs believe and avers that they are "original sources" of the facts and information upon 

which this action is based. 

571. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts 

separate damage to the State of Wisconsin in the operation of its Medicaid program. 

COUNT TWENTY-FIVE 

Violations of the Rhode Island False Claims Act 

R.I. Gen. Laws § 9-1.1-1, et seq. 

572. Plaintiffs incorporate by reference each of the foregoing paragraphs of this 

Complaint as if fully set forth herein.  
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573. This is a qui tam action brought by brought by Plaintiffs and the State of Rhode 

Island to recover treble damages, civil penalties and the cost of this action, under the Rhode 

Island False Claims Act, R.I. Gen. Laws § 9-1.1-1, et. seq. 

574. Pfizer, from at least May 2000 to the present, have engaged in a continuous 

practice of using and concealing unlawful marketing practices to promote the off-label use of 

Vfend, with the result that he have: (a) knowingly presented and caused to be presented, to an 

officer and employee of the State of Rhode Island, false and fraudulent claims for payment and 

approval; and (b) have knowingly made, used, and caused to be made and used, false records 

and statements to get false and fraudulent claims paid and approved by the State of Rhode 

Island. 

575. The Rhode Island False Claims Act, R.I. Gen. Laws § 9-1.1-3(a), specifically 

provides in part: 

(a) Any person who: 

(1) Knowingly presents, or causes to be presented a false or fraudulent claim for 

payment or approval; 

(2) Knowingly makes, uses, or causes to be made or used, a false record or 

statement material to a false or fraudulent claim; 

(3) Conspires to commit a violation of subdivisions 9-1.1-3(1), (2), (3), (4), (5), 

(6) or (7); … 

is liable to the state for a civil penalty of not less than five thousand five hundred 

dollars ($ 5,500) and not more than eleven thousand dollars ($ 11,000), plus three 

(3) times the amount of damages which the state sustains because of the act of 

that person. 

576. Pfizer knowingly and intentionally caused to be made false statements and 

misrepresentations of material facts on applications for payment under the Rhode Island 

Medicaid Program, claims which failed to disclose the material violations of the Rhode Island 

False Claims Act. 
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577. Pfizer knowingly and intentionally caused to be made false statements and 

misrepresentations of material facts on applications for payment under the Rhode Island 

Medicaid Program, claims which failed to disclose the material violations of the Rhode Island 

False Claims Act. 

578. Specifically, Pfizer has: 

 caused hundreds or thousands of false Vfend claims to be presented to the State of Rhode 

Island, 

 

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

 

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

 

 failed to disclose the existence of the false claims and statements it has caused to be 

presented. 

 

579. For example, prescriptions for the purposes of non-medically accepted uses 

would not have been presented but for the illegal incentives and unlawful promotional activities 

made by Pfizer. As a result of this illegal scheme, these claims were improper in whole pursuant 

to the State of Rhode Island False Claims Act. 

580. Compliance with federal and state healthcare laws, including the federal AKS and 

Rhode Island's anti-kickback statute, is a material condition of payment of claims submitted to 

the Rhode Island Medicaid program.  R.I. Gen. Laws §§ 40-8.2-3(a)(2), 40-8.2-5; Code of R.I. 

Rules § 15-040-08; R.I. Dept. of Hum. Serv. Code of Rules §§ 0300.40.15, 0300.40.20; State of 

R.I. Exec. Off. of Health and Hum. Serv. Provider Agreement Form §§ 1, 15. 

581. To obtain reimbursement from Rhode Island's Medicaid and other healthcare 

programs, providers were required to submit a provider enrollment agreement, pursuant to which 

the provider agreed to: "follow all laws, rules, regulations, certification standards, policies and 

amendments including but not limited to the False Claims Act and HIPAA, that govern the 
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Rhode Island Medicaid Program as specified by the Federal Government and the State of Rhode 

Island." 

582. Claims for payment to Rhode Island that resulted from illegal kickbacks and 

illegal promotion of Vfend for noncovered and nonpayable uses are false claims. 

583. By virtue of the acts described above, Pfizer knowingly made, used, or caused to 

be made or used, false records and statements, and omitted material facts, to induce the 

government to approve and pay such false and fraudulent claims. 

584. Each prescription that was written as a result of Pfizer's illegal marketing 

practices represents a false or fraudulent record or statement. Each claim for reimbursement for 

such prescriptions for non-medically accepted uses submitted to a State-funded health insurance 

program represents a false or fraudulent claim for payment. 

585. Plaintiffs cannot at this time identify all of the false claims for payment that were 

caused by Pfizer's conduct. The false claims were presented by thousands of separate entities, 

and over many years. 

586. The Rhode Island State Government, unaware of the falsity of the records, 

statements, and claims made, or caused to be made by Pfizer, paid and continues to pay the 

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

587. By reason of Pfizer's acts, the Rhode Island State Government has been damaged, 

and continues to be damaged, in substantial amounts to be determined at trial. 

588. Rhode Island is entitled to the maximum penalty for each and every false or 

fraudulent claim, record, or statement made, used, presented, or caused to be made, used, or 

presented by Pfizer. 
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589. Pfizer did not, within a reasonable period of time after first obtaining information 

as to such violations, furnish such information to officials of the State responsible for 

investigating false claims violations, did not otherwise fully cooperate with any investigation of 

the violations, and have not otherwise furnished information to the State regarding the claims for 

reimbursement at issue. 

590. Plaintiffs are private persons with direct and independent knowledge of the 

allegations in this Complaint, who has brought this action pursuant to the Rhode Island False 

Claims Act on behalf of themselves and the State of Rhode Island. Plaintiffs believe and aver that 

they are "original sources" of the facts and information upon which this action is based. 

591. This Court is requested to accept supplemental jurisdiction of this related state 

claim as it is predicated upon the exact same facts as the federal claim, and merely asserts 

separate damage to the State of Rhode Island in the operation of its Medicaid program. 

 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs respectfully request that this Court enter Judgment against the Pfizer as 

follows: 

A. That the Pfizer be enjoined from violating the provisions of 31 U.S.C. § 3729 et 

seq. and the equivalent State law claims for relief; 

B. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the United States has sustained as a result of Pfizer's actions, plus a civil 

penalty of not less than $5,500.00 and not more than $11,000.00 for each violation of 31 U.S.C. 

§ 3729 et seq; 
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C. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of California has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of the California False Claims Act, § 

12651(A); 

D. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Delaware has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of 6 Del C. § 1201(a);  

E. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Florida has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of Fl. Stat. Ann. § 68.082(2); 

F. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Georgia has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of Georgia State False Medicaid 

Claims Act, O.C.G.A. §49-4-168 et. seq. 

G. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Hawaii has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of Haw. Rev. Stat.§ 661-21(a); 

H. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Illinois has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of 740 Ill. Comp. Stat. § 175/3(a); 

I. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Indiana has sustained as a result of Pfizer's actions, plus a 

civil penalty of at least $5,000.00 for each violation of Ind. Code. Ann. § 5-11-5.5-1.2(b);  
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J. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Louisiana has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $10,000.00 for each violation of La. Rev. Stat. § 46:438.6(C)(1)(a);  

K. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Massachusetts has sustained as a result of Pfizer's actions, 

plus a civil penalty of not less than $11,000.00 for each violation of Mass. Gen. L. Ch. 12 §58; 

L. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Michigan has sustained as a result of Pfizer's actions, plus a 

civil penalty of not more than $10,000 for each violation of Mich. Comp. Laws§ 400.601 et seq., 

as amended 2008 PA 421; and Michigan Public Acts, 1977 PA 72, as amended by 1984 PA 333, 

as amended by 2005 PA 337, as amended by 2008 PA 421; 

M. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Montana has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of Mont. Code Ann.§ 17-8-401; 

N. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Nevada has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $11,000.00 for each violation of Nev. Rev. Stat. Ann. § 

357.040(1)(a), (b); 

O. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of New Hampshire has sustained as a result of Pfizer's actions, 

plus a civil penalty of not less than $10,000.00 for each violation of N.H. Rev. Stat. Ann.§ 

167:61-b(l); 
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P. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of New Jersey has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $10,000.00 for each violation of N.J. Stat. § 2A:32C-1; 

Q. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Oklahoma has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $10,000.00 for each violation of the Oklahoma Medicaid False 

Claims Act, 63 Okla. Stat. § 5053, et. seq. 

R. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Rhode Island has sustained as a result of Pfizer's actions, plus 

a civil penalty of not less than $11,000 for each violation of Rhode Island's State False Claims 

Act, R.I. Gen. Laws § 9-1.1-1, et. seq.  

S. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Tennessee has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $10,000.00 for each violation of Tenn. Code Ann.§ 4-18-103(a) 

and§ 71-5-182(a)(1); 

T. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Texas has sustained as a result of Pfizer's actions, plus a civil 

penalty of not less than $10,000.00 for each violation of Tex. Hum. Res. Code Ann. § 36.002; 

U. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the Commonwealth of Virginia has sustained as a result of Pfizer's 

actions, plus a civil penalty of not less than $10,000.00 for each violation of Va. Code Ann. § 

8.01-216.3(a){1), (2); 
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V. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the State of Wisconsin has sustained as a result of Pfizer's actions, plus a 

civil penalty of not less than $10,000.00 for each violation of the Wisconsin False Claims for 

Medical Assistance Act, WIS. STAT. § 20.931(2), et. seq. 

W. That this Court enter Judgment against Pfizer in an amount equal to three times 

the amount of damages the District of Columbia has sustained as a result of Pfizer's actions, plus 

a civil penalty of not less than $11,000.00 for each violation of D.C. Code Ann.§ 1-

1188.14(a)(1), (2); 

X. That the Plaintiffs be awarded the maximum amount allowable pursuant to 31 

U.S.C. § 3730(d) of the False Claims Act and the equivalent provisions of the State statutes set 

forth above; 

Y. That the Plaintiffs be awarded all costs of this action, including reasonable 

attorneys' fees, costs, and expenses pursuant to 31 U.S.C. § 3730(d) and the equivalent State 

statutes set forth above; and 

Z. That the United States, the States, and the Plaintiffs be granted such other and 

further relief as the Court deems just and proper. 

VI. JURY DEMAND 

Pursuant to Rule 38 of the Federal Rules of Civil Procedure, Plaintiffs hereby 

demands a jury trial. 
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Respectfully submitted, 
 

McELDREW YOUNG, Attorneys-at-Law 

 

 

/s/ Eric L. Young, Esquire    

ERIC L. YOUNG, ESQUIRE 

123 S. Broad Street, Suite 2250 

Philadelphia, PA 19109 

Tel. (215)367-5151 

Fax (215)367-5143 
 

 

MORGAN VERKAMP LLC 

FREDERICK M. MORGAN, JR., ESQUIRE 

35 East 6
th

 St., Suite 600 

Cincinnati, Ohio 45202 

Tel. (513) 651-4400 

Fax (513) 651-4405 
 

Attorneys for Relators 
 
 
 
Dated March 14, 2016 
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