
IN THE UNITED STATES DISTRICT COURT FOR  
THE DISTRICT OF COLORADO 

 
Civil Case Number: 13-cv-02336 
 
ANGELA PROUGH, ON BEHALF OF 
THE UNITED STATES OF AMERICA 
and the States of California, Colorado, 
Arkansas, Connecticut, Delaware, 
Florida, Georgia, Hawaii, Illinois, 
Indiana, Iowa, Louisiana, Maryland, 
Massachusetts, Michigan, Minnesota, 
Missouri, Montana, Nevada, New Jersey, 
New Mexico, New York, North Carolina, 
Oklahoma, Rhode Island, Tennessee, 
Texas, Virginia, Washington, Wisconsin, 
and the District of Columbia, 
 
 Plaintiff/Relator,  
 
vs.  
 
SUNOVION PHARMACEUTICALS, 
INC. 
 
 Defendant. 
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 FILED UNDER SEAL   
 JURY TRIAL DEMANDED  

 

FIRST AMENDED QUI TAM COMPLAINT 

 The Relator, Angela Prough, brings this qui tam action in the name of the United States 

of America, by and through the undersigned attorneys, and alleges as follows:  

PARTIES 

1. Angela Prough, is over the age of eighteen (18) and is currently a resident of the 

State of Oklahoma and was a resident of the State of Colorado at all relevant times related to this 

Complaint.  Ms. Prough (the “relator”) was, until recently, an employee of Sunovion 

Pharmaceuticals, Inc. (“Sunovion”), and is the original source of all information and facts 
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concerning the activities of Sunovion.  The facts contained herein are based upon her personal 

observation and upon documents and information in her possession. 

2. Sunovion is a Massachusetts corporation with its principal place of business at 84 

Waterford Drive, Marlborough, MA 01752.  Sunovion primarily engages in the development, 

manufacture, and sale of pharmaceuticals. At all times relevant to this action, Sunovion was 

principally engaged in the sale and manufacture of pharmaceuticals including prescription 

pharmaceuticals subject to the jurisdiction of and regulation by the United States Food and Drug 

Administration (“FDA”). 

JURISDICTION AND VENUE 

3. Jurisdiction is proper under 28 U.S.C. § 1331, 28 U.S.C. § 1367, and 31 U.S.C. § 

3732.  In addition, 31 U.S.C. § 3732(b) specifically confers jurisdiction on this court over the 

state law claims asserted in this complaint. 

4. This court has personal jurisdiction over the defendant pursuant to 31 U.S.C. § 

3732(a) because Sunovion, at all relevant times, has conducted business in this judicial district 

and can be found in this district.  The defendant can be found, resides, transacts, or has 

transacted business in the District of Colorado. 

5. Venue is proper in this court because the defendant can be found in and transacts 

or has transacted business in this district.  

SUMMARY OF COMPLAINT 

6. This is an action to recover damages on behalf of the United States of America, 

and the States, arising from false and fraudulent records, statements, and claims made, caused to 
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be made, and used and presented by defendant Sunovion and its agents, employees, and co-

conspirators in violation of the federal False Claims Act and the State statutes cited herein.  

7. Defendant Sunovion caused thousands of false and fraudulent claims to be made 

to federal and state health care programs by systematically, fraudulently, improperly, and 

illegally promoting its prescription drug, Latuda, for off-label, non-approved uses.   

8. These false and fraudulent claims deprived the federal and state governments of 

monies that should not have been paid to defendant Sunovion, unlawfully enriched the defendant 

and subjected numerous patients to non-approved and unsafe dosages of Latuda. 

FDCA PROHIBITION OF OFF-LABEL PROMOTION 

9. The Food, Drug, and Cosmetic Act (“FDCA”), 21 U.S.C. §§ 301-97, makes 

unlawful the introduction of any new drug into interstate commerce, unless approved by the 

FDA as being safe and effective for each of its intended uses.  21 U.S.C. §§ 355(a) & (d).   

10. The FDA does not approve drugs to be used in treating illness or infirmity 

generally.  Rather, the FDA approves drugs for treatment of specific conditions for which the 

drug has been tested and proven effective.  The specific approved use is called the “indication” 

for which the drug may be prescribed.  The FDA then approves particular dosages determined to 

be safe and effective for each approved indication.  

11. The FDA-approved indications and dosages are set forth in the drug’s labeling, 

the content of which also must be approved by the FDA.  21 U.S.C. §§ 352-355(d).  The FDA 

will only approve a new drug application if the labeling conforms to the indications and dosages 

that the FDA approved.  21 U.S.C. § 355(d). 

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

(“FDAMA”), if a manufacturer wants to market or promote an approved drug for alternative uses 
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– i.e., uses not listed on the FDA approved label – the manufacturer must resubmit the drug for 

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

360aaa(b),(c) (emphasis added).  Until FDA approval of the new use has been granted, any 

unapproved use is considered “off-label.”  

13. “Off-label” refers to the use of an approved drug for any purpose, or in any 

manner, other than as specifically described in the drug’s FDA-approved labeling.  Off-label 

uses include treating a condition not indicated on the label, treating the indicated condition at a 

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

than specified in the label (e.g., treating a child with a particular drug, when the drug is approved 

only for treatment of adults). 

14. An off-label use can only cease to be “off-label” if the manufacturer submits a 

supplemental application and demonstrates to the satisfaction of the FDA that the product is safe 

and effective for the proposed new use.  21 U.S.C. §§ 360aaa(b) & (c). 

15. The FDA is responsible for ensuring that a drug is safe and effective for the 

specific approved indication.  The FDA does not, however, regulate the practice of medicine.  

Therefore, once a drug is approved for a specific use, the FDA cannot prohibit physicians from 

prescribing the drug for uses it has not approved.   

16. While, as noted above, physicians are free to prescribe drugs for off-label uses, 

the law clearly prohibits manufacturers from marketing or promoting their drugs for any use that 

the FDA has not approved.  Specifically, a manufacturer may not introduce a drug into interstate 

commerce with an intent that it be used for an off-label purpose; moreover, a manufacturer who 

describes intended uses for a drug on the drug’s labeling (which includes all marketing and 
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promotional material relating to the drug) illegally misbrands the drug if such uses have not been 

approved by the FDA.    21 U.S.C. §§ 360aaa(b)-(c).   

17. In addition to prohibiting manufacturers from directly marketing and promoting 

drugs for off-label uses, the FDA also prohibits manufacturers from employing indirect methods 

to accomplish off-label marketing and promotion.  For example, the FDA has sought to regulate 

two of the most prevalent indirect promotional strategies: (1) manufacturer dissemination of 

medical and scientific publications concerning the off-label uses of their products; and (2) 

manufacturer support for Continuing Medical Education (“CME”) programs that focus on off-

label uses.   

18. The FDAMA allows a manufacturer to disseminate information regarding off-

label uses only in response to an “unsolicited request from a health care practitioner.”  21 U.S.C. 

§ 360aaa-6 (emphasis added).  In any other circumstance, a manufacturer is allowed to 

disseminate information concerning off-label use only after:  (1) the manufacturer has submitted 

an application to the FDA seeking approval of the drug for the off-label use; (2) the manufacturer 

provides the materials describing the off-label use that it intends to disseminate to the FDA prior 

to dissemination; and (3) the materials disseminated are provided in an unabridged form and are 

not false or misleading.  21 U.S.C. §§ 360aaa(b)-(c); 360aaa-1. 

19.  The FDCA prohibits drug companies from promoting and marketing a drug for 

unapproved uses or from making any misleading claims as to the drug’s safety or efficacy.  See 

21 U.S.C. §§ 311, 352, & 355(d).  This off-label regulatory scheme protects patients and 

consumers by ensuring that drug companies do not promote drugs for unapproved uses. 

FALSE CLAIMS ACT 
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20. The False Claims Act prohibits the knowing submission of false or fraudulent 

claims to federal programs or causing the submission of such claims.  31 U.S.C. § 3729 et seq.  

By marketing Latuda for indications not approved by the FDA, Sunovion caused false or 

fraudulent claims to be submitted to state and federal healthcare programs.   

21. The False Claims Act also prohibits knowingly making, using, or causing to be 

made or used, a false record or statement material to a false or fraudulent claim. 31 U.S.C. § 

3729 (a)(1)(b).  By marketing Latuda for indications not approved by the FDA, Sunovion caused 

false records or statements material to a false of fraudulent claim to be submitted to state and 

federal healthcare programs. 

22. Sunovion also violated various state False Claims Acts by marketing Latuda for 

unapproved indications and dosages, as set forth herein. 

LATUDA BACKGROUND 

23. “Latuda” is Sunovion’s trade name for the drug lurasidone hydrochloride.  Latuda 

is an atypical antipsychotic.  At the time at issue here, it was approved for only one use: the 

treatment of schizophrenia in adults.  Numerous other drugs in the same class have been 

approved for the treatment of schizophrenia, and for indications other than schizophrenia in 

adults.  For example, Zyprexa was indicated for (1) schizophrenia in both adults and adolescents, 

(2) bipolar mania and mixed episodes in both adults and adolescents, and with another drug, for 

bipolar depression, (3) treatment resistant depression, and (4) agitation associated with 

schizophrenia and bipolar mania in adults.  Seroquel was indicated for (1) schizophrenia in both 

adults and children, (2) bipolar mania in both adults and children, (3) bipolar maintenance, and 

(4) bipolar depression.  Risperdal was indicated for (1) schizophrenia in adults and adolescents, 

(2) bipolar mania in both adults and adolescents, and (3) irritability associated with autism. 
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Further, because of years of off-label marketing of anti-psychotics (APS) by other companies, 

doctors often prescribed APS for a variety of diagnoses such as ADHD, anxiety disorders, eating 

disorders, autism, behavioral disturbances in children and the elderly, dementia, among others.   

24. Latuda had only one approval by the FDA – schizophrenia in adults. Latuda 

received FDA approval for treatment of schizophrenia on or about October 28, 2010.  The FDA 

approval was limited to adult patients.  Sunovion did not seek FDA approval for any other 

indication or for treatment of schizophrenia in children.  In July of 2013, the FDA approved 

Latuda to treat bipolar depression in adults. 

25. At the time Latuda was approved for sale in the United States, several of the top-

selling antipsychotic medications were scheduled to lose patent protection, potentially making 

drugs of the same composition available for sale as generic drugs as early as 2011.  

26. Latuda was launched nationally on or about January 28, 2011.  

27. Less than a year later, on December 14, 2011, the FDA issued a Warning Letter to 

Sunovion for off-label marketing of Latuda for treatment of patients with bipolar disorder. 

SUNOVION’S UNLAWFUL MARKETING STRATEGY 

28. Both before and after the FDA Warning Letter, Sunovion engaged in an extensive 

and aggressive illegal marketing scheme to promote sales of Latuda.  In order to compete with 

other antipsychotics, the company was forced to market the drug in such a way as to make 

inroads into markets such as bipolar and children for which it did not have FDA approval.  Thus, 

when Ms. Prough and the other Latuda sales representatives were trained for the initial launch of 

Latuda, they were trained to focus on patient type rather than on diagnosis.  For example, they 

were told to ask the doctor what types of patients were having difficulties with other 

antipsychotics.   
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29. Sales representatives were trained that, based on the results of the CATIE trial, a 

trial sponsored by the National Institutes of Health to judge the effectiveness of antipsychotics, 

70% of patients taking antipsychotics would be switched from one antipsychotic to another 

either because of a lack of effectiveness or because of tolerability issues with side effects. 

30. As part of this scheme, Sunovion pressured sales representatives to target 

physicians and institutions whose healthcare practices fell outside the scope of Latuda’s 

approved uses, for example, by targeting physicians whose primary focus was children, even 

though Latuda had only been approved for use in treating adult schizophrenia.  Sunovion also 

rewarded representatives for sales made to physicians and medical services providers who 

prescribed the drug for off-label use.  Sunovion’s off-label promotion of Latuda violated federal 

law prohibiting pharmaceutical manufacturers from promoting the sale of their drugs for off-

label uses.  

31. Sunovion’s bonus structure was based on a “multi-model approach” that created 

an unhealthy incentive for sales representatives to promote Latuda for off-label use.  Some sales 

representatives were assigned specifically to community health care centers and institutions that 

regularly treated schizophrenics while others, such as Ms. Prough, were assigned territories that 

had few mental health care centers, so that the vast majority of potential customers were private 

practice physicians.  These physicians typically did not treat many, if any, schizophrenia patients 

in their private practices.  Further, the target lists provided to the sales representatives by 

Sunovion included many doctors who treated primarily children or specialized in treating 

disorders for which Latuda was not indicated.  For example, Ms. Prough’s target list included 

doctors who specialized in treating ADHD, eating disorders and child and adolescent 

psychiatrists. 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 8 of 87



9 
 

32. Because sales representatives were required to call on all of the doctors on their 

target lists, they were required to market Latuda to doctors who did not treat adult schizophrenia.  

The sales representatives’ effectiveness and bonuses were judged on how well they could 

persuade doctors on their target list, including those who did not treat adult schizophrenics, to 

write prescriptions for Latuda.  As a result, a representative could not make his or her sales quota 

without marketing the drug off-label.   

33. By including non-schizophrenia prescriptions in the calculation to determine a 

representative’s quota and bonus, Sunovion incentivized sales representatives to sell off-label. 

34. Sunovion’s illegal promotion of off-label sales of Latuda caused false and 

fraudulent claims for reimbursement to be submitted to federal and state health care programs.  

Sunovion’s off-label promotion of Latuda was a direct and proximate cause of these false and 

fraudulent claims being submitted.  Sunovion engaged in off-label promotion of Latuda knowing 

that its conduct would precipitate false and fraudulent claims for reimbursement to be submitted 

by physicians, medical services providers, individuals.  Accordingly, federal and state health care 

agencies paid for numerous Latuda prescriptions that were not eligible for reimbursement.  

35. Sunovion fraudulently marketed Latuda for off-label uses that that had not been 

found to be safe and effective.  Additionally, Sunovion marketed Latuda for dosages that were 

not approved for reimbursement by federal and state health care programs. 

GOVERNMENT PROGRAMS 

36. The United States provides medical insurance for indigent or poor persons 

through Title XIX of the Social Security Act, 42 U.S.C. § 1396–1, et seq., a program commonly 

referred to as Medicaid.  Medicaid is a program funded by the federal government and various 

state governments.  The various states named as plaintiffs in this Complaint have, as a result of 
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the activities described throughout this Complaint, been required to pay reimbursements to 

beneficiaries in excess of the amounts they were eligible to receive under governing regulations.  

Therefore, these state governments are properly named as plaintiffs in this lawsuit by virtue of 

their respective state fraud recovery statutes. Although Medicaid is administered at the state 

level, each state is required to adhere to federal guidelines.  Federal statutes and regulations limit 

the drugs that the federal government will pay for through its funding of state Medicaid 

programs.  Federal statutes and regulations restrict the uses for which the federal government 

will pay for approved drugs.  An approved drug is not eligible for cost reimbursement if the use 

for which it was prescribed is not a proper indication.  In knowingly causing false and fraudulent 

information and claims for reimbursement to be submitted to Medicaid, the defendant defrauded 

the United States of money, in violation of laws and regulations applicable to such claims. 

37. The federal government provides medical insurance for retirees and persons who 

are disabled through Title XVIII of the Social Security Act, 42 U.S.C. § 1395h, et seq., a 

program commonly referred to as Medicare. Medicare is a health insurance program also 

administered by the federal government by the Department of Health and Human Services, and 

Centers for Medicare & Medicaid Services. 

38. Medicare has, since the implementation of the Medicare Prescription Drug 

Improvement and Modernization Act of 2003 paid for a substantial portion of outpatient 

prescription drugs for covered individuals.  Medicare Part D, which provides beneficiaries with a 

level of coverage for the cost of prescription drugs, requires adherence to the same laws and 

regulations as apply under the Medicaid program. In knowingly causing false and fraudulent 

information and claims for reimbursement to be submitted to Medicare, the defendant defrauded 

the United States of money, in violation of laws and regulations applicable to such claims.  In 
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addition to defrauding Medicaid and Medicare, the defendant defrauded other healthcare 

programs funded by the federal government.  These programs include the following: 

39. The Federal Employees Health Benefits (“FEHB”) Program provides medical 

benefits to United States government employees.  It is administered by the Office of Personnel 

Management. This program and federal healthcare programs generally are administered pursuant 

to 5 U.S.C § 8901, et seq. and is affected in the same way as other federal health care programs 

in the fraudulent submission for reimbursement for the improper use of the drugs described 

herein for non-approved uses, and for the other fraudulent activity alleged herein. 

40. The United States government also provides medical benefits to eligible persons 

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

Department of Veterans Affairs is affected in the same way as other federal health care programs 

in the fraudulent submission for reimbursement for the improper use of the drugs described 

herein for non-approved uses, and for the other fraudulent activity alleged herein. 

41. The United States government also provides medical benefits to eligible persons 

through the TRICARE Program.  TRICARE is managed by TRICARE Management Activity, a 

field activity under the policy guidance and direction of the Assistant Secretary of Defense 

(Health Affairs), Department of Defense.  TRICARE is administered on the basis of federal law 

and regulations.  TRICARE provides medical benefits to uniformed military personnel and 

related individuals through civilian facilities. TRICARE is affected in the same way as other 

federal health care programs in the fraudulent submission for reimbursement for the improper 

use of the drugs described herein for non-approved uses, and for the other fraudulent activity 

alleged herein. 
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42. The Indian Health Service provides comprehensive medical care to covered 

individuals; it is administered by the Department of Health and Human Services pursuant to 42 

U.S.C. § 2002, et seq. and is affected in the same way as other federal health care programs in 

the fraudulent submission for reimbursement for the improper use of the drugs described herein 

for non-approved uses, and for the other fraudulent activity alleged herein. 

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

Retirement Act of 1974.  45 U.S.C. § 231, et seq.  It is administered though the United States 

Railroad Retirement Board and is affected in the same way as other federal health care programs 

in the fraudulent submission for reimbursement for the improper use of the drugs described 

herein for non-approved uses, and for the other fraudulent activity alleged herein. 

44. For each of the government programs named herein, the fraud perpetrated by the 

defendant resulted in improper and fraudulent payment for drugs.  The fraudulent submission for 

reimbursement for non-approved uses and other purposes as described herein caused direct harm 

to the United States government and to the governments of the affected states and municipalities 

by the payment of claims that should not have been reimbursed or paid. 

FACTS 

45. In or about May 2004, Ms. Prough was hired by Sunovion as a pharmaceutical 

sales technician.  Her sales territory was the Wichita, Kansas area. 

46. In or about November, 2010, Ms. Prough was hired for a new position within 

Sunovion as a sales representative for Sunovion’s new antipsychotic drug, Latuda, in Denver, 

Colorado.  At Sunovion’s behest, Ms. Prough moved to Denver after being hired to take this new 

position. 
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47. Ms. Prough and the other approximately 350 sales representatives hired to 

promote Latuda were trained on how to market the drug.  At a National Meeting to launch 

Latuda in February 2011, Ms. Prough and the other representatives were trained to focus on 

comparing Latuda’s efficacy and tolerability to the other antipsychotics on the market.   

48. Sales representatives were told by company management that they should ask 

doctors whether they had patients who were experiencing difficulties with another antipsychotic.  

If the doctor answered “yes”, the representatives were trained to ask the doctor to switch the 

patient to Latuda because Latuda did not cause particular side effects such as weight gain, which 

was a problem with several of the antipsychotics already on the market.  Latuda representatives 

were trained to ask for these patient switches regardless of the patient’s diagnosis.  In other 

words, Ms. Prough and the other sales representatives were trained to ignore the fact that Latuda 

was only indicated to treat schizophrenia in adults.  They were trained to take advantage of the 

fact that antipsychotics were being prescribed for a number of indications beyond schizophrenia 

– bipolar disorder, schizophrenia and bipolar in children and adolescents, anxiety, behavioral 

disorders and the like.  By focusing on the side effects or lack of efficacy of other antipsychotics, 

they could try to persuade doctors to switch to Latuda whether the patient had schizophrenia or 

not. 

49. On or about January 18, 2011, Ms. Prough received a target list of physicians in 

the Denver area for her to call upon as potential customers.  Private practice psychiatrists rarely 

treat patients with schizophrenia; however, Ms. Prough’s target list was comprised primarily of 

private practice psychiatrists.  Ms. Prough was required to promote Latuda to the physicians on 

her target list.  A sales representative’s target list was hugely important to the representative’s 

ability to market a drug successfully.  If the list offered few opportunities for on-label sales, a 
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sales representative could find it impossible to reach his or her sales quota or to earn bonuses, 

which placed the sales representative’s job security at risk.  The target lists categorized 

physicians by a “decile” number between 0-10, with 10 indicating that the physician wrote a high 

number of prescriptions for the applicable drug usage/indication.  High-decile physicians are 

more aggressively targeted by pharmaceutical companies because they write more prescriptions 

for the applicable usage/indication. 

50. When Ms. Prough began calling on the physicians on her target list, she learned 

that many of them treated few, if any, schizophrenia patients.  At approximately the same time 

she received her target list, Ms. Prough learned that a co-worker’s target list also contained a 

majority of physicians who had a few, if any, schizophrenia patients.  In contrast to Ms. Prough’s 

previous position in Wichita, where Sunovion encouraged her not to call on physicians with a 

decile ranking of 0-3, Ms. Prough’s Denver-area target list was overwhelming composed of 

physicians with a 0-3 decile ranking (72 of 99 physicians listed). (Exhibit 1).  

51. Ms. Prough’s new teammate in Denver, who had more than 20 years’ experience 

selling antipsychotic medications in the Denver-South territory, reviewed Ms. Prough’s target 

list and advised her that, when he had had her territory at another company, he had never been 

asked to call on the majority of physicians on her list and, in fact, he had “no idea” who they 

were.  He stated that if he excluded all the physicians from his own current target list that did not 

regularly treat schizophrenia patients, he would not have enough potential customers to “justify 

his job.”   

52. Ms.  Prough’s manager, Courtney Smith, defined “regular treatment” as described 

above, as any physician who treated at least two (2) patients with schizophrenia.  Mr. Smith’s 

definition of “regular treatment” came directly from the highest levels of Sunovion with respect 
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to Latuda:  Ron Brooks, Vice President of Latuda Sales, and Phil Walsh, Associate Director, 

Sales Operations, Schizophrenia Division. 

53. In an attempt to discern whether her own assignment of so many low-decile 

physicians was an aberration or was consistent with corporate policy, Ms. Prough examined 

Sunovion’s national target list.  Her examination revealed that approximately 52% of the 22,000 

targeted physicians had decile rankings of 0-3.  (Exhibit 2).  

54. In an attempt to remove doctors from her list who did not treat schizophrenics, 

Ms. Prough compiled a list of approximately thirty (30) physician names from her target list.  

These were physicians who treated few, if any, schizophrenia patients.  Ms. Prough did so with 

the intention of requesting that they be removed from her target list.   

55. Prior to submitting this list to Sunovion management, Ms. Prough spoke with her 

manager, Courtney Smith, to discuss possible changes to her target list.  During this 

conversation, Mr. Smith condemned Ms. Prough’s co-worker, for requesting that forty (40) 

physician names be removed from his target list.  Smith indicated that the sales representative 

would not have a job if he was unable to justify his territory.  Ms. Prough understood Smith’s 

veiled threat to mean that she should reduce the number of physician names on her removal list if 

she desired to maintain her position with Sunovion. 

56. After the conversation with Smith, Ms. Prough narrowed her list to sixteen (16) 

names.  None of the physicians named treated any schizophrenia patients.  (Exhibit 3).  Of these, 

only one was ultimately delisted by Sunovion.  Ms. Prough ultimately learned that, of the some 

22,000 target physician names on the national list, only fifty-six (56) names were ultimately 

removed by Sunovion.  (Exhibit 4).   
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57. On or about February 1-3, 2011, Ms. Prough attended a Latuda National Sales 

Meeting to discuss strategies for selling Latuda.  During this sales meeting, sales representatives 

were coached on ways to sell Latuda to physicians with few, if any, schizophrenia patients. 

(Exhibit 5). Ms. Prough and other sales representatives were instructed at this meeting to avoid 

use of the word “schizophrenia” while attempting to make sales of Latuda to physicians with 

few, or no, schizophrenia patients and instead to focus on the broader term “antipsychotics.”    

58. On or about July 18-21, 2011, Ms. Prough attended another National Sales 

Meeting at which she and the other sales representatives who attended were again taught to use 

the term “antipsychotics” instead of “schizophrenia” when attempting to make sales of Latuda to 

physicians who treated few, if any, schizophrenia patients.  Additionally, during an “objection-

handling” workshop, Ms. Prough and other sales representatives were taught ways to overcome 

objections from physicians with few, or no, schizophrenia patients.   

59. On or about August 31, 2011, Ms. Prough attended a meeting at which sales 

representatives and Sunovion employees discussed ways to circumvent Colorado Medicaid 

requirements so as to be able to make sales of Latuda that would be covered by Colorado 

Medicaid.  Colorado’s Medicaid program required that a patient “fail” three formulary products 

within five years before he or she would be qualified to be covered for treatment with Latuda.   

Under Colorado Medicaid rules, for a “failure” to occur, the patient would have to have been 

treated unsuccessfully with three different anti-psychotic drugs for some period of time each.  

Under these circumstances, with “prior authorization,” Colorado Medicaid would cover the cost 

of Latuda or another non-formulary anti-psychotic drug to treat the patient. 

60. The prior authorization procedure is a cost containment measure that provides full 

payment of health benefits only if the medical treatment has been approved in advance.  A  Prior 
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Authorizations Processor (“PAP”) facilitates review of health benefit claims and, if appropriate, 

approves treatment with a non-formulary drug.  Ms. Prough and others were instructed by 

Sunovion to try to convince PAPs to redefine a formulary “failure” as including projected or 

possible failures, not just actual failures. 

61. Sales representatives, including Ms. Prough were coached on how to persuade 

physicians to determine that a formulary drug would likely fail as a treatment for a patient before 

actually trying out the patient on the drug, substituting his or her judgment for actual patient 

history with the competitor drug.  The coaching Ms. Prough and others received included advice 

from Sunovion that Colorado did not have an electronic data management system and, therefore, 

that the only way the state had to verify patient “failures” was through documentation in the 

treating physician’s patient file – information that was within the complete control of the 

physician.  

62. Additionally, sales representatives at this meeting were instructed regarding the 

best language to use to persuade nurses to circumvent Medicaid and Medicare prior authorization 

limits.  For example, sales representatives were taught to play on a nurse’s conscience by 

convincing the nurse that Latuda was the best option for patient wellbeing and safety.  Sales 

representatives were also provided with packets of information at the meeting that included 

copies of each formulary’s prior authorization.  They were instructed to study these forms for 

loopholes.  (Exhibit 6).  

63. For example, Sunovion’s competitor antipsychotic, Seroquel, carries a side-effect 

of constipation.  Elderly patients, in extreme cases, can die from constipation.  Latuda sales 

representatives were instructed to ask the PAP to count elderly patients as a “failure” on 

Seroquel so that Medicaid would pay for Latuda, even in cases where patients had not tried 
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Seroquel and thus there was no basis on which to conclude that they would experience 

constipation by taking the drug.   Latuda sales representatives were trained to request physicians 

to switch all their elderly patients to Latuda for this reason, regardless of the patient’s diagnosis 

and regardless of whether the patient was being treated for schizophrenia. 

64. Another example involved Zyprexa, an antipsychotic which caused significant 

weight gain with a poor metabolic profile that presents a safety risk for patients with a history of 

diabetes.  Sales representatives were instructed to ask the PAP to count diabetic history as a 

“failure” on Zyprexa regardless of a patient’s history (or lack thereof) with Zyprexa, and to 

approve Latuda instead.  The representatives asked for these switches to Latuda regardless of the 

patient’s diagnosis. 

65. Another example involved asking the PAP to mark competitive drugs as a 

“failure” regardless of any actual patient experience, because Latuda is the only anti-psychotic 

with a favorable pregnancy rating of “B.”  Under this standard, all females of child-bearing age 

would be considered at risk if prescribed any competitor drug because the other drugs did not 

have the same favorable pregnancy rating Latuda had.  Again, representatives were trained to ask 

for these switches regardless of the patient’s diagnosis. 

66. Most of Sunovion’s competitor’s drugs had warnings, called QTC warnings, 

related to a risk of ventricular arrhythmia.  Latuda did not have a QTC warning.  During a district 

sales meeting at which Ms. Prough’s district manager, Courtney Smith, was present, a sales 

representative  suggested to the other sales representatives that they attempt to persuade the PAP 

that Latuda’s competitors should be all be deemed “failures” regardless of patient experience, 

because of this heightened cardiac QTC issue.  Smith did not voice any disagreement with this 

strategy.  
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67. During a district conference call, in or about March 2011, Ms. Prough and other 

sales representatives were informed about the optimal dosing for Latuda for off-label indications 

such as treating bipolar patients and augmentation for depression.  Ms. Prough was informed that 

the optimal dosing for these off-label uses was 20 mg.  But, at the time Latuda was only 

available in a 40 mg dose.  At that dosage level, it was supposed to be taken with approximately 

350 calories of food, because food enhances absorption of the medication.  Despite the fact that 

none of the persons involved in the call had any medical training, these sales personnel decided 

that taking a 40 mg Latuda tablet without food was the equivalent of taking the recommended 20 

mg dose for off-label use.  There was no scientific support for such a claim.  District Manager 

Smith was a participant in the call, but did not voice any disagreement with this strategy.  

Sometime later (on or about April 18, 2011), Ms. Prough witnessed Mr. Smith advise a physician 

to split a 40 mg Latuda tablet in half and use a 20 mg dose to treat bipolar patients.   

68. On or about April 18, 2011, District Manager Smith accompanied Ms. Prough on 

her usual sales calls to various physicians’ offices.  At this time, Ms. Prough witnessed Mr. 

Smith advise several physicians to prescribe Latuda for off-label uses.  Smith later chastised Ms. 

Prough in his Field Business Report for not closing a sale with a particular physician who was 

among those visited by Ms. Prough and Mr. Smith on that day despite the fact that this physician 

did not have any schizophrenia patients. 

69. On or about April 19, 2011, Mr. Smith’s supervisor and Regional Manager, Mike 

O’Donnell, accompanied Ms. Prough on her sales calls.  O’Donnell witnessed two to three sales 

calls with physicians who treated few, if any, patients with schizophrenia.  While with Mr. 

O’Donnell, Ms. Prough attempted to voice her concerns to him with respect to off-label 

promotion of Latuda and the promotion of Latuda to physicians with few, if any, schizophrenia 
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patients.  Mr. O’Donnell, however, dismissed Ms. Prough’s concerns and told her to keep her 

focus on selling Latuda to the low-decile physicians with few schizophrenia patients.   

70. On or about July 25, 2011, Ms. Prough again witnessed Mr. Smith promote 

Latuda for an off-label use to a nurse practitioner who did not treat any patients with 

schizophrenia.  Smith subsequently wrote in his Field Business Report that Ms. Prough failed to 

make a sale to the nurse practitioner, as well as to physicians, who had no schizophrenia patients.   

71. On or about August 15, 2011, Ms. Prough received a Performance Improvement 

Plan (“PIP”) from District Manager Smith for the stated reason of failing to meet her sales quota.  

Ms. Prough had not received any reprimands for lack of sales performance prior to this PIP.  

Although Ms. Prough was given this reprimand, a colleague who had similar sales quotas was 

not given a PIP advising as to the need for improvement.  The PIP mandated that Ms. Prough 

improve her sales from 35% to 70% of her sales quota within forty-five (45) days of that date. 

72. On or about August 16, 2011, Ms. Prough and Mr. Smith met with the physician 

with the highest volume of schizophrenia patients in Ms. Prough’s territory. Mr. Smith 

volunteered to this physician that another physician was so impressed with Latuda as a treatment 

for bipolar disorder that he would diagnose patients as having schizophrenia in order to obtain 

Medicaid payments.  Throughout the day, Ms. Prough also witnessed Mr. Smith promote Latuda 

to other physicians for treatment of bipolar disorder.  On that day, Ms. Prough was instructed by 

Mr. Smith not to mention Latuda’s limited, FDA-approved, indication, but to instead ask 

questions concerning the problems physicians were experiencing with competing antipsychotic 

drugs.  Ms. Prough was also advised by Mr. Smith to present Latuda as the solution to every 

patient’s condition no matter what the patient’s diagnosis was. 
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73. On or about September 14, 2011, Ms. Prough voiced her concerns about off-label 

promotion of Latuda to District Manager Smith in a face-to-face meeting, including, specifically, 

her concern that Mr. Smith had boasted about inducing Medicaid (wrongfully) to cover the cost 

of Latuda.  Mr. Smith became angry and verbally reprimanded Ms. Prough for not achieving her 

sales quota and for her purported lack of sales ability.  Mr. Smith stated that Regional Manager 

O’Donnell was tired of Ms. Prough’s complaints and that Mr. O’Donnell had instructed Mr. 

Smith to “just get the business.”   

74. The next day, on September 15, 2011, Mr. O’Donnell terminated Ms. Prough in a 

phone call, two weeks before the forty-five (45) day PIP was supposed to end.  Mr. O’Donnell 

terminated Ms. Prough for “not being a good fit,” despite Ms. Prough’s history of winning 

Sunovion’s top performer awards in prior years.   

75. Prior to being terminated, throughout the summer of 2011, Ms. Prough reported 

and complained about off-label marketing of Latuda to Sunovion Regional Manager Mike 

O’Donnell, Sunovion District Manager Courtney Smith, Sunovion Human Resources 

representative Kerry Buckley, and Sunovion Chief Compliance Officer Matt D’Ambrosio.  On 

information and belief, none of Ms. Prough’s reports and the related fraud on Medicaid and 

Medicare that was carried out resulted in any reprimand of any employee and any change in 

Sunovion’s internal policies.  On information and belief, Ms. Prough was the only Sunovion 

Denver-based employee to be reprimanded with a written warning and then terminated despite 

achieving a higher-than-expected sales quota as of the date of her termination. 

COUNT I 

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

76. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 
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77. On information and belief, by directing its sales representatives to market Latuda 

for uses and dosages not approved by the FDA, Sunovion knowingly caused the submission of 

thousands of false and fraudulent claims to federal and state health care programs, including 

Medicare and Medicaid. 

78. As a direct result of Sunovion’s off-label marketing campaign, doctors wrote 

prescriptions for Latuda uses other than the only FDA-approved use, i.e., treatment of 

schizophrenia in an adult, and that were submitted to a government-sponsored health care 

programs, including Medicare and Medicaid.    

79. Sunovion is liable under 31 U.S.C. § 3729 for each such false and fraudulent 

claim that was made as the result of the aggressive off-label promotion of Latuda by Sunovion. 

80. At the time Sunovion engaged in these unlawful activities, it knew that the cost of 

a drug prescribed for an off-label use was not eligible to be paid, or reimbursed, by government 

health care programs, including Medicaid and Medicare and that its activities would cause 

numerous false and fraudulent claims for reimbursement to be submitted to federal and state 

health care programs and to be improperly reimbursed by those programs.   

81. The time period during which Sunovion caused the submission of false and 

fraudulent claim extends from the introduction of Latuda in February 2011, through the date of 

the filing of this complaint.  Such claims were made and are continuing to be made across the 

entire United States.   

82. As a direct result of Sunovion’s actions, the United States suffered damages in the 

payment, directly or indirectly, of thousands of false and fraudulent claims and spent millions of 

dollars for reimbursement of the cost of Latuda for uses that were not reimbursable.   
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83. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

United States pursuant to 31 U.S.C. § 3729(a)(1)(A) & (B): 

(a) Three times the damages caused to federal and state government health care 

programs, including Medicaid and Medicare, through the payment of claims for uses 

of Latuda not eligible for reimbursement by those programs; 

(b) Civil penalties of $11,000 for each claim for reimbursement of Latuda by a 

government health care program, including Medicaid and Medicare,  that was not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the United States in connection 

with this action; 

(d) Prejudgment interest; and 

(e) All other relief to which the United States may be entitled. 

The Relator also demands judgment personally pursuant to 31 U.S.C. § 3730(d) for: 

(a) Thirty percent (30%) of the amount recovered;  

(b) An award of reasonable attorney’s fees and costs incurred by the Relator;  

(c) Prejudgment interest; and  

(d) All other relief to which the Relator may be entitled. 

COUNT II 

Unlawful Retaliation Against Relator 

31 U.S.C. § 3730(h) 

84. Paragraphs 1through75 are incorporated as if fully set forth herein. 
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85. Beginning in May 2011, and continuing to the date of filing this complaint, the 

Relator, Ms. Prough, has taken the following actions:  (1) investigated and documented the 

allegations set forth herein; (2) set the stage for the initiation of this action; (3) assisted the 

undersigned counsel in preparation of this complaint, and (4) prepared to disclose Sunovion’s 

fraudulent scheme to the appropriate government officials. 

86. These actions are lawful and fully protected by 31 U.S.C. § 3730(h), the federal 

False Claims Act’s anti-retaliation action. 

87. On or about September 15, 2011, Ms. Prough was terminated without cause from 

her position as a pharmaceutical sales representative with Sunovion.  While Sunovion informed 

Ms. Prough that she “was not a good fit for the company,” this allegation is inconsistent with the 

course of Ms. Prough’s seven-year history with Sunovion.  Ms. Prough is the person who, prior 

to being terminated, throughout the summer of 2011, and at great risk to her career, reported her 

supervisor’s gross misconduct. Ms. Prough reported the misconduct to her Sunovion Regional 

Manager Mike O’Donnell, Sunovion Human Resources representative Kerry Buckley, and 

Sunovion Chief Compliance Officer Matt D’Ambrosio.  Ms. Prough suffered illegal retaliation 

for reporting this misconduct. 

88. On information and belief, Ms. Prough was fired because Sunovion learned of her 

federally protected efforts as previously described herein.  Accordingly, Ms. Prough, as the 

Relator, demands judgment against Sunovion for all damages authorized by 31 U.S.C. § 3730(h), 

including, but not limited to: 

(a) Reinstatement to the same seniority status she would have held but for her unlawful 

firing; 

(b) Double the amount of back pay;  
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(c) Interest on back pay; 

(d) Front pay; 

(e) Any special damages caused by her firing; 

(f) Reasonable attorney’s fees and costs; and 

(g) Any other relief necessary to make Relator whole. 

COUNT III 

Violations of the Colorado Medicaid False Claims Act  

Colo. Rev. Stat. § 25.5-4-305 

89. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

90. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Colo. Rev. Stat. § 

25.5-4-305.   

91. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of Colo. Rev. Stat. § 25.5-4-305. 

92. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Colorado 

Medicaid program was a false or fraudulent claim. 

93. Sunovion is liable under Colo. Rev. Stat. § 25.5-4-305 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 
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94. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for Medicaid reimbursement and that its activities would cause 

numerous ineligible prescriptions to be submitted to Medicaid.  Had Sunovion not engaged in 

this fraudulent scheme, government funds would not have been used to pay for prescriptions that 

were not entitled to reimbursement by Medicaid.   

95. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State of Colorado. 

96. As a direct result of Sunovion’s actions, the State of Colorado suffered damages 

in the payment, directly or indirectly, of thousands of false claims and spent millions of dollars 

on prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The 

State of Colorado would not have made these payments but for Sunovion’s fraudulent conduct.   

97. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the  

State of Colorado pursuant to Colo. Rev. Stat. § 25.5-4-305 for: 

(a) Three times the damages caused to the Medicaid programs through the payment of 

claims for uses of Latuda not eligible for Medicaid reimbursement; 

(b) Civil penalties of $11,000 for each Medicaid prescription reimbursed for uses of 

Latuda not eligible for Medicaid reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State of Colorado in 

connection with this action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State of Colorado may be entitled. 
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The Relator also demands judgment personally pursuant to Colo. Rev. Stat. § 25.5-4-306 

for: 

(a) Thirty percent (30%) of the amount recovered;  

(b) An award of reasonable attorney’s fees and costs incurred by the Relator;  

(c) Prejudgment interest; and  

(d) All other relief to which the Relator may be entitled. 

COUNT IV 

Unlawful Retaliation Against Relator 

Colo. Rev. Stat. § 25.5-4-306 

98. Paragraphs 1through75 are incorporated as if fully set forth herein. 

99. Beginning in May, 2011, Ms. Prough was terminated without cause from her 

position as a pharmaceutical sales representative with Sunovion.  While Sunovion informed Ms. 

Prough that she “was not a good fit for the company,” this allegation is inconsistent with the 

course of Ms. Prough’s seven-year history with Sunovion.  Ms. Prough is the person who, at 

great risk to her career, reported her supervisor’s gross misconduct.  Ms. Prough suffered illegal 

retaliation for reporting this misconduct.   

100. On information and belief, Relator was fired because Sunovion learned of her 

statutory protected efforts as described herein.  Accordingly, Ms. Prough, as the Relator, 

demands judgment against Sunovion for all damages authorized by Colo. Rev. Stat. § 25.5-4-

306, including, but not limited to: 

(a) Reinstatement to the same seniority status she would have held but for her unlawful 

firing; 

(b) Double the amount of back pay;  
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(c) Interest on back pay; 

(d) Front pay; 

(e) Any special damages caused by her firing; 

(f) Reasonable attorney’s fees and costs; and 

(g) Any other relief necessary to make Relator whole. 

COUNT V 

Violations of California False Claims Act 

CA. GOVT. CODE §§ 12650-12656 

101. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

102. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  CA. GOVT. CODE. §12651(a)(1). 

103. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of CA. GOVT.  CODE.§ 

126519(a)(2).   

104. As a result of Sunovion’s off-label marketing campaign Sunovion was a 

beneficiary of an inadvertent submission of false claims, discovered the falsity of the claims, and 

failed to disclose the false claims to the state or the political subdivision within a reasonable time 

after discovery of the false claim in violation of CA GOVT. CODE § 12651(a)(8). 

105. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 
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campaign for uses other than FDA approved uses, and that were paid for by the  Medicaid 

program were false or fraudulent claims. 

106. Sunovion is liable under CA. GOVT. CODE § 12561 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

107. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for Medicaid reimbursement and that its activities would cause 

numerous ineligible prescriptions to be submitted to Medicaid.  Had Sunovion not engaged in 

this fraudulent scheme, government funds would not have been used to pay for prescriptions that 

were not entitled to reimbursement by Medicaid.   

108. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State of California. 

109. As a direct result of Sunovion’s actions, the State of California suffered damages 

in the payment, directly or indirectly, of thousands of false claims and spent millions of dollars 

on prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The 

State of California would not have made these payments but for Sunovion’s fraudulent conduct.   

110. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State of California pursuant to CA. GOVT. CODE § 12651 for: 

(a) Three times the damages caused to the Medicaid programs through the payment of 

claims for uses of Latuda not eligible for Medicaid reimbursement; 

(b) Civil penalties of $11,000 for each Medicaid prescription reimbursed for uses of 

Latuda not eligible for Medicaid reimbursement;  
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(c) All attorney’s fees and costs reasonably incurred by the State of California in 

connection with this action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT VI 

Violations of the Arkansas Medicare Fraud False Claims Act 

Ark. Stat. §§ 20-77-901 et seq. 

111. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

112. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Ark. Stat. §20-77-902. 

113. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

statements or false representations of material facts in order to receive a health care payment in 

violation of Ark. Stat. § 20-77-902. 

114. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

115. Sunovion is liable under Ark. Stat. § 20-77-902for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

116. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 
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ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

117. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

118. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

119. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and all other relief to which the State is entitled. 

(e) Ms. Prough is the original source of the information contained herein and is entitled 

to ten per cent of any recovery by the State pursuant to Ark. Stat. § 20-77-911. 
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COUNT VII 

Violations of the Delaware False Claims Act 

DEL. CODE ANN. 6 §§ 1201-1211 

120. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

121. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Del. Code Ann. § 1201. 

122. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid in violation of Del. Code Ann. § 

1201.  

123. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

124. Sunovion is liable under Del. Code Ann. § 1201. for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

125. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   
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126. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

127. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

128. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Del. Code Ann. § 1201 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT VIII 

Violations of the District of Columbia False Claims Act 

D.C. Stat. §§ 2-381.01-2-381.09 

129. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 
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130. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  D.C. Stat. § 2-381.02. 

131. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid in violation of D.C. Stat. § 2-

381.02(a)(2).   

132. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claim to the District, subsequently discovered the falsity of the 

claim, and failed to disclose the false claim to the District in violation of D.C. Stat. § 2-

381.02(a)(8).     

133. As a result of Sunovion’s off-label marketing campaign, Sunovion was the 

beneficiary of an inadvertent payment or overpayment by the District of monies not due and 

knowingly failed to repay the inadvertent payment or overpayment to the District in violation of 

D.C. Stat. § 2-381.02(a)(9).   

134. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

135. Sunovion is liable under D.C. Stat. § 2-381.02. for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

136. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 
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ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

137. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the District. 

138. As a direct result of Sunovion’s actions, the District suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The 

District would not have made these payments but for Sunovion’s fraudulent conduct.   

139. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to D.C. Stat. § 2-381.02 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the District in connection with 

this action; 

(d) Prejudgment interest; and 

(e) All other relief to which the District is entitled 
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COUNT IX 

Violations of the Florida False Claims Act 

Fla. Stat. §§ 68.081-68.090 

140. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

141. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Fla. Stat § 68.082. 

142. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid in violation of  Fla. Stat § 68.082.  

143. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

144. Sunovion is liable under Fla. Stat § 68.082 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

145. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   
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146. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

147. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

148. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  Fla. Stat § 68.082 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT X 

Violations of the Georgia False Medicaid Claims Act 

Ga. Code Ann. 49-4-168-168.6 

149. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

150. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 
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for payment or approval to the Georgia Medicaid program in violation of  Ga. Code Ann. § 49-4-

168.1. 

151. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Ga. Code Ann. § 49-4-

168.1.  

152. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

153. Sunovion is liable under Ga. Code Ann. § 49-4-168.1 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

154. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

155. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 
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156. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

157. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Ga. Code Ann. § 49-4-168.1  for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XI 

Violations of the Georgia Taxpayer Protection False Claims Act 

Ga. Code Ann. 23-3-120 et seq. 

158. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

159. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Ga. Code Ann. § 23-3-121. 

160. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 
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records or statements material to false or fraudulent claims in violation of Ga. Code Ann. § 23-3-

121.  

161. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

162. Sunovion is liable under Ga. Code Ann. § 23-3-121 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

163. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

164. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

165. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

166. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Ga. Code Ann. § 23-3-121  for: 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 40 of 87



41 
 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XII 

Violations of the Hawaii False Claims Act 

Hawaii Rev. Stat. §§ 661-21-661-29 

167. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

168. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Haw. Rev. Stat. § 661-21. 

169. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Haw. Rev. Stat. § 661-

21.   

170. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claim to the State, subsequently discovered the falsity of the 

claim, and failed to disclose the false claim to the State in violation of Haw. Rev. Stat. § 661-21.   
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171. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

172. Sunovion is liable under Haw. Rev. Stat. § 661-21 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

173. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

174. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

175. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

176. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Haw. Rev. Stat. § 661-21 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 
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(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled 

COUNT XIII 

Violation of the Illinois False Claims Act 

740l. Comp. Stat. Ann. §§ 175/1-175/8 

177. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

178. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent 

claims for payment or approval in violation of  740 ILCS § 175/3. 

179. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of 740 ILCS § 175/3.  

180. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

181. Sunovion is liable under 740 ILCS § 175/3 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 
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182. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

183. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

184. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

185. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to 740 ILCS § 175/3: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 
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COUNT XIV 

Violations of the Indiana False Claims Act 

Ind. Code §§ 5-11-5.5-1 to 5-11-5, 5-18 

186. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

187. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval to the State in violation of  Ind. Code § 5-11-5.5-2. 

188. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to obtain payment or approval of false or fraudulent claims in 

violation of  Ind. Code § 5-11-5.5-2. 

189. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

190. Sunovion is liable under Ind. Code § 5-11-5.5-2 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

191. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   
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192. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

193. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

194. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Ind. Code § 5-11-5.5-2. 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XV 

Violations of the Iowa False Claims Act 

Iowa Code Ann. §§ 685.1-685-7 

195. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 46 of 87



47 
 

196. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Iowa Code Ann. § 685-2. 

197. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Iowa Code Ann. § 

685-2. 

198. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

199. Sunovion is liable under Iowa Code Ann. § 685-2 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

200. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

201. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 
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202. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

203. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Iowa Code Ann. § 685-2. 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XVI 

Violations of the Louisiana Medical Assistance Program Integrity Law 

Louisiana Rev. Stat. Ann. §§ 46:437 to 46:440 

204. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

205. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

in violation of  Louisiana Rev. Code Ann. § 46:483.3. 

206. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly engaged in misrepresentation or made, used, or 
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caused to be made or used false records or statements material to false or fraudulent claims in 

violation of Louisiana Rev. Code Ann. § 46:483.3. 

207. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

208. Sunovion is liable under Louisiana Rev. Code Ann. § 46:483.3 for each of those 

false claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

209. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

210. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

211. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   
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212. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Louisiana Rev. Code Ann. § 46:483.6. 

(a) Damages caused to the Medicaid and other healthcare programs through the payment 

of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XVII 

Violations of the Maryland False Claims Act 

Md. Code §§ 2-601-2-601-11 

213. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

214. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of Md. Code § 2-602. 

215. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly engaged in misrepresentation or made, used, or 

caused to be made or used false records or statements material to false or fraudulent claims in 

violation of Md. Code § 2-602. 

216. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 
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campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

217. Sunovion is liable under Md. Code § 2-602 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

218. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

219. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

220. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

221. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Md. Code § 2-602. 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  
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(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XVIII 

Violations of the Massachusetts False Claims Act 

Mass. Gen. Laws Ann. 12 §§ 5A to 5O 

222. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

223. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Mass. Gen. Laws Ann. 12 § 5B. 

224. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Mass. Gen. Laws Ann. 

12 § 5B. 

225. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claims to the State, subsequently discovered the falsity of the 

claim, and failed to disclose the false claim to the State in violation of Mass. Gen. Laws Ann. 12 

§ 5B. 

226. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 
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227. Sunovion is liable under Mass. Gen. Laws Ann. 12 § 5B.for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

228. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

229. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

230. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

231. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Mass. Gen. Laws Ann. 12 § 5B for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  
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(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XIX 

Violations of the Michigan Medicaid False Claims Act 

MI. Comp. Laws. Ann. §§ 400.601-400.615 

232. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

233. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be made to an employee or officer of 

the State a claim under the social welfare act 1939 PA 280 false statements or false 

representations of a material fact in an application for Medicaid benefits in violation of MI. 

Comp. Laws Ann. § 400.607. 

234. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of MI. Comp. Laws Ann. 

§ 400.603. 

235. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 
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236. Sunovion is liable under MI. Comp. Laws Ann. § 400.612 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

237. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

238. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

239. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

240. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to MI. Comp. Laws Ann. § 400.612 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  
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(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XX 

Violations of the Minnesota False Claims Act 

Minnesota Stat. Ann. §§ 15C.01-15C.15 

241. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

242. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Minn. Stat. Ann. § 15C.02. 

243. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid or approved in violation of Minn. 

Stat. Ann. § 15C.02. 

244. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

245. Sunovion is liable under Minn. Stat. Ann. § 15C.02 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

246. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 
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ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

247. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

248. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

249. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Minn. Stat. Ann. § 15C.02 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXI 

Violations of the Missouri False Claims Act 
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Mo. Rev. Stat. § 191.900 et seq. 

250. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

251. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

statements or false representations of material facts in order to receive a health care payment in 

violation of Mo. Stat. Ann. § 191.905. 

252. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

253. Sunovion is liable under Mo. Stat. Ann. § 191.905 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

254. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

255. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

256. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 
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prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

257. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Mo. Stat. Ann. § 191.905 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest;  

(e)  All other relief to which the State is entitled. 

(f) Ms. Prough is the original source of the information contained herein and is entitled 

to ten per cent of any recovery by the State pursuant to Mo. Stat. Ann. § 191.907. 

COUNT XXII 

Violations of the Montana False Claims Act 

Mont. Code. Ann. §§ 17-8-401 to 413 

258. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

259. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Mont. Code Ann. § 17-8-403. 

260. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 
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records or statements to get false or fraudulent claims paid or approved in violation of  Mont. 

Code Ann. § 17-8-403. 

261. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claims to the State, subsequently discovered the falsity of the 

claims, and failed to disclose the false claims to the State in violation of Mont. Code Ann. § 17-

8-403. 

262. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims.  Sunovion is liable under Mont. Code 

Ann. § 17-8-403 for each of those false claims that would have not been written but for 

Sunovion’s unlawful off-label promotion of Latuda. 

263. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

264. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

265. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 
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prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

266. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Mont. Code Ann. § 17-8-403 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXIII 

Violations of the Nevada False Claims Act 

Nev. Rev. Stat. §§ 357.010 to 357.250 

267. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

268. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false claims for payment 

or approval in violation of  Nev. Rev. Stat. § 357.040. 

269. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid or approved in violation of  Nev. Rev. 

Stat. § 357.040. 
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270. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claims to the State, subsequently discovered the falsity of the 

claims, and failed to disclose the false claims to the State in violation of Nev. Rev. Stat. § 

357.040. 

271. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims.  Sunovion is liable under Nev. Rev. 

Stat. § 357.040 for each of those false claims that would have not been written but for 

Sunovion’s unlawful off-label promotion of Latuda. 

272. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

273. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

274. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   
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275. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Nev. Rev. Stat. § 17-8-403 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXIV 

Violations of the New Jersey False Claims Act 

N.J. Stat. Ann. §§ 2A:32C-1 to 2A:32C-18 

276. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

277. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  N.J. Stat. Ann. § 2A:32C-3. 

278. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid or approved in violation of N.J. Stat. 

Ann. § 2A:32C-3. 

279. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 
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campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

280. Sunovion is liable under N.J. Stat. Ann. § 2A:32C-3 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

281. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

282. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

283. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

284. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to N.J. Stat. Ann. § 2A:32C-3 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  
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(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXV 

Violations of the New Mexico False Claims Acts 

N. M. Stat. Ann. §§ 27-14-1 et seq. 

N.M. Stat. Ann. §§ 44-9-1 to 44-9-14 

285. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

286. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  N.M. Stat. Ann. § 44-9-3 and N.M. Stat. Ann. § 27-14-4. 

287. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid or approved in violation of N.M. Stat. 

Ann. § 44-9-3 and N.M. Stat Ann. § 27-14-4.  

288. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claims to the State, subsequently discovered the falsity of the 

claims, and failed to disclose the false claims to the State in violation of N.M. Stat. Ann. § 44-9-

3. 

289. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 
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campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

290. Sunovion is liable under N.M. Stat. Ann. § 44-9-3 and N.M. Stat Ann. § 27-14-4 

for each of those false claims that would have not been written but for Sunovion’s unlawful off-

label promotion of Latuda. 

291. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

292. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

293. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

294. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  N.M. Stat. Ann. § 44-9-3 and N.M. Stat Ann. § 27-14-4 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 
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(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXVI 

Violations of the New York False Claims Act 

N.Y. Fin. Law §§ 187-194 

295. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

296. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  N.Y. State Fin. § 189. 

297. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of N.Y. State Fin. § 189. 

298. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

299. Sunovion is liable under N.Y. State Fin. § 189 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 
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300. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

301. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

302. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

303. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  N.Y. State Fin. § 189 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $12,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 
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COUNT XXVII 

Violations of the North Carolina False Claims Act 

N.C. Gen. Stat. §§ 1-605 to 1-618 

304. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

305. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  N.C. Gen. Stat. Ann. § 607. 

306. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of N.C. Gen. Stat. Ann. § 

607. 

307. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

308. Sunovion is liable under N.C. Gen. Stat. Ann. § 607 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

309. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   
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310. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

311. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

312. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  N.C. Gen. Stat. Ann. § 607 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXVIII 

Violations of the Oklahoma Medicaid False Claims Act 

Okla. Stat. § 63:50531.1 to 63:50531.7 

313. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 
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314. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  63 Okla. Stat. Ann. § 5053.1. 

315. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of 63 Okla. Stat. Ann. § 

5053.1. 

316. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

317. Sunovion is liable under 63 Okla. Stat. Ann. § 5053.1 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

318. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

319. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 
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320. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

321. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  63 Okla. Stat. Ann. § 5053.1 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXIX 

Violations of the Rhode Island False Claims Act 

Rhode Island Gen. Laws 9-1.1-2 to 9-1.1-8 

322. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

323. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  R.I. Gen. Laws § 9-1.1-3. 

324. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 
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records or statements material to false or fraudulent claims in violation of R.I. Gen. Laws § 9-

1.1-3. 

325. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

326. Sunovion is liable under R.I. Gen. Laws § 9-1.1-3 for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

327. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

328. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

329. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

330. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to  R.I. Gen. Laws § 9-1.1-3for: 
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(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXX 

Violations of the Tennessee False Claims Acts 

Tenn. Code Ann. §§ 4-18-101 et seq. and 71-5-181 et seq. 

331. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

332. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Tenn. Code Ann. § 71-5-182 and § 4-18-103. 

333. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Tenn. Code Ann. § 71-

5-182 and § 4-18-103. 

334. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion was the beneficiary of an inadvertent submission of false 

claims, subsequently discovered the falsity of the claim, and failed to disclose the false claim to 

the State within a reasonable time after discovery in violation of Tenn. Code Ann. § 4-18-103. 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 74 of 87



75 
 

335. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used or caused to be made or used false or 

fraudulent conduct, representation, or practice in order to procure something of value directly or 

indirectly from the State or a political subdivision in violation of Tenn. Code Ann. § 4-18-103. 

336. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

337. Sunovion is liable under Tenn. Code Ann. § 71-5-182 and § 4-18-103 for each of 

those false claims that would have not been written but for Sunovion’s unlawful off-label 

promotion of Latuda. 

338. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

339. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

340. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 75 of 87



76 
 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

341. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 to $25,000 for each prescription reimbursed for uses of 

Latuda not eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXXI 

Violations of the Texas Medicaid Fraud Prevention Statute 

Tx. Hum. Res. Code Ann. §§ 36:001-36.132 

342. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

343. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or in violation of Tex. Hum. Res. Code Ann. § 36.002(7). 

344. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

statements or misrepresentations of a material fact to in violation of Tex. Hum. Res. Code Ann. § 

36:002. 
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345. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly concealed or failed to disclose information that 

permitted a person to receive a benefit or payment under the Medicaid program that is not 

authorized or that is greater than the benefit or payment that is authorized in violation of Tex. 

Hum. Res. Code Ann. § 36:002. 

346. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

347. Sunovion is liable under Tex. Hum. Res. Code Ann. § 36:002 for each of those 

false claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

348. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

349. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

350. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 
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prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

351. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State for: 

(a) Two times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXXII 

Violations of the Virginia Fraud Against Taxpayers Act 

Va. Code Ann. §§ 8.01-216-1 to 8.01-216-19 

352. Paragraphs 1 through 76 are to be incorporated as if fully set forth herein. 

353. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  Va. Code Ann. § 8.01-216.3. 

354. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of Va. Code Ann. § 8.01-

216-3. 
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355. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

356. Sunovion is liable under Va. Code Ann. § 8.01-216-3 for each of those false 

claims that would have not been written but for Sunovion’s unlawful off-label promotion of 

Latuda. 

357. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

358. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

359. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

360. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State for: 
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(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXXIII 

Violations of the Washington Medicaid Fraud False Claims Act 

RCWA 74:66.005 to 74:66.130 

361. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

362. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of  RCWA § 74:66.020. 

363. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of RCWA § 74:66.020. 

364. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 
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365. Sunovion is liable under RCWA § 74:66.020 for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

366. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

367. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

368. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

369. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $11,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 81 of 87



82 
 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

COUNT XXXIV 

Violations of the Wisconsin False Claims Act 

Wisc. Stat. Ann. § 20-931 

370. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

371. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

in violation of Wisc. Stat. Ann. § 20.931. 

372. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements to get false or fraudulent claims paid or approved in violation of  Wisc. 

Stat. Ann. § 20.931.  

373. As a result of Sunovion’s off-label marketing campaign, it was a beneficiary of 

inadvertent submissions of false claims to the State, subsequently discovered the falsity of the 

claims, and failed to disclose the false claims to the State in violation of Wisc. Stat. Ann. § 

20.931. 

374. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Medicaid and 

other healthcare programs were false or fraudulent claims. 

375. Sunovion is liable under Wisc. Stat. Ann. § 20.931for each of those false claims 

that would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 
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376. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for reimbursement and that its activities would cause numerous 

ineligible prescriptions to be submitted to Medicaid and other healthcare programs.  Had 

Sunovion not engaged in this fraudulent scheme, government funds would not have been used to 

pay for prescriptions that were not entitled to reimbursement by Medicaid and other healthcare 

programs.   

377. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State. 

378. As a direct result of Sunovion’s actions, the State suffered damages in the 

payment, directly or indirectly, of thousands of false claims and spent millions of dollars on 

prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  The State 

would not have made these payments but for Sunovion’s fraudulent conduct.   

379. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the 

State pursuant to Wisc. Stat. Ann. § 20.931 for: 

(a) Three times the damages caused to the Medicaid and other healthcare programs 

through the payment of claims for uses of Latuda not eligible for reimbursement; 

(b) Civil penalties of $10,000 for each prescription reimbursed for uses of Latuda not 

eligible for reimbursement;  

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State is entitled. 

Case 1:13-cv-02336-PAB   Document 10   Filed 07/29/14   USDC Colorado   Page 83 of 87



84 
 

COUNT XXXV 

Violations of the Connecticut Medicaid False Claims Act 

C.G.S.A. § 17b-301b; An Act Implementing Provisions of the State Budget for the Fiscal 

Year Ending June 30, 2015, P.A. 14-217 (June 13, 2014) 

 
380. Paragraphs 1 through 75 are to be incorporated as if fully set forth herein. 

381. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly made, used, or caused to be made or used false 

records or statements material to false or fraudulent claims in violation of C.G.S.A. § 17b-301b.   

382. As a result of Sunovion’s marketing and promotion of Latuda for uses and doses 

not approved by the FDA, Sunovion knowingly caused to be presented false or fraudulent claims 

for payment or approval in violation of C.G.S.A . § 17b-301b. 

383. Prescriptions for Latuda which were written for purposes other than the only 

FDA-approved use, i.e., treatment of schizophrenia in adults, caused by Sunovion’s promotional 

campaign for uses other than FDA approved uses, and that were paid for by the Connecticut 

Medicaid program was a false or fraudulent claim. 

384. Sunovion is liable under C.G.S.A § 17b-301b for each of those false claims that 

would have not been written but for Sunovion’s unlawful off-label promotion of Latuda. 

385. At the time Sunovion engaged in these unlawful activities, it knew that off-label 

prescriptions were not approved for Medicaid reimbursement and that its activities would cause 

numerous ineligible prescriptions to be submitted to Medicaid.  Had Sunovion not engaged in 

this fraudulent scheme, government funds would not have been used to pay for prescriptions that 

were not entitled to reimbursement by Medicaid.   
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386. The time period during which false claims were paid was from the introduction of 

Latuda in February 2011, through the present.  Such claims were made and are continuing to be 

made across the State of Connecticut. 

387. As a direct result of Sunovion’s actions, the State of Connecticut suffered 

damages in the payment, directly or indirectly, of thousands of false claims and spent millions of 

dollars on prescriptions for Latuda for uses that were not FDA approved to be safe and effective.  

The State of Connecticut would not have made these payments but for Sunovion’s fraudulent 

conduct.   

388. Accordingly, Ms. Prough, as the Relator, demands judgment on behalf of the  

State of Connecticut pursuant to C.G.S.A. § 17b-301b for: 

(a) Three times the damages caused to the Medicaid programs through the payment of claims 

for uses of Latuda not eligible for Medicaid reimbursement; 

(b) Civil penalties of $11,000 for each Medicaid prescription reimbursed for uses of Latuda 

not eligible for Medicaid reimbursement; 

(c) All attorney’s fees and costs reasonably incurred by the State in connection with this 

action; 

(d) Prejudgment interest; and 

(e) All other relief to which the State may be entitled.   

 

PLAINTIFF/RELATOR DEMANDS TRIAL BY JURY ON ALL CLAIMS. 

Dated this 29th day of July, 2014. 
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s/Heather R. Hanneman 
Heather R. Hanneman  
Richard K. Kornfeld  
RECHT KORNFELD, P.C. 
1600 Stout Street, Suite 1000 
Denver, CO 80202 
(303) 573-1900 (telephone) 
(303) 446-9400 (facsimile) 
heather@rechtkornfeld.com 
rick@rechtkornfeld.com 
 
 
s/Archie I. Grubb, II 
Archie Irwin Grubb II 
Andrew England Brashier 
BEASLEY ALLEN CROW METHVIN 
PORTIS & MILES, P.C. 
218 Commerce Street 
Montgomery, AL 36104 
(800) 898-2034 (telephone) 
(334) 954-7555 (facsimile) 
Archie.Grubb@beasleyallen.com 
Andrew.Brashier@BeasleyAllen.com 
 
 
s/Bradford Lee Geyer Sr. 
Bradford Lee Geyer Sr. 
GEYER GOREY, LLP 
1776 I Street, NW 
9th Floor 
Washington DC, 20006 
(202) 644-8766 (telephone) 
Brad@geyergorey.com 
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CERTIFICATE OF SERVICE 
 

I hereby certify that the foregoing Qui Tam Amended Complaint and Exhibits were 
served this 29th day of July, 2014 to the following pursuant to Fed. R. Civ. P. 4: 

 
 
The Honorable Eric H. Holder, Jr.                                         The Honorable John F. Walsh 
Attorney General of the United States                                   United States Attorney 
Department of Justice                                                            District of Colorado 
950 Pennsylvania Avenue, NW                                             1225 17th Street, Suite 700 
Washington, DC 20530-0001                                                Denver, CO 80202 
 
 
Hon. John W. Suthers 
Colorado Attorney General 
Colorado Department of Law 
Office of the Attorney General 
Ralph L. Carr Colorado Judicial Center 
1300 Broadway, 10th Floor 
Denver, Colorado 80203 
 
 
 

s/Sara Thielke 
_________________________________ 
Sara Thielke 
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