






































COUNT II

VIOLATIONS OF THE ARKANSAS MEDICAID FRAUD FALSE CLAIMS ACT

74. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

75. A significant percentage of patients who use or have used Risperdal are persons

whose prescriptions are paid for in whole or in part by Medicaid.

76. As entities providing goods to providers under the Arkansas Medicaid Program,

Defendants are persons within the meaning of Ark. Code Ann. § 20-77-901 (6).

77. Submission of Risperdal prescriptions to Medicaid for reimbursement constitute

claims within the meaning of Ark. Code Ann. § 20-77-901(2).

78. Since the inception of their marketing of Risperdal, Defendants knowingly

misrepresented that Risperdal is more effective in the treatment of the negative symptoms of

schizophrenia and less likely to produce certain adverse events involving involuntary movement

disorders, which are commonly associated with antipsychotics. Defendants knew these

representations were unsubstantiated and false at the time they were made and that Risperdal is

no more effective than appropriate doses of first generation antipsychotic drugs and no less likely

to produce these adverse events. Defendants touted Risperdal's added efficacy dimension and

the reduction of these adverse events as justification for its higher cost. As a result of these

representations, and in an effort to spare their patients from experiencing these adverse effects,

Arkansas doctors treating Medicaid participants opted for Risperdal instead of less expensive

first generation antipsychotics.

79. Defendants' purposeful false statements and representations regarding the safety

and efficacy of Risperdal relative to other antipsychotics violate the Medicaid Fraud False
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Claims Act. Defendants' purposeful false statements and representations regarding Risperdal

caused the submission of claims for Risperdal to Medicaid for reimbursement. Defendants'

conduct constitutes Medicaid fraud within the meaning of Ark. Code Ann. § 20-77-902 (1)-(3),

(10).

80. Defendants have purposely offered to pay remuneration, including kickbacks,

bribes and rebates, both directly and indirectly, in cash and in kind, to physicians and

pharmacists participating in the Medicaid program. These payments were in exchange for the

recipients' submission to Medicaid of claims for Risperdal instead of claims for less expensive

antipsychotics. Defendants' conduct constitutes Medicaid fraud within the meaning of Ark.

Code Ann. § 20-77-902 (7)(A)(i)-(ii).

WHEREFORE, pursuant to Ark. Code Ann. § 20-77-903, the State respectfully requests

that this Honorable Court enter judgment in its favor and against Defendants and that the State be

awarded reimbursement for the amount of the incremental cost of reimbursement for Risperdal

instead of available first generation antipsychotics, three (3) times the amount Defendants

knowingly caused to be submitted for wrongful reimbursement of Risperdal, ten thousand dollars

per false claim, the State's reasonable expenses in enforcing the Medicaid Fraud Act and such

other relief as justice and equity may require.

COUNT III

RECOVERY OF THE COST OF TREATMENT FOR INJURIES CAUSED BY RISPERDAL

81. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

82. The method by which Risperdal was marketed in Arkansas rendered it defective

and unreasonably dangerous.
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83. The design and/or manufacture of Risperdal rendered it a dangerously defective

drug in that its use causes dangerous, and potentially life-threatening, medical conditions when

taken as recommended by Defendants and such risks were not generally known by Arkansas

physicians, the State and/or Arkansas Medicaid, DBHS and DFAEBD participants.

84. Risperdal was a dangerously defective drug in that Defendants failed to conduct

adequate pre-marketing testing, notwithstanding the known side effects associated with

Risperdal and anti-psychotic medications generally.

85. Risperdal was dangerously defective because it lacked a sufficient warning of the

risks associated with its use and also because:

(a) the lack of an adequate warning caused Arkansas physicians treating
Medicaid, DBHS and DFAEBD participants to prescribe Risperdal III

inappropriate circumstances and on inappropriate classes of patients;

(b) Defendants had a duty to warn Arkansas physicians treating Medicaid,
DBHS and DFAEBD participants of the risks and potentially life­
threatening side effects associated with Risperdal use and failed to do so;
and

(c) the warning and/or labeling provided by Defendants for Risperdal failed to
include the risks and or potentially life-threatening side effects associated
with Risperdal use that were known to, or readily ascertainable by,
Defendants and such risks were concealed from Arkansas physicians
treating Medicaid, DBHS and DFAEBD pmiicipants.

86. Risperdal is abnormally and unreasonably dangerous as marketed III that the

health risks and costs associated with Risperdal greatly outweigh any claimed utility of Risperdal

to the State and its Medicaid, DBHS and DFAEBD participants.

87. Risperdal reached the users and consumers thereof in substantially the same

condition that it was when originally manufactured, distributed and sold by Defendants. At the

time Risperdal was sold or placed· on the market, it was in a defective condition and

unreasonably dangerous to Arkansas Medicaid, DBHS and DFAEBD participants.
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88. Arkansas Medicaid, DBHS and DFAEBD participants, and their physicians, used

Risperdal in the manner in which it was intended to be used, without any substantive alteration

or change in the product.

89. As a result of Risperdal's defective nature, certain Arkansans whose care IS

provided by Medicaid, DBHS and DFAEBD were injured.

90. The State was forced to expend significant sums of money, through its Medicaid,

DBHS and DFAEBD programs, to treat Medicaid, DBHS and DFAEBD participants who

sustained Risperdal-related injuries.

91. The State is entitled to recover the costs of such treatment as parens patriae.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment

in its favor and against Defendants and award the State compensatory damages and any other

relief as justice may require.

COUNT IV

VIOLATlON OF THE ARKANSAS DECEPTIVE TRADE PRACTICES ACT

92. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

93. By labeling, distributing, marketing, promoting and selling Risperdal through

Arkansas physicians and pharmacies to the State, and Arkansas consumers, Defendants are

engaging in trade or commerce directly, or indirectly, affecting the people of the State.

94. Pursuant to the Arkansas Deceptive Trade Practices Act ("DTPA"), Ark. Code

Ann. § 4-88-113, the Arkansas Attorney General has the authority to seek restitution and

penalties for violations thereof.
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95. Defendants have repeatedly and wi11:fully engaged in the following conduct which

constitutes a deceptive trade practice and a violation of the DTPA:

(a) Misrepresenting that Risperdal is safe and effective for indications for
which safety and efficacy had not been demonstrated which caused
Arkansas physicians treating Medicaid, DBHS and DFAEBD participants
to prescribe Risperdal in inappropriate, non-medically necessary
circumstances;

(b) Making false and misleading misrepresentations of fact regarding
Risperdal's risk profile, including but not limited to misrepresenting the
likelihood and severity of the side effects associated with Risperdal,
including diabetes, stroke, high blood pressure, weight gain and other
serious and potentially life-threatening conditions;

(c) Misrepresenting and concealing material facts and/or failing to inform and
educate Arkansas physicians as to the risks and dangers associated with
Risperdal use when such facts were well known to, or readily
ascertainable by, Defendants;

(d) Misrepresenting and concealing material facts which were known to
Defendants, and unknown to Arkansas physicians, when Defendants knew
that Arkansas physicians rely on such facts when deciding whether to
prescribe Risperdal to their patients;

(e) Misrepresenting that Risperdal is safer and more effective than less
expensive first generation antipsychotics;

(f) Misrepresenting Risperdal as being of a particular standard, quality or
grade when it is not; and

(g) Intentionally creating a likelihood of confusion or misunderstanding in the
minds of Arkansas physicians as to whether Risperdal was safe or
medically necessary for Medicaid, DBHS and DFAEBD participants.

96. Due to the secrecy of the foregoing conduct, the State has only recently been

made aware of its actionable nature.

97. Defendants made, and continue to make, orally and in writing, false, misleading

or deceptive representations in advertisements, promotions and statements, and otherwise

disseminated, and continue to disseminate, false, misleading or deceptive information to the
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public, including Arkansas citizens, physicians and the State regarding non-medically necessary

uses of Risperdal and the health risks and benefits associated with using Risperdal.

98. Moreover, as detailed above, Defendants have violated Arkansas Code Ann. § 4-

88-201 et seq. in that Defendants have targeted "elder or disabled persons," as such persons are

defined in the statute, through Defendants' violations of the DTPA described above, and have

actually committed such DTPA violations against such elder or disabled persons. Defendants

knew or should have known that their conduct was directed to elder or disabled persons, such

conduct was in disregard of the rights of the elder or disabled persons, the elder or disabled

persons were more vulnerable to the Defendants' conduct because of age, poor health, infirmity,

impaired understanding, restricted mobility, and/or disability than other persons, and the elder or

disabled persons actually suffered substantial physical, emotional, or economic damage resulting

from the Defendants' conduct. In addition to any civil penalty otherwise set forth or imposed by

the Court, the Court should impose an additional civil penalty of ten thousand dollars ($10,000)

for each violation, or such other amount as the Court finds just and appropriate not to exceed ten

thousand dollars ($10,000).

99. Defendants acted knowingly in committing the violations of the DTPA described

herein.

100. Each Risperdal prescription written without an adequate warnmg, for a non-

medically necessary use or where a first generation antipsychotic was available constitutes a

separate and distinct violation of the DTPA.

101. As a consequence of Defendants' illegal and deceptive sales and marketing

practices, the State made monetary expenditures on behalf of Arkansas Medicaid, DBHS and

DFAEBD participants who were prescribed Risperdal for conditions which were not medically

25



necessary and/or where a first generation antipsychotic was as safe and effective and less

expensIve.

102. As a consequence of Defendants' illegal and deceptive sales and marketing

practices, Arkansas consumers who were prescribed Risperdal expended money for conditions

which were not medically necessary and/or where a first generation antipsychotic was as safe

and effective and less expensive.

103. As a further consequence of Defendants' illegal and deceptive sales and

marketing practices, many Arkansas Medicaid, DBHS and DFAEBD participants, including

children and elderly, were prescribed Risperdal by their physicians and sustained serious and

potentially life-threatening side effects.

104. The State was forced to expend significant sums of money for the treatment of

those Arkansas Medicaid, DBHS and DFAEBD participants who sustained serious and

potentially life-threatening side injuries as a result of using Risperdal.

105. The Attorney General has determined that the imposition of an injunction against

Defendants prohibiting the conduct set forth herein is in the public interest.

106. The State seeks the entry of a permanent injunction prohibiting Defendants'

unlawful and deceptive conduct and the imposition of all appropriate remedies available under

the DTPA.

107. The State seeks restitution for all expenditures incurred by it resulting from non­

medically necessary or non-medically accepted uses of Risperdal caused by Defendants'

unlawful and deceptive sales and marketing practices and the difference in cost between the

State's expenses for Risperdal and what the State would have spent on first generation

antipsychotics, absent Defendants' violations of the DTPA.
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108. The State seeks compensatory damages for all State expenditures resulting from

the treatment of those Arkansas Medicaid, DBHS and DFAEBD participants who sustained

injuries, side effects and/or adverse medical events after using Risperdal.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment

in its favor and against Defendants and also seeks;

(a) a permanent injunction preventing Defendants from deceptively marketing
and/or promoting Risperdal as appropriate for non-medically necessary
uses;

(b) restitution of all State expenditures for prescriptions caused by
Defendants' deceptive marketing and/or promotion of Risperdal;

(c) compensatory damages for all expenditures made by the State on behalf of
Arkansas Medicaid, DBHS and DFAEBD participants who sustained
injuries associated with Risperdal use;

(d) imposition of $10,000 civil penalty for each method, act or practice
deemed to violate the Act;

(e) imposition of an additional $10,000 civil penalty for each DTPA violation
committed against an elder or disabled person;

(f) the State's reasonable expenses in prosecuting the Act; and

(g) such other relief as justice and equity may require.

COUNT V

NEGLIGENCE

109. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

110. Defendants owed the State a duty to use reasonable care III the design,

manufacture and marketing of its product, Risperdal.

111. Defendants negligently, carelessly, recklessly, willfully and/or intentionally

engaged in the following conduct:

(a) Marketing and/or promoting Risperdal for non-medically necessary uses;
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(b) Failing to adhere to all applicable laws and regulations pertaining to the
marketing, promotion and/or labeling of pharmaceutical products, such as
Risperdal;

(c) Marketing and/or promoting Risperdal as appropriate for children;

(d) Failing to adequately train their sales force so that when Arkansas
physicians treating Medicaid, DBHS and DFAEBD participants raised
safety concerns regarding Risperdal important safety information was
withheld;

(e) Supplying a product that they knew, or should have known, contained
inadequate warnings of side effects and risks that were known to, or based
on facts available to Defendants;

(f) Supplying a product lacking sufficient warnings and/or instructions when
they knew, or should have known, the side effects associated with
Risperdal were not generally known by Arkansas physicians treating
Medicaid, DBHS and DFAEBD participants;

(g) Representing that Risperdal was safer than less expensive, first generation
antipsychotics;

(h) Continuing to promote, market and/or sell Risperdal after they knew, or
should have known, of the serious side effects and risks associated with
Risperdal use;

(i) Allowing Risperdal to be used indiscriminately for uses which are not
medically appropriate; and

(j) Not disclosing data pertaining to such use.

112. Defendants' negligent, careless, reckless, willful and/or intentional conduct was

the proximate cause of injuries and damages sustained by the State.

113. At all relevant times, Defendants knew, or should have known, that Risperdal

was, and is, hazardous to human health.

114. Risperdal is abnormally and unreasonably dangerous as marketed in that the

health risks and costs associated with Risperdal greatly outweigh any claimed utility of Risperdal

to Medicaid, DBHS and DFAEBD participants.
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115. As a direct result of the umeasonable marketing practices of Defendants,

Risperdal was, and is, defective and umeasonably dangerous.

116. Risperdal reached the users and consumers thereof in substantially the same

condition as when originally manufactured, distributed and sold by Defendants. At the time

Risperdal was sold or placed on the market, it was in a defective condition and umeasonably

dangerous to Medicaid, DBHS and DFAEBD participants.

117. Arkansas Medicaid, DBHS and DFAEBD participants used Risperdal in the

manner in which it was intended to be used, without any substantive alteration or change in the

product.

118. Due to the negligent, careless, reckless, willful and/or intentional conduct of

Defendants, as set forth above, the State expended millions of dollars of Medicaid, DBHS and

DFAEBD funds in purchasing Risperdal prescriptions and was also forced to expend significant

sums of money for the care and treatment of Arkansas Medicaid, DBHS and DFAEBD

participants injured by Risperdal, all of which was foreseeable to Defendants.

119. The reprehensible nature of Defendants' conduct entitles the State to an award of

punitive damages.

WHEREFORE, the State respectfully requests that this Honorable Comi enter judgment

in its favor and against Defendants and award the State compensatory and punitive damages and

any other relief as justice may require.

COUNT VI

BREACH OF WARRANTY

120. The State incorporates by reference the foregoing allegations as if set forth at

length herein.
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121. Through their sales and marketing practices to Arkansas physicians treating

Medicaid, DBHS and DFAEBD participants, Defendants warranted that Risperdal was fit and

appropriate for patients suffering from conditions for which it was not proven safe and effective.

122. Through their sales and marketing practices to Arkansas physicians treating

Medicaid, DBHS and DFAEBD participants, Defendants warranted that Risperdal had no

significant risks or side effects that were not identified on its labeling. Defendants further

warranted that Risperdal was safer than less expensive, first generation antipsychotics.

123. Arkansas physicians treating Medicaid, DBHS and DFAEBD participants relied

on the warranties made by Defendants regarding the appropriate uses and safety profile for

Risperdal.

124. Defendants breached the express and implied warranties they made to the State,

through Arkansas physicians treating Medicaid, DBHS and DFAEBD participants, since the

product was not appropriate for many of the uses for which it was promoted. Also, Risperdal is

far less safe than warranted by Defendants.

125. The State expended millions of dollars in Medicaid, DBHS and DFAEBD

expenditures for non-medically necessary uses of Risperdal and in purchasing Risperdal when a

less expensive, first generation antipsychotic was available. The State also spent significant

sums of money, through its Medicaid, DBHS and DFAEBD programs, for medical treatment for

those Arkansas citizens who developed serious side effects and/or adverse reactions after using

Risperdal. The State's expenses were caused by Defendants' express and implied warranties.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment

in its favor and against Defendants and award the State compensatory damages and any other

relief as justice may require.
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COUNT VII

FRAUD & MISREPRESENTATION

126. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

127. As part of their promotion of Risperdal, Defendants, through their sales

representatives and other advertising and promotion, willfully, knowingly and deceptively

communicated to Arkansas physicians treating Medicaid, DBHS and DFAEBD participants that

Risperdal was safe and effective for non-medically necessary uses and that it was safer and more

effective than less expensive first generation antipsychotics, all of which were knowingly false.

128. Defendants had a duty to disclose the conditions for which Risperdal was

arguably proven safe and effective, and not to go beyond those uses in their sales and marketing

to Arkansas physicians, the intermediary between Defendants and the State.

129. Defendants intended to induce Arkansas physicians treating Medicaid, DBHS and

DFAEBD participants to prescribe Risperdal for Arkansas Medicaid, DBHS and DFAEBD

participants for whom Risperdal was not medically necessary.

130. Arkansas physicians treating Medicaid, DBHS and DFAEBD participants as well

as the State, were justified in relying on Defendants to educate the physicians as to the

appropriate uses and risks of Risperdal.

131. The State, through its Medicaid, DBHS and DFAEBD programs, was forced to

expend significant amounts of money for non-medically necessary Risperdal prescriptions which

were directly caused by the fraudulent and misleading statements of Defendants.
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132. Defendants willfully, knowingly and deceptively withheld material facts

regarding the risks and side effects associated with Risperdal use from Arkansas physicians

treating Medicaid, DBHS and DFAEBD participants.

133. Defendants had a duty to disclose known risks and side effects associated with

Risperdal use, particularly, but not solely, when specifically asked about those risks by Arkansas

physicians.

134. Defendants intentionally withheld information regarding the safety risks and side

effects associated with Risperdal use with the intention of inducing Arkansas physicians to

prescribe Risperdal for Arkansas Medicaid, DBHS and DFAEBD participants in greater

quantities than they otherwise would have, or was otherwise appropriate.

135. Arkansas physicians treating Medicaid, DBHS and DFAEBD participants, as well

as the State, were justified in their reliance on Defendants to educate them as to the risks and

dangerous and potentially life-threatening side effects associated with Risperdal use.

136. Defendants knew that the State and Arkansas Medicaid, DBHS and DFAEBD

participants would not be in a position to discover and understand the true risks of using

Risperdal, and the public relied upon the misleading information that Defendants promulgated to

Arkansas physicians to the detriment of the State.

137. Defendants knew that the representations that were relied upon by Arkansas

physicians treating Medicaid, DBHS and DFAEBD participants were false or were made

recklessly without any knowledge of the truth.

138. Each of Defendants' misleading and deceptive statements, representations and

advertisements related to non-medically necessary and other inappropriate uses of Risperdal

were material to the State's purchase of Risperdal in that the State would not have been required
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to reimburse pharmacies for many non-medically necessary uses of Risperdal if Defendants had

marketed Risperdallegally.

139. The State, through its Medicaid, DBHS and DFAEBD programs, was forced to

expend significant amounts of money to treat Arkansas citizens who contracted serious and

potentially life-threatening medical conditions resulting from Defendants' deceptive withholding

of adequate safety information regarding Risperdal use and/or misrepresenting Risperdal's safety

profile.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment

in its favor and against Defendants and award the State compensatory and punitive damages and

any other relief as justice may require.

COUNT VIII

UNJUST ENRICHMENT

140. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

141. Defendants knowingly, willfully and intentionally marketed and promoted

Risperdal for conditions and illnesses for which it was not medically necessary.

142. Defendants knowingly, willfully and intentionally withheld information from

Arkansas physicians treating Medicaid, DBHS and DFAEBD participants regarding the risks

associated with Risperdal use.

143. As a result of the deceptive marketing practices of Defendants, Arkansas

physicians treating Medicaid, DBHS and DFAEBD participants prescribed Risperdal in far

greater numbers than would have been generated absent Defendants' deceptive and illegal
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conduct. The inflated levels of Risperdal reimbursement for Medicaid, DBHS and DFAEBD

participants resulted in a financial windfall for Defendants.

144. The State paid, reimbursed and/or otherwise conferred a benefit upon Defendants

to the extent of the inflated numbers of Risperdal prescriptions that directly resulted from

Defendants' fraudulent marketing practices relative to Arkansas Medicaid, DBHS and DFAEBD

participants who were not suffering from illnesses for which Risperdal is the medically necessary

treatment.

145. Further, Defendants have been unjustly enriched as a result of their false

representations that Risperdal is safer and more effective than less expensive, first generation

antipsychotics. The State would have purchased far less Risperdal in the absence of Defendants'

fraudulent representations.

146. Defendants have been unjustly enriched to the extent of the increased revenue

received by Defendants from Risperdal prescriptions that were ultimately reimbursed by the

State and resulted from Defendants' deceptive and illegal marketing program and disgorgement

of those profits is appropriate.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment

in its favor and against Defendants and that Defendants be required to make restitution to the

State for all expenditures made for non-medically necessary prescriptions of Risperdal as well as

the incremental cost of reimbursing for Risperdal instead of less expensive first generation

antipsychotics and such other relief as justice and equity may require.

REQUEST FOR JURY TRIAL

The State respectfully requests that all issues presented by its above Complaint be tried

before a jury, with the exception of those issues that, by law, must be tried before the court.
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Respectfully submitted,

BAILEY PERRIN BAILEY, LLP

Ken Bailey
Texas State Bar No. 01543500
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Dustin McDaniel
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Office of Attorney General
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