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WEITZ & LUXENBERG

A New York Professional Corporation
210 Lake Drive East, Suite 101
Cherry Hill, NJ 08002

Tel. (856) 755-1115

Attorpeys for Plaintiff

BAILEY PERRIN BAILEY LLP (OF COUNSEL)
F. Kenneth Bailey, Ir.

Michael W. Perrin

K. Camp Bailey

440 Louisiana St., Snite 2100

Houston, Texas 77002

(713) 425-7100

(713) 425-7101 fax

Alma Avila, as Next Friend of Amber N.
Avila, a Minor,

Plaintiffs,
V.

JOHNSON & JOHNSON COMPANY,
JANSSEN PHARMACEUTICA
PRODUCTS, LP.
a/k/a Janssen, L.P., a/kfa Janssen

Phammacentica, LP.,

a/k/a Jaussen Phanmaceutica, Toe.,
JOHN DOE Nos. 1 through 20 and
JANE DOE Nos. 1 through 20,

Defendants.

.7
¢

SUPERIOR COURT OF NEW JERSEY
LAW DIVISION
MIDDLESEX COUNTY

DOCKET NO.: f(o b I —0b

CIVIL ACTION

COMPLAINT AND
DEMAND FOR JURY TRIAL

Plaintiffs, residents of the State of Texas, by way of Complaint against the Defendants named

herein, incorporate by reference each an every allegation of the Complaint annexed hereto.



Dated: July 20, 2006

b

John M. Broadgus

Jerry Kristal

210 Lake Drive East, Suite 101
Cherry Hill, NT 08002

Tel #: (856)755-1115

Fax #: (856)755-1995

Franklin P. Solpmon
Renee L. Henderson
n



WEITZ & LUXENBERG
A New York Professional Corporation
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210 Lake Drive East, Suite 101
Cherry Hill, 7 08002 MISOLESEX
Tel. (856) 7551115 . N doe

SEELLER LUDWIG & SHELLER

A Pennsylvania Professional Corporation
One Greentree Centre

10000 Lincoln Drive Bast, Suite 201
Marlton, NT 08053

Tel. (856) 988-5590

BAILEY PERRIN BAILEY

A Texas Limited Liability Partnership
440 Louisiana St., Suite 2100
Houston, Texas 77002

(713) 425-7100

!

Attomeys for Plaintiffs

: SUPERIOR COURT OF NEW JERSEY

Mable Adams; Rickey D. Adams; Vivian . )
: LAW DIVISION

Allen; Patricia A. Arredondo;, Robert J.

Ausuray Alma Avila, as Next Friend of Amber : MIDDLESEX COUNTY
N. Avils, 8 Minor; Michael Azevedo; Della :
Baker; Oscar A. Barbosa; James S. Barnes; :
Kenoneth L. Belt; Loren B. Bennett; Jerome T. : DOCKET NO.:
Bielak: Susan A, Blake; Bertha M. Bonner; :
Charles Broadus; Bion L. Brown; Edward M. CIVIL ACTION
Brown; Shelettie Brown; Sylvia 1. Brown;
Willie A. Brown, on behalf of Robin A. :
Brown, an Incapacitated Adult; Angela Burley, :
as Next Friend of Lorenzo Stephen, a Minor; | COMFPLAINT AND
Carrie Burrell; Alana A, Calabrese; Juliana : DEMAND FOR JURY TRIAL

Capela; Steve Capela; Rebecca Carlisle; Danny
L. Carroll; Blizabeth Carroll, on behaif of
Thomas D, Carroll, an Incapasitated Adult;
Karen Cesal, on behalf of Gerald M., Cesal, an
Incapacitated Adult; Johrmy L. Clark; Wayne
Clark; David Clay; Thomas Clayten; Rosie
Cohen; George Cole; Senora Collins; Libbell
Count; Carol Cox; Leraine M. Cox; Batbara A. :
Cross; Mary Crum; Rafael 8. Davis; Mary L.
Diamond; Cynthia C Donaldson; Rebecca :
Dora; Roneld I. Dracy; David Duftene; Jeanne :
A. Duggan; Stafford B. Elahi, Jr.; Debra K., :
Elliott; Jerry R. Erickson; Antheny Evams; 17 :



Stephen J. Farrell; Edith Fearce; Mary Fedods;
Megan D. Finch; Sheral D. Flowers; Janice :
Ford; Allen Foster; Robbi L. Freed; Judy K.
Freed, as Next Friend of Amanda F, Freed, a
Minor; Karla Fuller; Debra A. Gargison;
Kathleen Gates, as Personal Representative of
the Estate of Cameron R. Lyseng, Deceased;
Claudic Grace; Repinald .. Green; Jacqueline
Griffith; Lametta M. Guerary; Fayquita :
Haggins; Wayne A. Hall; Lyle R. Hamons; Lisa :
Hardy; Mary Harris; Diane Harvey; Pairick :
Harvey; George Hayes, Ir.; Bryan T. Hayward; :
Bonnie Heard, as Next Friend of Russell B, :
Houston, 8 Minor; Sondra D, Henley; Mariamme :
K. Henricks; Job Henry; Paula Herpandez; :
Cafherine Hemderson; Lanra Herring; Brinda
Hill-West; Rita Hodges; Penelope. Holliday;
Patrick J. Hurson; Diane Hurst; Brenda D. :
Hutson; Ross L. Ilsiey, Jr.; Rita Issa; Hollie 5.
Tackson; Xatie Jackson; Pairicia Jackson; :
Robert L. Jackson, Jr.; Belinda Johnson; James :
Johnson; Latricia Johnstif, as Next Friend of
Dequita S. Johason, 2 Minor; Kimberly S.
Jones; Cheryl Joyner; Hattie Keithly; Ella !
Kelly, as Personal Representative of the Esiate
of Myrtle K. Hughes, Deceased; Mary R. :
Kender; Randall C. King; Joan C. Kyle; Larry
. Ladner; Marie P. Laird; Shon E. Laissen; Ruth
L. Lambert; Edna Langdon; Aone Lawson;

Kelly 8. Lehto; Ronald Lenoir; Ethel G Loti;

Mark A. Lovich; Richard Lumn; Lonne

Malone; Jerry N. Mangan; Mary A. Martin-

Dover; James D. Maynard; William J.

- McAleer; Tracy McBride, as MNext Friend of
Devon McBride, 2 Minor; Joseph M.
McCracken; Joshua McCreary; Mary
McDaniel; Randy L. McDaniel; Shirley
McDonald; Willie McGhaw,; Earl McNair;
Tonya E. Melvin; Alonzo L. Mitchell, Sr.;
Raymond Moore; Riclcy Morris; Patricia L.
Mordson; Harvey Muon; Christy Myers; :
Elizabeth Orjbamise; Diane M. Otero; Cynthia ;

. R. .Owens; Lomnie C. Owens, Sr.; Peula :
Pafford; Brenda Parks; Robert E. Paulin;
Tammy Pelison, as Next Friend of Dwain ;
Pelison, Jr., a Minor; Barbara Pilate; Crystal Y.
Poole; Michael W. Prebe; Ormnenus Reed; :
Hamry M. Rich; Melody Richardson; Glenda D. :



Ridgway-Coulter; Sheila Riggs, as Next Friend :
of Kara S. Riggs, 2 Minor; Sharon A. Roberls;
Cora L. Robinson; Sheila Robinson; John
Rodgers; Jack K. Rogers; Karl D. Rupp; Jack

W. Salamone; Cynthia Saul, as Next Friepd of :
Jade Saul, s Minor; John M. Schum; John
Schwamlein; Mildred E. Seymour; Debhie

Shaw; Robbie 1. 8ills; Lara A. Sims; Linda
Singleton, as Personal Representative of the
Estate of Bobbylee H. McWilliams, Deceased;
Gary D. Skala; Carol Smith; Carolyn Smith;
Shirley Smith; Daryl W. Smith, II; John R.
Sowers; Percival D. Stacy; Tery 3. Stalling;
Maria L. Stanton; Brenda Stewart; Robert W.
Stitt, Jr.; Ruthie Taylor; Rowena G. Teachey;
Vanessa Thomas; Carolyn Thompson; Jennifer :
L. Thompson; Robert L. Tucker, Jr.; Bettie J.
Tullos; Natagha Turner; Orlando M. Tarner;
Kelly Vermette; Robert L. Vogt; Sarah L. :
Watldns; Everett F. Watson, Ir.; Sylvia Wells;
Dorothy White; Shirley L. White; Benjamin O, :
‘Whits, Jr.; Boonis Williams; Jeanetie
Willizns; Tommy Williares; Kent Willis;
Tommy Worcester; Violet R. Wynnemer;
Patricia Wysong, on behalf of Donald L.
Wysong, zn Incapacitated Adult; Verlin G.
Yeary; David D. York; Bemard A. Young; and
William W. Young, :

Plamtiffs,

‘e

VS,

JOFINSON & JOHNSON COMPANY:;
JANSSEN PHARMACEUTICA PRODUCTS,
LP. a/kfa JANSSEN, LP., /k/a JANSSEN
PHARMACEUTICA, L., afida JANSSEN
PHARMACEUTICA, INC.; JOHN DOE Nos.
1 through 20; and JANE DOE Nos. 1 through
20,

Defendants.

Plaintiffs, identified more specifically by way of individualized caption pages annexed

hereto, for their complaint against the Defendants named herein, say:



THE PARTIES

1. Plaintiffs are ndividuals who currently reside in various States of the United
States, who have suffered personal injuries and incurred other damages as a result of ingesting
the atypical antipsychotic drug Risperdal (a trade name for risperidone) that ‘was designed,
developed, formulated, researched, manufactured, labeled, packaged, promoted, marketed,,
distributed and/or sold by Defendants. .

2. Defendant Johmson & Johnson is a cerporation organized under the laws of the
State of New Jersey with ifs principal place of business at One Johnson & Johnson Plaza, New
Brunswick, New Jersey.

3. Defendant Johnson & Yohnson does business i the State of Ne?v Jersey.and
throughout the Umted States, and at all times relevant hereto dcsignad? developed, formulated,
researched, manufactured, labeled, packaged, promoted, marketed, distributed, and/or sold. the ‘
atypical antipsychotic drag Risperdal in interstate commerce, including in Wew Jersey.

4. Defendant Janssen Pharmacentica Products, L.P., a/k/a Janssen, L.P., a/k/a
Janssen Pharmaceutica, L.P., a/k/a Janssen Pharmacentica, Iuc. (hereinafter “Janssen™) is a
subsidiary of Johpson & Johnson, and is a business entity with its principal place of business at
1125 Trenton-Harbourton Road, Titusville, New Jersey.

5. Janssen does business in the State of New Jersey aud throughout the United
States, and at all times relcvanf bereto designed, developed; formulated, resgarched,
mamufactured, labeled, paciaged, promoted, marketed, distributed, and/or sold the atypical
auﬁpsynhoﬁc dmg Risperdal in interstate commerce, including in New Jersey.

e, Defendants Jokm Doe Nes. 1 thraugh 20 {fictiious-name-designations of osie or
more individuals, partnerships, corporations, and/or other entities whose actual identities have

yet to be deterrnined) at all tirnes relevant hereto designed, developed, formulated, researched,



YW

manufactured, labeled, paclcaged, promoted, marketed, diétfibutcd and/or sold the atypical
antipsychotic drug Risperdal in interstate commerce, including in New Jersey.

7. Defendmts Jane Doe Nos. 1 throngh 20 (fictitions-name designations of one or
more individuals, partnerships, corporations, and/for other entities whose actual identities have

yet to be determined) at all times relevant hereto labeled, packaged, promoted, marksted,

.distributed and/or sold the atypical antipsychotic drug Risperdal in interstate commerce,

incliding in New Jersey.
8. At all times relevant hereto, each Defendant acted as the agent of every other

Defendant, within the course and scope of that agency, regarding the actsand opmissions alleged.
FACYTUAL BACKGROUND
9. Risperdal is an “antipsychotic”medication belonging to a class of drugs referred to
as atypical antipsychotics, -and was approved for certain uses m the United States in 1994,
10.  In 1997, the United States Food & Drug Adminjstration (“FDA™) dpproved

Risperdal for use for the treatment of schizophrsnia.
11.  In 1999, the FDA approved Risperdal for use in the short-term freatment of acute

" mixed or menic episodes associated with bipolar disorder.

12.  Risperdal is one of the Defendants” top-selling drugs an& produced approximately
$3.5 biltion in sales m 2005,

13.  Plaintiffs used Risperdal pursuant to Defendants’ instructions and advice- and ina
foreseeable manner, and the drug reached Plaintiffs without substantial change in its condition
since mamufachire or sale.

14.  Sincethe drug’s imtroduction to the market, the FDA has received mmmerous
reports of iyperglycemia, diabetes mellitus, worsening of existing diabetes, panereatitis and other

severe conditions and diseases among patients, including children, who were presaribed



Risperdal.
15. Shortly after Defendants began selling Risperdal, reporis began to surface of

Risperdal users who were suffering from hyperglycemia, acute weight gain, diabetes melhituys,
pancreatitis, and other severe conditions and diseases. Defendants knew or reasonably should
have known of these reports. Furthermors, prior to and dunng the time that Plaintiffs ingested
Risperdal, Defendants were aware of studies and journa] articles linking the use of Risperdal with
these and other severe and permanent hyperglycemia-related adverse events and diseases.

16.  The diabetes risk associated with Risperdal is much higher then with older
"‘typical” sntipsychotic drugs that were already available and approved for use.

17. ‘ In December 2000, the British Medical Jowrnal found no clear evidence atypical
antipsychotics like Risperdal were any more effective or bettef—tolerated than conventional
antipsychotic drugs, including Haldol and Thorazine.

18,  Defendants’ marketing efforts were designed and ifnplemented to create the false
impression in physicians” minds that Risperdal was safe and effective for their patients, and that
it was more efficacious and carried & lower risk of side effects and adverse reactions than ether
available treatments. |

19.  The marketing and promotion efforts of Defendants overstated the benefits of
Risperdal while mmimizing and downplaying the risks sssociated with the drug. These
promotional efforts were made while withholding irnportant safety information from prescaibing
physicians, the FDA, and the public.

20.  For example, Defendants were aware of numerous reperts of diabetes meflitns
associated with the nse of Risperdal, well beyond the background mate, and well beyond the rate
associated with older antipsychotic agents.

21.  In Apnl 2002, the Japanese Health and Welfare Ministry issued Emergency Safety



Information regarding the risk of diabetes mellitus, diabetic ketoacidosis, and other diabetic
conditions, for patients prescribed atypical entipsychotics, including Risperdal,

22 In September 2003, Defendants received & letter from the FDA informing them
that the product packaging for Risperdal failed to convey appropriate risk information related to
the drug’s essociation with serious disbetes mellitns and related conditions.

23, Despite having this information, Defendants failed to take action t¢ comrect this
obvious defect in Risperdal product labeling for several months. During tlis period, Defendants
did not pass on to physicians information regarding the risk of diabetes mellitus, nor did they
' issue new labelin g containing specific warmings.

24.  OnNovember 6, 2003, Defendants submitted supplemental ew Diug
Apph' cations covering the addition of information to the Warnings section of the prodnet labeling
for Risperdal. The FDA approved the supplements and requested that the Defendants issue a
“Dear Healthcare Provider letter” communicating the important new risk mformation.
Additionally, the FDA asked Defendants to submit a copy of the letter io the FDA and tathe
MedWatch program.

25.  Instead of preparing a letter that.acourately commumicated risk information, on
November 10, 2003, Defendants sent @ Dear Healthcare Professional letter that misreprosented
those risks. The letter stated, in pertinent pari:

Hyperglycemia-related adverse evenis have infrequently been
reporied in patients receiving RISFERDAL. Although
confinmatory research is still needed, a body of evidence from
published peer-reviewed epidemiology research suggests that
RISPERDAL is not associated with an increased risk of dizbetes
when campared to mtreated patients or patients treated with
sonventional autipsychotics. Evidence also suggesis that
RISPERDAL is associated with a lower risk of diabetes than some
other studied atypical antipsychotics.

By sending fhis letter, Defendants prevented physicians and patients from adequately



understanding the tisks associated with Risperdal.
T response to Defendants’ misleading letter of November 10, 2003, the FDA

26.
issued a Warning Letter on April 19, 2004 to Ajit Shetty, M.D., CEO of Janssen, reptimanding
the company. The FDA determined that the Dear Healthcare Provider letter omitted matexial
information, winimized risks, and claimed superior safety to ofher drugs in its class without
“adequate substantiation.” Additionally, by sending the Jetter, Defendants failed to comply with
FDA requirements regarding post-marketing reporting. As aresult, the FDA requested that
Defendants immediately cease dissemination of prc;meﬁonal materials for Risperdsl containing
the same or similar claims, aod warned that the FDA was continuing to evaluate all aspects of the
promotional campaign for Risperdal. |

27.  Three months after the FDA issued its Warning Letier, Defendanis mailed another
Dear Health Care Provider letier on Jub'r 21, 2004, adwmitting that the previous letter omitted
material information about Risperdal, minimized potentially fatal risks, and made misleading
clafims suggesting snperior safety in coméarison fo other atypmal antipsychotics without adequate
- - substantiation, in viclation of the Federal Food, Prog and Cosmetic Act.

28.  Byreason of the acts and omissions.of Defendants, Plaintiffs have been severely
and pecnanently injured and will require ongoing medical care ~a§d treatment.

29.  Defendants knew of the hazards associated with Risperdal; but nevertheless
affirmatively and acitvely concealed information that cieﬁﬂy demonstrated the dangers of the
drug and misied the public and prescribing physicians with regard to the materal aud clear risks
associated with the drug.

30.  Defendanis acted with the intent that physicians would continue to prescribe their
atypical antipsychotic drug even though the Defendants knew that prescribing physicians would
nof be in a position to know the true risks of the drug, and that they would rely upon the:



misleading information that Defendants promulgated.
31.  Defendants, through their funding and control of certain studies concerning, the

effects of atypical antipsychotic drugs on human health, their control over trade publications,
~ promoting, markeﬁﬁg, and/or through other agrecments, understandings and joint tmdertalings
and enterprises, conspired with, cooperated with and/or assisted in the wrongful suppression,
active concealment and/or mistepresentation of the tre velationship between their drgs and

various diseases, all to the defriment of the public health, safety and welfare.
32,  Defendanis acted in concert with one another to frandulently conceal from the

public, Plaintiffs and prescribing physicians the risk of diabetes mellitus and dizbetés-related
conditions associated with Risperdal, resnlting in significant harm fo consuiners of l.zispe:c'dal,
including Plaintiffs. '

33.  Defendants also acted in concert to unlawfully and improperly promote Risperdal
for “off Jabel uses™ not approved by the FDA. '

34.  Defendants improperly provided financial inducements to physicians to promote
Risperdal for uses beyond those which the FDA approved and beyond thos;c for which the dmigs
were medically accepted.

35." Defendants improperly provided financial inducements to State governiment
nﬂicigls to encourage acceptance of their atypical antipsychotic drugs for uses beyond ,th,ésa
which Th;i FDA approved‘ and beyond those for which the drugs wers medically accepted.

36. At all times relevant hereto, Defendants prrposefully and intentionally engaged in
these activities, and continue to do so, knowing fll well that when the public, including
Plaintiffs herein, vsed Risperdal in the manner-that Defendants intended they would be
substantially and vnreasonably at risk of suffering disease, injury and sickness.

37.  The statements, representations and promotional schermes made and wmdertaken



by the Defendants were deceptive, false, incoxﬁplete, miisleading and votrue,

38. Defendanis knew, or in the exer.cise of reasonable care should have known, that
their siatements, representations and advertisements regarding Risperdal were deceptive, falge,
incomplete, misleading and unirue at the time of making such statements.

39.  Neither Plaintiffs nor the physicians who prescribed the Defendmnts’ atypi;:al
antipsychotic drug had kmowledge of the falsity or untruth of the Defendants® statements,
representations and advertisements when prescriptions for the drug were written.

40.  Plaintiffs and their prescribing physicians reasonably relied on the Defendants’
statements, representaﬁoné and advertisements and Defendants knew that Plaintiffs and their
yrescribing physicians wonld be relying upon Defendants” statements. Each of the statements,
representations and advertisements were material to Plaintiffs’ purchase of, or otherwise
cbtaming, the Defeqdants.’ atypical antipsychotic drug, in that Plaintiffs would not have
purchased nor taken the drug if Plaintiffs had kmown that Defendants® statements, representations
and advertisernents were deceptive, false, incomplete, misleading and untrue.

41.  Had Plaintiffs been ndequately warned of the potential life-threatening side effects
of Defendants’ atypical antipsychotic drigs, Plaintiffs would not have purchased or taken the
drugs and conld have chosen to request other medications or treatments.

42,  Defendants negligently, recklessly and wantonly failed to warn Plaintiffs and the
general public of the risks associated with taldng Defendants’ atypical antipsychotic drug, and
failed to do so even after various studies, including their own, showed that there were problerns
coneerning the risks of diabetes and diabetes-related injuries associated with the dnug.

43.  Defendants endeavored to deceive Plamtiffs and the general public by not
disclosing the findings of various stndies, including their own, which revealed problems

- concerning the dangers of Defendants’ atypical anlipsychotic drugs.

10



44,  Defendants failed o provide adequate warnings and jfnstructions that would have
_put Plaintiffs and the general public on notice of the dangers and adverse effects of Defendants’
atypical antipsychotic drugs.

45.  Defendants designed, manufactured, distribufed, sold and/or supplied their
atypical antipsychotic drug and otherwise placed the dg into the stream of commerce in a
defective and nnreasonably dangerous condition, iakmg into consideration the uitlity of the dmg
and the risk to Plaintiffs and the general public.

46.  Defendants® atypical antipsychotic drug as.designed, maunfactured, distributed,
sold and/or supplied by the Defendants were defective due to inadequate warnings, instructions
and/or labeling. )

47.  The Defendants’ atypical antipsychotic drugs as designed, mamufactured,
distributed, sold and/or supplied by the Defendants were defective due to inadequate testing
before and after the Defendants knew, or in the exercise of reasonable care should have known,
of the various studies, including their own, evidencing the risks of digbetes and diabetes-related
condifions, disease and injuries associated with the drug. |

48.  Plaintiffs ingested fhe Defendants’ atypical entipsychotic drugs and as a resalt
suffered emotional and personal injury and economie loss,

COUNT1

PRODUCT LIABILITY ACT (N.J.S.A. 2A:58C-2ef seg.}

49, Plaintiffs incorporate by reference all othier paragraphs of this Comjilaint as if
fully set forth herein and further alleges as follows:

50.  Defendenis designed, formulated, produced, created, made, packaged, labeled and
sold Risperdal and held themselves out to users of the product as the manWs) of
Risperdal. '

51.  Defendants’ Risperdal product was not reasonably fit, suitable or safe for its

11



intended purpose because it failed to contain adeqguate wamnings and/or instructions.

52.  Defendants failed to otherwise provide adequate wamings and instructions to
consumers of Risperdal who had purchased or recsived the product, or to their prescribing
physicians.

53.  Defendants’ Risperdal product was nof reasopably fit, suitable or safe for its
intended purpose becanse it was desigaed in a defective manner.

54.  The ordinary user or consumer of Defendants’ Risperdal product could not
reasonably be expected to have Imowledge of the product’s inherept risks and dangers.

55. The déggemus and defective chatacter of Risperdal was in fact unknown to the
product’s erdinary consumer or user, inclnding Plaintiffs, and Plaintiffs” mjuries were caused by
an unsafe aspect of Risperdal that is an inherent characteristic of the product'and that would not
be recognized by the ordinary person who uses or consumes the produét and for whom the
product is intended.

56.  As adirect and proximate result of one or more of these Wmﬁgﬁﬂ'acts or
omissions of Defendants, or some or any one of ﬂ'l&n;t, Plaintiffs suffered profound injuries which
are permanent and continuing In nature; required and will require medical treatment and
hospitalization; have become and will becomne liable for medical and hospital expenses; lost and
will lose financial gains; have been and will be kept from ordiﬁaiy activiﬁes aryd dirties and have
and will cantinne to experience mental and physical pain and suffering, disability and Joss of
enjoyment of life, all of which damages Wll! continue in the future.

WHEREFORE Plaintiffs demand judgment against each Defendant individually, jeintly
and/or severally for all such compensatbry, statntory-and pusitive damages available nnder
applicable law, together with interest, costs.of suit, attorneys’ fees and all such other relief'as the

Couwnt deems proper.

12



COUNT II :
PUNITIVE DAMAGES, PRODUCT LIABH ITY ACT (N.J.8.A. 2A-58C-5)

57.  Plaintitfs incorporate by reference all other paragraphs of this Complaint as if:
fully set forth herein and further allege as follows:

58.  Defendants” manufachire, marketing, promotion, distribution and sale of a
defective product and their failure to provide adequats warnings and instructidns concerning its
hazards was willful, wanton, reckless and without regard for the public's safety and welfare. The
defendants misled both the medical community and the public at large, inchuding Plaintiffs
herein, by makiog falge representations about the safety of Risperdal. Defendants downplayed,
understated and/or disregarded their knowledge of the sel:ious and permenent side effects aizd
zisks associated witﬁ the use of Risperdal despite available information demonstrating that
Rizperdal w:as likely to cause serious and potentially fatal side effects to users.

59. At all times relevant hereto, defendants knew of the defective nature of their
Risperdal product, and continued to design, mannfacinre, market, 1abel, and sell Risperdal se as
to maximize sales and profits at the expense of public health and safety, with wanton and willfuf
disregard of the safety of product users, consumers, or.others who foreseeably might be hartned
by the product, including Plaintiffs who did suffer such harm.

60.  Defendants misled regnlators, the medical community and the public at large,
Including Plaintiffs, by making false and misleading representations about the safety of
Risperdal. Defendants knowingly withheld or misrgplresen’ccd information rcqni:n‘sd tobe
submitted to the FDA under the agency's regulations, which information was material and
relevant to the harm suffered by Plaintiffs.

61. As a direct and prox.imate result of Defendants’ reckless, willfil ar.;d wanton acts
in disregard of the safety of {he public genorally and of Plaintiffs in particnlar, Plaintiffs suffered
profound injuries which are permansnt and continuing in nature; required and will require

13



medical treatment and hospitalization; bave become and will become liable for medical and
hospital expenses; lost and will lose financjal gains; have been and will be kept from ordinary
activities and duties and have and will continve o experience mental and physical pain and |
suffering, disability 2nd loss of enjoyment of life, all of which damages will continue in the
future.

WHEREFORE Plaintiffs demand judgment against each Defendait indfvidually; jointly
and/or severally for all such compensatory, statutory and punitive damages available nnder-
spplicable law, together with interest, costs of suit, attomneys’ fees and all such other relief as the

Court deems proper.

COUNT 111
NEGLIGENCE

62.  Plaintiffs incorporate by reference all other paragraphs of fhis Complaint as if
fuily set forth herein and firther allege as follows:

63.  Defendants bad a duty to cxercise reasonable care when they designed,
formulated, researched, mannfactured, labeled, packaged, promoted, marketed, aid/or sold the
drug ingested by Plaintiffs, including a duty to ensure that the drug did not canseusers to suffer
from undisclosed dangerous side éﬁ‘ectswhen used alone or in foreseeable combination with
other drugs. |

64.  Defendants were negligent when they designed, formulated, researched,

" manufactured, labeled, packaged, promoted, marketed, and/or sold their atypical antipsychotic
dmg, in thal, among other things, they;
a Failed to rccompany the product w‘ith praper warnings regarding
all possible adverse side effects associated with the vse of their
drugs;
b: Failed io conduct adequate pre-clinical and clinical testing and

i4



post-marketing surveillance to determine the safety of their drugs;

Fmled to pmﬁde adequate fraining apd instmection to medical care

providers for appropriate use of their drugs;

Failed to warn Plaintiffs while ac;ﬁvely encouraging the sale of

their drugs, either directly or indirectly (tfmough Plaintiffs*

prescribing physicians), orally or in writing, about:

1. The need for diagnostic tests o be performed on the patient
prior to ingesting the Defendants’ atypical antipsychotic
drngs to discover and ensure against .poteuﬁally fatal side
effects; and/or

2. The need for comprehensive, regular medical monitoring 1o
ensure early discovery of potentially fatal side effects;

Failed to warn that the risks associated with the ingestion of their

drugs exceeded the risks of other alternative forms of medication;

Failed to effectively warn about the increased danger and

potentially fatal relationship in combining the use of theii drogs

gither together or with various other drugs for nse in treatment of

Plaintiffs’ condition(s);

Negligently marksted their drug despite the fact that fhe risks of the

drig were so high and the benefits of the drug were s6 low that no

reasonable pharmacentical company, exercisi;ag due care, would
have done so0;

Recklessly, falsely, and deceptively represented or knowingly camitted,

suppressed, or concealed material facls regarding the safety axid aﬁcmy.of

15



ot

their drugs from prescribing physicians and the consaming public; had
prescribing physiciaos and the consuming public known of such facts,
Defendants’ atypical antipsychotic dmgs would never have been

prescribed to, or nsed by, Plaintiffs;

Remuined silent despite their knowledge of the. growing pitblic dcceptance
of misinformation and misrepresentations regarding both the safety amd
efficacy of ingestion of their drugs and did so becanse the prospect of huge
profits cutweighed their concern for health and safety issues, all {o the
significant detriment of Plaintiffs; ' |

Failed to perform their post-manufachiring and continming duty to wam
which. arose when they knew, or in the exercise of reasohable care shounld
have known, that their drugs were being prescribed in-a dangerous.

I anner;

Unlawfully and improperly markested and promoted their atypical
antipsychotic drugs for “off 1abel” uses beyond those uses approved by the
FDA or .supported by medical science;

Unlawfully and improperly provided financial incentives to physicians and

others to préscn”be the drugs and approve its use;

" Were otherwise careless, negligent, grossty neghigent, reckiess, and acted

with willful and wanton disregard with respect to the rights of Plaintifis;
Continued to market the drugs to consimers, including Plaintiffs and their
preseribing physieians, when there were safer alternative methodsof - -
treating Plaintiffs” condition(s), despite the fact that Defendants knew or

should have known that the dmgs caused unreasonable; dangerous side
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effects; and

o. Knew or should have known that consurners such as Plaintiffs would
foreseeably suffer mjuiry as a result of the Defendants” failure to exercise
ordinary care as described above.

65.  As adirect and proximate result of one or more of these wrongfnl acis or
omissions of Defendants, or sﬁme or any one of them, Plaintiffs suffered profound injuries which
are permanent and confinuing in nature; required and will require medical beatment and
hésﬁitalization; have become and will become ligble for medical and hospital expenses; 1ost and
will lose {inancial gains; have been and will be kept from ordinary activifies and duties and have
and will continve to experience mental and physical pain and suffering, disability and loss of
enjoyment of life, 21l of which damages will continue in fhie foture.

WHEREFORE, Plaintiffs demands judgment against the Defendants for damages for
péin and suffering, loss of enjoyment of life, past and firture medical expenses, past and foture
lost wages, and punitive damages, together with interest from the date of injury and costs,

COUNT IV
STRICT LIABIATY

66.  Plainififfs incorporaie by reference all other paragraphs of this Complaint as if

fully set forth kerein and further allege as follows:
67.  Defondants are manufacturers and/or suppliers and/or marketers of Risperdal and.

are strictly liable to plai;lﬁﬁ' for designing, creétiug, mannfactming, distrbuting, selling and
placing into the strerm of commmerce the dmg Risperdal.

68. Rxsperdal manufactured and/or supph ed andfor marketed by Defendants was
defective in dcszgn or formulahan in that, when it left the han&s of the manufacfurer andlor
supplers, it was unreasonably dangerous, it was more dangerous than =n ordinary consumer

wonld expect.and more dangerous than other forms of anfipsychetic treatrhent availablé:

17



§9.  Risperdal manufactured and/or supplied and/or marketed by defendants-was
defective in design or formulation in that, when it left the hands of the manufacturer and/or
suppliers, the foreseeable risks exceeded the benefiis a.ssociatad with the design or farmulation.

70.  Risperdal manufactured and/or supplied and/or marketed by defendants was
defective due to inadequate warnings or instructions becanse the manufacturer knew or should
have known that the produc created, among other things, a risk of diabetes mellitus-and diabetes-
relaled conditions when used in the manner intended and/or reasonably foresceable by
Defendants, and failed to adequately warn of said risks.

71.  Risperdal manafactured and/or supplied and/or marketed by Defendants was.
defective due fo ina&equate pre-marketing testing.

72.  Risperdal manufactured and/or supplied and/or marketed by Defendants vas
defective due to Defendants’ failure to provide adequate initial warnings and post-marketing
warnings or instructions afier the manufacturer and/or supplier knew or shotild have knpwn of
the risks of adverse effects including diabetes mellitus and diabetes-related conditions ffom
Risperdal, and continued to promote the product.

73.  Risperdal manufactered and/or supplied and/or marketed by defendants was
umreasonably dangerons and defective becanse it was not accompauied by proper warniags to
prescribing physicians and the medical community.regardiﬁg all possible adverse side.effects -
associated with the wse of Risperdal and the comparative severity, incidence, scope and duration
" of such adverse effects.

74.  Such wamings and information that Defendaxis did provide to the medical -
community-did not aceurately reflect the symptoms, scope, severity, or frequancy-of-the potential
side effects.

75.  Defendants failed fo provide warnings that would have dissnaded physicians from
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prescribing Risperdal and consumers from purchasing and consuming Risperdal, thus depriving
physicians and mnmﬁms from weighing the true risks agninst the benefity of prescribing and/or
purchasing and eonsuming Risperdal.

76.  As adirect and proximate result of one or more of these wrongfii acts or
omissions of Defendants, or some or amy one of them, Plaintiffs sufféred profound injuries vwhich
are permanent and continuing in nature; required and will require raedical treatment and
hospitalization; have become and will become lable for medical and hospital expenses; Jost and
will Jose fimancial gains; have been and will be kept from ordinary activities and duties and have
amd will continue to experience mental and physical pain and suffering, disability and lost of
enjoyment of life, all of which damages will continue in the fisture.

WHERLEFORE Plaintiffs demands judgment against each defendant individnally, jointly
and/er severally for 1l such compensatory, statutory and punitive damages availsble under
- applicable law, together with interest, costs of suit, attomeys’ fees and all snch other relief as the

Court deems proper.

COUNTY
BREACH OF EXPRESS WARRANTY

77.  Plaintiffs incorporae by reference all other paragraphs of this Complaint as if
folly set forth herein and further allege as follows:

78.  Defendants in their manufacturing, design, distribution, matketing and promotion
of Risperdal expressly warranted same to be safe and effecfive for Plaintiffs and members of the
public generally. |

79.  Atthe time of making of these express warranties, Defendauts had kuowledge of
the purpose for which the product was to be usad and warranied same to be in a]l respects safe,

effective, fit and proper for such purpose and use.
§0.  Defendents further expressly warranted that their Risperdal product was safer and
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more cffective than other antipsychotic drgs.

21.  Risperdal does not conform to these express warranties and representations
because Risperdal is not safe or effective, nor is it safer or more effective than other anti-
psychotic drugs available, and it may produce serious side effects, inchuding among other things
diabetes meflitus and other diabetes-related condifions.

82.  As adirect and proximate result of the breach of express warranties by
Defendants, or soms or any one of them, Plaintiffs suffered profound injuries which dre

_ permanent and confinuing in nature; required and will require medical treatment and
hospitalization; have become and will become liable for medical and héspital expenses;.lilst and
will lose financial gains; have been and will be kept from r;rdinary activities and duties and have
and will centinue to experience mental and physical pain and suffering, disability and loss of
enjoyment of life, all of which damages will continue in the firture.

WHEREFORE Plaintiffs demand judgment agsinst each Defendant individually, jointly
and/or severally for all such compensatory, statutory and punitive damages available vnder
applicable law, together with interest, costs of suit, attorneys’ fees and alf such other relief as the

Court deems proper.

COUNT VI
BREACH OF IMPLIED WARRANTY

83.  Plaintiffs incorporate by reference all other paragraphs of this Complaint as If

fiilly set forth herein and further allege as follows:

84.  Defendants marketed, manufactured, promoted, distributed snd/for sold kixpmdﬂ
for use by the public at large and inciuding the Plaintiffs herein. Defendants knew the use for
which their product was intended and impledly warranted said product to be of merchiantabie
quality, safe and fit for use.

85.  Plaintiffs redsonably relied én the skill and judpment of Defendants, and ak such
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their implied warranty, in using Risperdal. Contrary to same, Risperdal was not.of merchantable
quality or safe or fit for its intended vse, becanse said product is unreasonably dangerovs and
it for the ordinary purpose for which it was intended and nsed. -

86.  As adirect apd proximate result of the breach of tmplied warraniies by
Defendants, or some or aniy one of them, Plaintiffs suffered profound injuries which are
permanent and continuing in nature; required and will require medical freatment and
hospitalization; bave become-and will become lable for medical and hospital expenses; lost-and
will lose financial gains; have been and will be kept from ordinary activities and duties and have
and will continue to experience mental and physical pain and suffering, disability and Joss of
-enfoyment of life, all of which damages will continue in the firture.

WHEREFORE Plaintiffs demands judgment against each defendant individually, jeinfly
and/or severally for all such compensatory, statutory and punitive damages available under
applicable law, togsther with interest, costs of suit, astiomeys' fees and all such other relief as the

' Court deems proper.

COUNT Vil
CONSUMER FRAUD ACT (N.J.S.A. 56:8-2 ef seq.)

87.  Plaintiff incorporates by reference all other paragraphs of this Complaint g if

fully set forth herein and further alleges as follows;y
88.  Prescription drugs such as Risperdal are “merchandise,” as that term s defified by

the Consumer Frand Act, N.J.S.A. 56:8-1 ef seq.
89.  Defendants are persons within the meaning of the Consumer Fraud Act, N.J.S.A.

56:8-1, et seq.
90.  Defendants viclated the Consumer Fraud Act, N.J.S.A. 56:8-1, et seq., in the

following particulars;
(8)  Defendants engaged in nnconscionsble commercial practices, throngh .
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dsception, frand and making false promises and misrepresernitations

including but not limited to;

i Failing to mak’e complete and appropriate diselosues to the FDA
in conjunction with the approval process for Risperdal;

Marketing and promoting this product as safe and effective for the

e

treatment of schizophrenia, psychosis, démenfia and ofher
conditions. _

(b  Defendants used and employed deception, fraud, false pretense, false
promiise and misrepresentation in the following particulars:

i Failing to disclose to the FDA and the public knowledge of the
health hazards posed by the use of this product;

. Downplaying and understating the health hazards and risks
mso@teﬂ with the use of this product;

fii.  The methods and manner by which they undertook to.create a:
market environment, which fostered the aggressive dispensation of
this product.

{c)  Incomnection with thesale and advertisement of Risperdal, defendarts
engaged in knowing concealment, suppression and omission of material -
facts regarding the health hazards created by the use of this product.

91.  The aforesaid promotion and release of Riéperdal ito the stream of commerce
constitutes an unconscionable commercial practice, deception, false pretense, misrepresentation,
and/or the knowing concezlment, suppression, or emission of material facts with the intent that
others would rely upon such concealment, snppression or cmﬁssion'i:u connection with the sale or

advertisement of snch merchandise by defendamts, in violation of the Consumer Fraud Act.,
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N.J.S.A. 56:8-1 et seq.
92.  Defendants’ actions in connection with manufacture, distribution, and marketing

of Risperdal as set forth herein evidence a lack of good fith, honesty in fact and obsetvance of
fair dealing so as to constitule unconscionable commmercial practices, in violation of the
Consumer Fraud Act., N.J.5.A, 56:8-2 et seq.

93.  Defendants® unlawful sale and advertising practices were specifically designied fo
induce the public to seek out, obtain prescriptions, purchase and consume this product.

94.  Defendants knew of the growing public acceptauee of their misinformation and
misrepresentations regarding the safety and efficacy of Risperdal but ramair;cd sileitt because
defendants” appetites for significant future profits far outweighed their concern for fhie health.and
safety of the conswming public and Plaintiffs herein.

95.  Plaintiffs’ physicians prescribed and/er otherwise provided Plaintiffs wﬁh
Risperdal, and Plaintiffs consumed Risperdal, primarily for personal and farnily reasons.

96.  Asaresult of Defendants’ vielation of the Cousumer Fraud Act by use or
emnployment of the methods, acts, or practices described herein, Plaintiffs have suffered
ascertainable losses, in that Plaintiffs paid money to purchase Risperdal, which was the subject of

the aforementioned unlawful practices.
- 97.  Pursuant to the New Jersey Consumer Fraud Act, plaintiff is entitled to recover
treble the actnal damages sustained, reasonable attorneys fees, filing fees and reasonable costs of
suit,

98.  Defendants are liable to Plaintiffs for all general and equitable relief to which
Plaintiffs are-entitled by common law and stahzte, inchnding but noi Hmited to-treble damiages,
teasonable attorneys fees, filing fees and reasonable costs of suit.

99.  Asa direct and proximate result of the scts of consumer frand set forth shove,
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Plaintiffs purchased an unsafe product and incurred monetary expense as well as risk to
themselves, and thereby suffered an increased risk of harm as previously set forth hersin.

WHEREFORE Plaintiffs demand judgment against each defendant individually, jointly
and/or severally for all such compensatory, statutory and punitive damages avaijable under
applicable law, together with inferest, costs of suit, atiomeys” fees and all such other relief as the
Court deems proper.

COUNT VIII
NEGLIGENT MISREPRESENTATION

100. Plaintiffs incorporate by reference all other paragraphs of this Complaint as if
fully set forth herein and further allege as follows: .

101. Defendants, having nndertaken the manufactaring, marketing, prescription,
dispensing, distrbution and/or promotion of Risperdal described herein, owed a duty to pmvidé.
accurate and complete information regarding their product.

102. Defendants falsely represented that the aforesaid product was safe and effective
for the {reatment of conditions suffered by Plaintiffs. These representations by Defendants were
in fact false and the produsct was not safe for said pwpose and was in fact dangerous to the health
of Plaintiffs. Defendants concealed, omztted, or minirnized the side effects of Risperdal or
provided misinformation about adverse reactions, risks and potential harms frori Rispeidal and
succeeded in persuading consumers and Plaintiffs to purchase and fngest Risperdal despite it
lack of safety and the risk of adverse effects, including diabei&s mellitus and diabetes-related
conditions,

103.  Atthe time the aforesaid representations were made, Defendants concealed frony
Plaintiffs and health care p;'oxriders infgrmaﬁon about the propensity of thc%r pmductt; canse
great harm, Defendants negligently misrepresented claims regarding the safety and efficacy of

said product despits the lack of information regarding same.
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104.  Defendants’ misrepresentations in promoting and marketing Risperdal created and
teinforced a false impression as té the safety of Risperdal, thereby placing consumers at risk of
serious and potentially lethal effects.

105.  The nforesaid misrepresentations were made by Defendants with the intent o
induce Plaintiffs to use the product, fo the detriment of Plaintiffs.

106. At the time of Defendants’ misrepresentations and omissions, Piainﬁﬁ“s were
ignorant of the falsity of these statements and reasonably believed them to be true.

 107. Defendants breached their duties to Plainfiffs by providing false, incomplete
and/or misleading information regarding their product. Plaintiffs reasonably believed
defendants’ representations and reasonably relied on the accuracy of those representations-when
agreeing o treatment with Risperdal.

108.  As adirect and proximate result of one or r:nore of these wrongful acts or
omissions of Defendants, or some or any one of themn, Plaintiffs suffered profound injuries which
are permanent and continning in nature; required and will require medical treatment and
hospitalization; have become and will become Hable for medical and hospital expenses; lost and
will lose financial gaing; have been and will be kept from ordinary activities and dufies. and. have
and will continue to experience mental and physical pain and suffering, disability and loss of
enjoyment of life, all of which damages will confinue in the future.

WHEREFORE Plaintiffs demand judgment agaiﬁst each defendant individually, jointly
-and/or severally for all such compensatory, statutory and punitive damages available noder
applicable law, together with interest, costs of suit, attorneys’ fees and all such other relief as the

Couri desmms proper.



COUNT IX
FRAUDULENT MISREPRESENTATION

109. Plaintiffs incorporate by reference all other paragraphs of this Cornplaint as if
fully set forth herein and further allege as follows:

110. Defendsnts, having undertaken the manufacturing, marketing, presciiption,
dispensing, distribution and promotion of Risperdal described herein, owed a duty o provide
accurate and complete information régarding its product.

111, ' Defendants frandulently misrepresented information regarding their product
inclnding, but not limited to, ifs propensity to cause serious physical harm.

112. At the time of Defendants’ fraudulent misrepresentations and omissions, Plaintiffs

were unaware and ignorant of the falsity of the statements and reasonably believed thein to be

troe.
| 113.  Defendants breached their duties to Plaintiffs by providing false, incornplete mid
misleading information regarding their product. '

114. Defendants acted with deliberate infent to decelve and mislead Plaintiffs.

115. Plaintiffs reasonably relied upon Defendants’ deceptive, inaccurate and frandulent
misgepresentations.

116. As a direct and proximate result of one or more of these wrongfil acts or
omissions of Defendants, or some or any one of them, Plaintiffs suffered profound injurgs which
-are permanent and .continuing in natore; required and will require medical freatment and
hospitalization; have become and will become liable for medical and hospital expenses; Jost and
will Jose financial ga:ins; have been and will be kept from ardinary activities and duties and have

and will continue to experience mental and physical pain and suffering, disability and loss-of

emjoyment of life, all of which damages will continue in the future,
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WHEREFORE plaintiff demands judgment against each defendant mdividpally, jointly
and/or severally for all such compensatory, statitory and punitive damages available under’

applicable law, together with inlerest, costs of suit, attorneys’ fees and all such other relief as the

. Court deems proper.

COUNT X
LOSS OF CONSORTIUM

117.  Plaintiffs incorporate by reference all other paragraphs of this complaint as if folly
get forth and further alleze as follows:

118. At all times relevant hereto, such Plaintiffs as are maried bave spouses who are
entitled to their comfort, care, affection, compauienship, services, society, advice, 'guidgncg,
counsel and consortinm. '

119.  As a direct aud proximate result of one or more of those wrongfidl acts or

oraissions of the Defendants described above, Plaintiffs’ spouses have been and will be deprived

.of Plaintiffs’ comfort, care, affection, companionship, services, society, advice, guidance,

counsel and copsorium.

WHEREFORE plamtiff demands judgment against each defendant individually, jointly

" and/or severally for all-such compensatory, statutory and punitive demages. available under

applicable Jaw, together with interest, costs of suit, attoreys® fees znd all such other 1elief asithe

Court deems proper.

. COUNT XI
VWRONGFUL DEATH
(Applicable to Plaintiffs Gates, Kelly and Singleton)
120.  Plaintiffs incorporate by reference all other paragraphs of this complainit as if fully

set forth and firther allege as follows:
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121.  Asaresult of the acts and/or omissions of the defendants as sef forth berein,

which resulted in the death of Plaintiffs” decedents, decedents’ survivors sufféred pecuniary and

other losses.

122.  Plaintiffs, as personal representatives of their respective decedenis’ estafes, are
entitled to recover damages on behalf of decedents’ survivors for-wrongful death, pursuant to

N.JS. A 2A:31-2.

WHEREFORE plaintiff demands judgment against each defendant individoally; jointly
and/(;r severally for all such compensatory, statutory and pwnitive damages available imdex
applicable law, together mth fnterest, costs of suit, attorneys’ fees and all such other relief as the

Court deems proper.

COUNT X1
SURVIVAL ACTION
(Applicable to Plaintiffs Gates, Kelly and Singleton)

123.  Plaintiffs incorporate by reference all other paragraphs of this complaint as if fally

set forth and firther allege as follows:
124,  As aresult of the acis and/or omissions of the defendants as set forth herein,

Plaintiffs’ decedents were caused to suffer injuries both physical and mental in nature before

their deaths.

125.  Plaintiffs, as the personal representatives of their respective decedents’ sstates, are
entitled 1o recover damapes on hehalf of decedents’ estates pursuant to N.J.S.A. 2A:15-3.

WHEREFORE plaintiff demands judgment against each defendant individually; joinily
and/or severally for all such compensatory, stahrtory and punitive dantages available under
applcable law, fogether with interest, costs of suit, atiorneys” fees and all siueh other relief 48 the

Court deems proper.
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JURY TRIAL DEMANDED

Plaintifsf hereby demand a frial by jury as to all issues so triable.

Dated: July 20, 2006
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WEITZ & LUXENBERG
A New York Proféssional Corporation
Aitorneys for Plaiptiffs

F P. S¥jomon

John McN. Broaddus

Renee Henderson

Jermy Krxistal

210 Lake Drive Bast, Snite 101
Cherry Hill, NJ 08002
Telephone: (856) 755-1115
Fax: (856) 755-1995

~-and-

Jammie L. Sheller :

SHELLER LUDWIG & SHELLER

A Pennsylvania Prafessional Corporation
One Greentres Cenire .
10000 Lincoln Drive East, Sutte 201
Merlton, NJ 08053

Tel. (856) 988-5590

Of Counsel:

F. Kenpeth Bailey, Jr.

Michael W. Perrin

K. Cump Bailey

BAILEY PERRIN BATLEY

A Texas Limited Liability Partnership
440 Lonisiana St., Suite 2100
Houston, Texas 77002

{713) 425-7100
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ATION PURSUANT TO RULKE 4:5-1

CERTIFIC

Plaintiff(s) upon information and belief is not aware of any pending or contemplated
action. Further, upon information and belief, Plaintif¥{s) is not aware of any other party who

should be joined in this action.
Dated: July 20, 2006

WEITZ & LUXENBERG
A New York Professional Corporafion

Attomey's for Plain Q—\/

P. So}%mon
Iohn cN. Broaddusg
Renee Henderson
Jerry Kxistal

CERTIFICATION OF NOTICE

Pursuant to N.J.S.A. 56:8-20, Plaintiffs are mhailing a copy of this Complaint and Tury
Denand to the Office of Attorney Geuetcal, CN-006, Trenton, New Jersey, within ten (10) days of”

the date of filing.
Dated: July 20, 2006
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An integrated
health care system
Jounded b}z
Brigham and
Womizn's Hospital
and
Massachusetts

Gerteral Hospltal

003/004

AT
PARTNERS.

HEALTHCARE

-Qctober 15, 2008

SENT VIA FEDEX GHT

John J. Russell, Esq

.15 Court Square

Boston, MA 02108

Re:  Subpoena to Dr. Biederman
Dear Mr. Russell:

I represent Dr, Biederman in connection with the subpoena you had served on him
in the matter of Avila v. Johnson & Johnson. I understand from the lawyer representing
Johnson & Johnson that the subpoena is being withdrawn. Please see the enclosed
confitmation letter. Accordingly, Dr. Biederman will not be responding to the subpoena or

appearing for deposition on October 22, 2008, Please contact me if you have gquestions or if
you think my understanding is incorrect in any way.

Paul G. Cushing
Lepal Counsel

Cc:  Dr. Joseph Biederman

Office of the General Cournsel

50 Staniford Street, Suite 1000, Boston, MA 02114-2521
Tel: (617) 726-8625, Fax: (617) 726-1665
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; (_/ . : The Lyric Centre Building
; } 440 Louisiana St., Suite 2100
BAILEY PERRIN BAILEY Houston, TX 77002
Leslie LaMacchia, Attorney
Direct: (713) 425-7248
Fax: (713) 425-7101
Email: llamacchia@bpblaw.com
October 16, 2008
Via Federal Express:
Jeffrey A. Peck, Esq.
Drinker Biddle & Reath, LLP
500 Campus Drive

Florham Park, New Jersey 07932

Re: In Re Risperdal/Seroquel/Zyprexa litigation (Case Code 274)
Plaintiff, Alma Avila, as Next Friend of Amber N. Avila, an Individual
Case vs. Johnson & Johnson, et al., Docket No.: MID- L-6661-06

Dear Counsel:

Enclosed please find the Amended Notice to Take the Deposition of Joseph
Biederman, M.D.

Please do not hesitate to contact me should you have any questions.

Respectfully,

eslie LaMacchia

LBL:If
Enclosure: As stated

cc: Mr. Daniel Epstein, Esq. (Via electronic mail)
Mr. Steven J. Greenstein, Esq. (Via electronic mail)
Mr. Dennis Canty, Esq. (Via electronic mail)
Mr. Brian J. McCormick, Esq. (Via electronic mail)
Mr. Paul Pennock, Esq. (Via electronic mail)
Mr. Michael W. Perrin (Via electronic mail)



BAILEY PERRIN BAILEY
440 Louisiana Street, Suite 2100
Houston, Texas 77002

(713) 425-7100

WEITZ & LUXENBERG, P.C.

A New York Professional Corporation
210 Lake Drive East, Suite 101
Cherry Hill, New Jersey 08002

(856) 755-1115

SUPERIOR COURT OF NEW JERSEY LAW DIVISION

MIDDLESEX COUNTY .
In re: Risperdal/Seroquel/Zyprexa Litigation :
Case Code 274
X
Alma Avila, as Next Friend of Amber N. Avila,
an Individual Case,
Plaintiff] DOCKET NO.: L-6661-06

CIVIL ACTION

JOHNSON & JOHNSON COMPANY, JANSSEN

PHARMACEUTICA PRODUCTS, L.P. a/k/a/ Janssen, L.P.

a/k/a/ Janssen Pharmaceutica, L.P., a/k/a Janssen

Pharmaceutica, Inc., JOHN DOE Nos. 1 through 20 and

JANE DOE Nos. 1 through 20. AMENDED NOTICE TO .
TAKE THE DEPOSITION
OF JOSEPH BIEDERMAN,
M.D.

Defendants.

TO:  Joseph Biederman, M.D.
Massachusetts General Hospital
Pediatric Psychopharmacology Department
55 Fruit Street
Warren 7
Boston, Massachusetts 02114



ON NOTICE TO:

Jeffrey A. Peck

Drinker Biddle & Reath, LLP
500 Campus Drive

Florham Park, New Jersey 07932

SIRS:
PLEASE TAKE NOTICE that in accordance with the New Jersey Rules of

Court, testimony shall be taken by deposition upon oral examination of JOSEPH
BIEDERMAN, M.D. pursuant to R. 4:14-2(a) before a person authorized by the laws of
the State of Massachusetts to administer oaths on November 19, 2008 and November 20,
2008 beginning at 9:00 a.m. at the office of Dr. Joseph Biederman located at
Massachusetts General Hospital, Pediatric Psychopharmacology Dept., 55 Fruit St.,
Warren 7, Boston, Massachusetts 02114, with respect to all matters relevant to this
litigation, at which time and place you shall please produce all documents requested on
Schedule A, attached hereto.

PLEASE TAKE FURTHER NOTICE that the deposition will be

stenographically recorded.

BAILEY PERRIN BAILEY
Attorneys, for Plaintiff

By: ‘ D&/W{/(%/um

Leslie LaMacchia

Dated: October / @ , 2008



SUBPEONA DEFINITIONS

1. “RISPERDAL” means the drug risperidone, also known by the brand
name Risperdal, and any predecessor or non-final derivation of the drug that later became
Risperdal. Also included in the definition of Risperdal are any chemical equivalents
marketed in foreign countries.

2. “JANSSEN” refers to Johnson & Johnson Company, Janssen
Pharmaceutica Products, L.P., Janssen L.P., Janssen Pharmaceutica L.P., Janssen
Pharmaceutica, Inc., Ortho-McNeil-Janssen Pharmaceutical, Inc. and all of its partners,
directors, officers, employees, consultants, servants, agents, attorneys, joint ventures, or
other representatives, including all corporations and entities affiliated with Janssen.

3. “DOCUMENT” or “DOCUMENTS?” as used herein shall be construed in
the broadest possible sense and means, without limitation, any reports, memorandum,
records, studies, data compilations, graphs, charts, invoices, receipts, recordings, notes,
photographs, studies, analyses, projections, forecasts, plans, estimates, working papers,
summaries, opinions or reports of consultants, and other types of written, graphic, printed
or electronic submissions of information, and all drafts 'thereof.

4. “RELATED TO” and “RELATING TO” means constituting, pertaining
to, in cﬁnnection with, reflecting, respecting, regarding, concerning, referring to, based
upon, stating, showing, evidencing, establishing, supporting, negating, contradicting,
describing, recording, noting, embodying, memorializing, containing, mentioning,

studying, analyzing, discussing, specifying, identifying or in any manner logically,



factually, indirectly or directly, or in any other way connecting to the matter addressed in
the request, in part of whole.

5. “COMMUNICATION” or “COMMUNICATIONS” shall mean and
include all discussions, conversations, interviews, negotiations, letters, cablegrams,
mailgrams, telegrams, telexes, cables or other forms of written or verbal intercourse,
howevr transmitted, including e-mail and postings on Internet bulletin boards, as well as
reports, notes, memoranda, lists, agenda and other documents and records of
communications, and when used shall require a statement of the individual who made the
communications, the recipient(s) of the communication, the date it was made and the
form in which it was made.

6. “MARKETING MATERIALS” includes without limitation any records
or documents relating to the following:

(a) Product pricing, selling, shipping, mailing, distributing, delivering,
advertising, and promoting;

(b)  Market planning;

(b) Communications to consumers or doctors, including advertising, press
releases, detail pieces (including e-detailing materials), promotional
literature, Dear Doctor letters, Q and As, etc.;

(c) Testing, including copy testing, persuasion testing, market testing, and
focus groups performed to determine or identify key messages to be
sent to consumers or doctors;

(d  Tracking and message recall; and

(e) Media plans.

7. “PERSON? shall include an individual, corporation, firm, partnership,

proprietorship, association and other organizational entities.



SUBPOENA INSTRUCTIONS

1. In responding to this Deposition Duces Tecum, you are required to
produce all documents known or reasonably available to you, regardless of whether such
documents are in your possession, custody, or control 6r in the possession, custody, or
control of your agents, consignees, representatives or investigators, or your attorneys or
their agents, employees, consultants, representatives, or investigators.

2. All documents produced in response to this request shall be either:

€)] Produced in the order and in the manner that they are kept in the
usual course of business, or

(b)  Organized and labeled to correspond with the categories in the
demand.

3. All documents requested shall include all documents and information that
relate in whole or in part to the relevant time period, or to events or circumstan;:es during
such relevant time period, even though dated, prepared, generated or received prior to the
relevant time period. Unless otherwise indicated, the relevant time period for the
information sought is 1988 to present.

4. All documents that exist in electronic form are to be produced in
electronic form and in their native form or other searchable form, not in an electronic
form that is merely a picture of a document such as a TIFF file, a TIF file, or a PDF file.
All documents that do not exist in electronic form are to be produced in single page TIFF
files with corresponding load files.

5. Notwithstanding anything else to the contracry herein, each word, term or

phrase, is intended to have the boradest meaning permitted under the New Jersey Court



Rules.

6. Each request shall be construed conjunctively or disjunctively as
necessary to make the request inclusive rather than exclusive. Any request propounded
in the singular shall also be read as if propounded in the plural and vice versa. Any
request propounded in the present tense shall be read as if propounded in the past tense
and vice versa.

7. The documents responsive to this request shall be produced as they have
been kept in the usual course of business or shall be organized and labeled to correspond
with teh enumerated categories in this request.

8. If you object to any of the requests herein, whether in whole or in part, on
the grounds that information sought therein is subject to a claﬁn of attorney-cllient
priyilege, work-product immunity, or other privilege or immunity, you shall produce as
much of the document concerned as to which no clai mof privilege or immunity is made.
With respect to documents or portions of documents for which a cliam of privilege or
immunity is made, state the following:

a. the types and nature of the document or communication;

b. the date of the document;

c. the person(s) in receipt of the document or the person(s) present during
the communication;

d. the person(s) who authored or created the document or the person(s)
who made the communication;

e. the person(s) to whom such documem‘;s or communcation was made;

f. the general subject matter of the document or communication in a



manner sufficient to support the privilege claimed;

g. the nature of the privilege asserted and/or the specific reason why the
document is not being produced; and

h. the same information referenced in a-g above for each enclosure to each
listed document if the enclosure also is withheld from production. - |

9. An objection or claim of privilgé directed to part of a request does not
constitute or éxcuse for failure to respond to the parts of a request for which no objection
or claim of privilege is made. | |

10.  If any document responsive to this request has been lost, destroyed, or
otherwise disposed of, such document is to be identfieid as completely as possible,
including, the folloWing information: contents; author(s); recipient(s); sender(s); copied
recipients (indicated or blind); date prepared or received; date of disposal; manner of
disposition; person(s) currently in possession of the doucment; and person(s) disposing of
the document.

11.  If any document responsive to any request for production has been lost,
destroyed, or ;)therwise disposed of, identify any and all of persons who participated in,
or were invovled in, the decision to destroy or dispose of such documents, any document
retention or destruction policy under which such document was destroyed or disposed of
and any and all persons who participated in, or were invovled in, the formulation of any
- such policy, the reason for the destruction or disposition of such document, and the date
(approximate, if precise date is not known) of the destruction of disposition of such

document.

12.  The documents produced pursuant to these requests for production shall be



deemed confidential pursuant to the Stipulated Protective Order of Confidentiality dated
August 6, 2007 and Stipulated Amendment to Protective Order dated August 8, 2008.
SCHEDULE A
(DOCUMENTS REQUESTED)

Plaintiff requests that Joseph Biederman, M.D. produce and permit the inspection
and copying of these documents, to the extent they are in the deponent’s possession and
not already produced, at or before the deposition:

1. Any and all documentsvl.aertaining to Amber N. Avila (D.0.B. 02/21/1993)
(“Minor Plaintiff’) including, but not limited to, calendar or diary entries, prescription
receipts, medical records, billing records, and any other documents, correspondence or
emails.

2. Any and all documents in your possession reflecting communications
between Minor Plaintiff and any other person, including but not limited to letters, cards,
electronic mail, correspondence, and notes, in which the subject of the plaintiff’s health,

medical condition, atypical antipsychotics or any lawsuits filed by plaintiff was

discussed.

3. A copy of your current Curriculum Vitae.

4. Any and all contracts or agreements between you and Janssen relating to
Risperdal.

5. Any and all communications between you and Janssen, including but not

limited to any written, oral or electronic communication, relating to Risperdal.

6. Any and all communications between you and any other person relating to

Risperdal.



8. Any and all documents prepared by, prepared for, or received by you
relating to Risperdal.

9. Any and all marketing materialé relating to Risperdal prepared by,
prepared for, or received by you.

10.  Any and all documents relating to your association, participation and
involvement with the Robert Wood Johnson Foundation.

11. 10.  Any and all documents relating fo. you} association, participation
and involvement with the Robert Wood Johnson University Hospital.

12. Any and all documents related to your association, participation and/or
involvement with the Johnson & Johnson Center for Pediatric Psychology

13. Any and all documents reflecting the amount of money paid to you by

Janssen relating to professional services provided by you relating to Risperdal.



CERTIFICATE OF SERVICE

I, Leslie LaMacchia, one of the attorneys for Plaintiff, do hereby certify that I
served a true and correct copy of the foregoing instrument to all counsel by mailing same

to:

Jeffrey A. Peck

Drinker Biddle & Reath, LLP
500 Campus Drive

Florham Park, New Jersey 07932

ATTORNEYS FOR DEFENDANT

So certified this the / é day of October, 2008.

oﬁ; LMok

Leslie LaMacchia *




