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NOTICE TO PLEAD

NOTCE You have been sued in court. If you
wish -0 d-fend against the claims set forth in the
follo: ving pages, you must take action within
twen y (2)) days after this complaint and notice
are s rved, by entering a written appearance
persc nallv or by attorney and filing in writing
with the court your defenses or objections to the
clain's set forth against you. You are warned that
if you fail to do so the case may proceed without
you and a judgment may be entered against you
by the court without further notice for any money
claimed in the complaint or for any other claim or
relie! requested by the plaintiff. You may lose
mon2y or property or other rights important to
you. YOU SHOULD TAKE THIS PAPER TO
YOU R LAWYER AT ONCE. IF YOU DO NOT
HA'E A LAWYER OR CANNOT AFFORD ONE,
GO [0 OR TELEPHONE THE OFFICE SET

FOF TH BELOW TO FIND OUT WHERE YOU
CAli GET LEGAL HELP. PHILADELPHIA
COUNTY BAR ASSOCIATION LAWYER

REI 6RRAL AND INFORMATION SERVICE 1101
MA RKE [ STREET, 11™ FLOOR

PH! _ADELPHIA, PENNSYLVANIA 19107

TEl EPHONE: (215) 238-1701

AVISO Le han demandado a usted en la corte.
Si usted quiere defenderse de estas demandas
expuestas en las paginas siquientes, usted tiene
veinte (20) dias de plazo al partir de la fecha de
lan demanda v la notificacion. Hace falta asentar
una comparesencia escrita o en persona o con un
abogado y entregar a la corte en forma escrita
sus defensas o sus objeciones a las demandas en
contra de su persona. Sea avisado que si usted
no se defiende, la corte tomara medidas y puede
continuar la demanda en contra suya sin previo
aviso o notificacion. Ademas, la corte puede
decidir a favor del demandante y requiere que
usted cumpla con todas las provisiones de esta
demanda. Usted puede perder dinero o sus
propiendandes u otros derechos importantes
para uted. LLEVE ESTA DEMANDA A UN
ABOGADO INMEDIATAMENTE. SI NO TIENE
ABOGADO O SI NO TIENE EL DINERO
SUFICIENTE DE PAGAR TAL SERVICIO],
VAYA EN PERSONA O LLAME POR
TELEFONO A LA OFICINA CUYA
DIRECCION SE ENCUENTRA ESCRITA
ABAJO PARA AVERIGUAR DONDE SE
PUEDE CONSEGUIR ASISTENCIA LEGAL.
ASOCIACION DE LICENCIADOR DE
PHILADELPHIA VICIO DE REFERENCIA DE
INFORMACION LEGAL 1101 MARKET
STREET, 117# FLOOR PHILADELPHIA,
PENNSYLVANIA 19107 TELEFONO: (215) 238-
1701



PLAINTIFFS’ GENERAL MASTER LONG-FORM COMPLAINT
AND JURY DEMAND

Pursuant to an Order by the Honorable Sandra M. Moss, the undersigned
attor: eys for plaintiffs in “Digitek” actions bring the Master General Long-Form
Com)laint against the following defendants:

Acta is Totowa, LLC
1 Ne v England Avenue
Pisca-away, NJ 08854

Acta is Inc _
60 Columbia Road, Building B
Mor istown, NJ 07960

Acta sis Group hf
Dals. wraun 1 220
Hafr arfijodur, Iceland

Actavis Blizabeth, LLC
200 lmora Avenue
Eliz: beth, NJ 07207

Actz vis, U.S.
60 C olumb:a Road
Mot ristown, NJ 07960

Mylan, .nc
150( Ccrporate Drive
Can onsourg, PA 15317

My.an .aboratories, Inc.
1500 Cerporate Drive
Caronsburg, PA 15317

My an Pharmaceuticals, Inc.
781 Chestnut Ridge Road
Mo gantown, WV 26505

My an Bertek Pharmaceuticals, Inc.
320 Lakeside Drive, Suite A
Foster Citv, CA 94404



UDL _aboratories, Inc.
1718 Jorthrock Court
Rock ord, IL 61103

PLAINTIFFS
1. Plaintiffs’ file this Master Complaint in accordance with Case Management and
Schedtuling Order No. 1 and this Complaint applies to all cases (1) transferred to this
Court in the Commonwealth of Pennsylvania for the In re: Digitek Products Liability
Litig 1tion; and (2) all related cases originally in this Court.
2. Plaintiffs brings this action against the Defendants for design, manufacturing,
proc ucing, supplying, inadequately inspecting, testing, selling and distributing
dany erous, defective, misbranded and adulterated Digitek® (digoxin tablets,
USP (hereinafter referred to as “Digitek”) containing an amount of the drug’s active
ingr :dient, digoxin, different from the dose set forth on the fabel and in some cases
exce ading the dose approved for medical treatment in humans. By reason of the
wroagful conduct of the Defendants, and the dangers posed by the potential for
ove doses of the drug, a massive, national recall of Digitek® tablets has been initiated in
the Jnited States.

DEFENDANTS

THE “ACTAVIS DEFENDANTS”

3. Defendant Actavis Group hf is an international generic pharmaceutical company,
with its principal place of business at Dalshraun 1220 Hafnarfjodur, Iceland, and
reg ilarly conducts business throughout the United States and specifically in

Per nsylvania, including but not limited to directing the operation and management of



the ot~er “Actavis Defendants,” including Defendant Actavis Group, ehf, which is the
parer t of Defendants Actavis, Inc., Actavis Totowa, LLC (formerly known as Amide
Phar yaccutical, Inc.), Actavis Flizabeth, LLC, and Actavis, US, in the design,
development, marnufacture, production, processing, compounding, formulating, testing,
sale, marketing, labeling, packaging, dosing advertising, promotion, supply, releasing
and/ or distribution of Digitek®.

4, Defendar;t Actavis Totowa, LLC (formerly known as Amide Pharmaceutical,
Inc) sa corpor;ﬁon organized and existing under the laws of Delaware with its
principa: place of business in New Jersey, and is a wholly-owned subsidiary, agent, and
alter egc of Actavis Group hf.

5. Defendant Actavis, Inc. is a corporation organized and existing under the laws of
Delawaie with its principal place of business New Jersey, and is a wholly-owned

subs diary, agent, and alter ego of Actavis Group hf.

6. Defendant Actavis Elizabeth, LLC is a corporation organized and existing under
the | aws of Delaware with its principal place of business in New Jersey, and is a wholly-
owr ed r;ubsidiaz:y, agent, and alter ego of Actavis Group hf.

7. [)ef(rndaril';c Actavis, US is a corporation organized and existing under the laws of
Deli ware with its principal place of business in New Jersey, and is a wholly-owned
subsidiary, agent, and alter ego of Actavis Group hf.

8. Defendants Actavis Group hf., Actavis Totowa (formerly known as Amide
Pharmaceutical, Inc.) Actavis Inc., Actavis Flizabeth, LLC and Actavis U.S. are referred
to hereinafter collectively as “ Actavis” or “Actavis” Defendants” unless otherwise

stat »d.



9. At material times hereto, the Actavis Defendants:
a. were, and are, engaged in the business of the design, development,

mam facture, production, processing, compounding, formulating, testing, sale,

i

mark »ting, labeling, packaging, dosing advertising, promotion, supply, releasing
and/ or distribution of Digitek® in the United States either directly or indirectly
through third-parties or related entities;

b. were, and are, in the business of profiting from the in the design,
deve opment, manufacture, production, processing, compounding, formulating, testing,
sale, marketing, labeling, packaging, dosing advertising, promotion, supply, releasing
and, or distribution of Digitek®;

C. conducted continuous and substantial business in the
Comn moawealth of Pennsylvania and,

d.  acted and gained knowledge itself and by and through its various
ager ts, ervants, employees, and/or ostensible agents.

THE “MYLAN DEFENDANTS”

10. Defendant Mylan, Inc. is a corporation organized and existing under the
law: of Pennsylvania with its principal place of business in New Jersey.

11. Defendant Mylan Laboratories, Inc. (“Mylan Laboratories™) is a
corporation organized and existing under the laws of Pennsylvania with its principal
place of business in Pennsylvania and New Jersey.

12. Defendant Mylan Pharmaceuticals, Inc. (“Mylan Pharmaceuticals”) is a
corporation orgahized and existing under the laws of West Virginia with its principal

place of in New Jersey and is a wholly-owned subsidiary, agent, and alter ego of



Defer.dant Mylan, Inc.

13. Defendant Mylan Bertek Pharmaceuticals, Inc. (“Mylan Bertek”) is a

corpc ration organized and existing under the laws of Texas with its principal place of
busin 2ss n Texas and is a wholly-owned subsidiary, agent, and alter ego of Defendant
Mylan, Inc.

14. De;endant UDL Laboratories, Inc. (“UDL”) is a corporation organized and
existing under tile laws of Illinois with its principal place of business in Illinois and is a
wholly-owned subsidiary, agent, and alter ego of Defendant Mylan, Inc.

15. Defendants Mylan Inc., Mylan Laboratories, Mylan Pharmaceuticals,
Mylen Bertek and UDL are referred to hereinafter collectively as “Mylan” or the “Mylan
Defe 1dants,” unless otherwise stated.

16. At material times hereto, the Mylan Defendants:

a. were, and are, engaged in the business of the design,
devc lopment, manufacture, production, processing, compounding, formulating, testing,
sale, marketing,k,;}abeling, packaging, dosing advertising, promotion, supply, releasing
and, or distribuij:ion of Digitek® in the United States and Pennsylvania either directly or
indi ectly through third-parties or related entities;

b. were, and are, in the business of profiting from the design,
devilopment, manufacture, production, processing, compounding, formulating, testing,
sale marketing, labeling, packaging, dosing advertising, promotion, supply, relcasing
and ’or distribution of Digitek®;

C. conducted continuous and substantial business in the

Commonwealth of Pennsylvania and,



d. acted and gained knowledge itself and by and through its
vario 1s agents, servants, employees, and/ or ostensible agents.

JURISDICTION AND VENUE

17. Jurisdiction over Defendants is based on 42 Pa. C.S.A § 5301 and is
there ore proper in this Court.

18. Venue is proper pursuant to Pa. RC.P. No. 2179. Defendants regularly
cond ict substantial business in Philadelphia County, Pennsylvania.

19. The amount in controversy exceeds, exclusive of interest and costs, the
sum >f fifty thousand ($50,000.00) dotlars.

FACTUAL ALLEGATIONS

The Drug - Digitek® (digoxin tablets, USP)

iy

20. Digitek® is the brand-name of one of the cardiac glycosides, a closely

relat :d group of drugs having in common specific effects on the myocardium of the

hear-,
21. Digitek® is a registered trademark of Defendant Bertek Pharmaceuticals.
22. Digitek® is widely prescribed and used by millions of Americans to treat

vari sus heart conditions, including atrial fibrillation, atrial flutter and congestive heart

failu re.

23. Digitek® and digoxin are metabolized in the liver but excreted by the
kidney.

24. Digitek® is approved only for sale and distribution in the United States in

the ‘ollowing dosages:

Digitek® (digoxin tablets, USP) 0.125 mg, and,



Digitek® (digoxin tablets, USF) 0.250 mg

(collectively referred to hereinafter as the “approved dose”).
25. Each Digitek® tablet is approved by the United States Food and Drug
Adm nisiration (“FDA”) only for sale and distribution if it contains the labeled amount
of diy;oxin.
26. Diéitek@ tablets manufactured and produced with an amount of digoxin
in less than or in excess of the labeled dose are not approved for sale or distribution in
the U nited States (hereinafter “unapproved dose”).

THE FDA WARNING LETTERS

The August 15, 2006 FDA Warning Letter

27. Upon information and belief, some of the Recalled Digitek® was

desi e, developed, manufactured, produced, processed, compounded, formulated,
teste d, sold, marketed, labeled, packaged, dosed, advertised, promoted, supplied,
rele.sed and/or distributed from a plant in Little Falls, New Jersey owned by one or
mor » of the Actavis Defendants, which was acquired in December 2005 as part of
Act.vis acquisition of another company’s generic business.

28. On or about August 15, 2006, the FDA issued a letter warning to the
Act 1vis Defendants through defendant Actavis Totowa for failing to file periodic safety
rep-rts at its solid oral dose manufacturing facility in Little Falls, New Jersey

(he: einafter referred to as the “August, 2006 Warning Letter”).

29. The August, 2006 Warning Letter is available on the FDA’s website at

htty.// www.fda.gov/foi/warning_letters/ archive/ g6235d.htm.

30. In the August, 2006 Warning Letter, the FDA warned the Actavis



i

Defen lants throﬁgh Actavis Totowa that it had violated its adverse medical event
repor ing obligations, marketing drugs without proper clearance and causing at least 26
adverse drug experiences (ADEs) by not submitting periodic safety reports.

31 According to the FDA's August 2006 Warning letter, an FDA inspection
betwien January and February 2006 revealed that there were six potentially serious and
unexpected adverse drug events dating back to 1999 for products, including digoxin,
that were not reported to the agency.

32. The FDA's August 2006 Warning letter also warned the Actavis Defendants
throt. gh Actavis Totowa about not properly investigating serious and unexpected

ADE s, not adequately reviewing ADE information, failing to file periodic safety reports
whic h resulted in at least 26 ADEs which were never reported.

33. The FDA’s August 2006 Warning letter also warned the Actavis Defendants
thro 1igh Actavis Totowa that it had not developed procedures for the surveillance,

rece pt, evaluation, and report of adverse events.

The Revised Warning Letter About the Actavis Defendants’ “Significant
Deviations from the Current Good Manufacturing Practice Regulations”

34. In or around February 1, 2007, the FDA issued a revised Warning Letter to
the Actavis Defendants through Actavis Totowa (hereinafter “ Revised Warning Letter”)
citing * significa;}t deviations from the current Good Manufacturing Practice

reg ations.” | |

35. The Revised Warning letter is available on the FDA’s website at

htty:/ s www.fda.gov/ foi/ warning_letters/archive/ g6235d htm.

36. In the Revised Warning letter the FDA noted several deviations from good

10



manu facturing process, resulting in the adulteration of drug products manufactured by
the A.tavis Defendants, that were observed by the FDA during an inspection conducted
July 10, 2006 to August 10, 2006.

37. According the FDA’s Revised Warning Letter:
Significant deficiencies were found in the
operations of your firm's quality control unit,
and as a result there is no assurance that many
drug products manufactured and released into
interstate commerce by your firm have the
identity, strength, quality and purity that they
purport to possess.

38. The deviation from good manufacturing process observed by the FDA -
were presented to Actavis Totowa on an FDA-483 (List of Inspections) at the close of the
insp :ction on August 10, 2006.
39. The FDA's Revised Warning letter cited deficiencies in the operations of the
Acte vis Defendants’ quality control unit, which included instances where the unit failed
to adlequately investigate and resolve laboratory deviations and out-of-specification test
results for drug products. Specifically, according to the Revised Warning letter:

Our investigators observed numerous instances where the

quality control unit failed to adequately investigate and

resolve laboratory deviations and out-of-specification test

results involving drug products that ultimately were

released for distribution into interstate commerce.

Additionally, our investigators uncovered

out-of-specification test results in laboratory raw data that

were not documented in laboratory notebooks, and found

that products were released based on retesting without any

justification for discarding the initial out-of-specification test
results.

40. The FDA Revised Warning letter stated that the FDA found during its

inspection that analysts did not always document the preparation and testing of

11



samples at the time they were done:

Master and batch production and control records were
found to be deficient in that they did not include complete
procedures for documenting the collection of samples.
Although your firm's procedures require the collection of
in-process blend uniformity samples of three times the
weight of finished product tablets or capsules, master
production records do not require, and batch records do not
contain, documentation that the samples are being collected
accordingly. {21 CFR 211.186(b)(9) and 21 CFR
211.188(b)(10)]

41. The FDA also cited a failure to check for accuracy the input and outputs
from a svstem used to run the high-performance liquid chromatography during
anal' sis of drug products.
42. Among other deficiencies Citéd by the FDA in the Revised Warning letter
were
e. failure of the quality control unit to recognize that some
table ts ¢fid 1ot meet in-process specifications; |
f. a lack of adequate procedures for conducting bulk product
holc ing time studies; failure to identify and control rejected in-process materials;
g. not adequately qualifying select equipment; and,
h. failure to establish and follow written procedures for
mai 1taining manufacturing equipment.
43. By way of example, the FDA states in the Revised Warning Letter that:
Your firm's cleaning validation studies were found to be
inadequate and, as a result, there was no assurance that

equipment is adequately cleaned between the manufacture
of different drug products. [21 CFR 211.67(b)] For example:

a. Cleaning validation was performed for the

12



process trains without evaluating for sample recovery for numerous
produ cts, including: Amidal Nasal Decongestant; Amigesic Caplets,
750m 1; Carisoprodol and Aspirin Tablets, USP, 200mg/325mg;

Caris »prodol Tablets, USP, 350mg; Chlorzoxazone Tablets, USP, 250mg,
and 5)0n g; Diggxin Tablets, USP, 0.25mg.

44. The FDA gave the Actavis Defendants, through Actavis Totowa, 15
working days to provide a written listing of all released lots of finished drug products
that 1 emain within specification that are associated with any out-of specification test
resul s during manufacture and to provide description of the actions taken to ensure
that | ots were suitable for release.
The Manufacture, Production, Labeling, Distribution and Sale of
Daiigerous Digitek® Tablets Containing an Amount of Digoxin, different from the
Labeled Dose
45, The Defendants are drug companies, that upon information and belief,
enge ged in the cjiesign, development, manufacture, production, processing,
com sounding, formulating, testing, sale, marketing, labeling, packaging, dosing,
adw: rtising, promotion, supply, releasing and/ or distribution of Digitek® tablets
cont 1ining an amount of digoxin, different than the dose on the label.
46. At all times relevant to this action, Defendants knew, and/ or had reason
to k 10w, that the Recalled Digitek® was not safe for the patients for whom the drug
was prescribed because it either contained an less than or an excess dose of digoxin
whi -h can cause serious medical problems, digoxin overdose, digitalis toxicity and, in
certhin patients, catastrophic injuries and death.
The Class I-Recall in the United States And

Defendants’ Failure to Provide Fuil, Complete
and Adequate Information About the Recalled Digitek®

47. On or about April 25, 2008, the United States Food and Drug

13



Admi istration ("FDA") announced a Class I Recall of all lots of Bertek and UDL
Labor itories Digitek® (hereinafter “Recalled Digitek®”). The FDA announcement,
available at http:/ / www.fda.gov/

medv atch/ safety /2008 safety08. htm#Digitek, stated:

DICITEK (DIGOXIN TABLETS, USP)

Auw lience: Cardiologists, family physicians, pharmacists, other healthcare

pro ressionals, patients

[Posted 04/2872008] Actavis Totowa LLC notified healthcare professionals of a
Class I nationwide recall of all strengths of Digitek, a drug used to treat heart failure
anc abnormal heart rhythms. The products are distributed by Mylan

Ph: rmaceuticals Inc., under a “Bertek” label and by UDL Laboratories, Inc. under a
“U )L label. The product is being recalled due to the possibility that tablets with
doible the appropriate thickness may contain twice the approved level of active
ingred ent. The existence of double strength tablets poses a risk of digitalis toxicity
in atents with renal failure. Digitalis toxicity can cause nausea, vomiting,

diz zinvss, low blood pressure, cardiac instability and bradycardia. Several reports
of Hnesses and injuries have been reported. Patients should contact their healthcare
pro fessional with questions.

[A oril 25, 2008 - Press Release - Actavis Totowa LLC]

48. Class I Recalls are instituted only when there exists a reasonable
prok ability that use of the product will cause serious injury or death.
49. The recall implicated Digitek tablets manufactured in a plant in Little

/
Fall:. New Ierseﬁf as early as 2006. Notably, on August 1, 2008, the Actavis Defendants
announced a retail-level recall of all drugs manufactured at its Little Falls, New Jersey
Plart. The expanded recall was prompted by yet another inspection at the facility
whi.h revealed that operations still did not meet the FDA’s standards for good
mar ufacturing practices. The recall implicated 65 different generic drugs all

mar ufactured at the same facility that produced Digitek tablets.

50. After the August, 2008 recall, Defendant Actavis finally closed the New

14



Jersey plants to institute remediation” efforts. However, it sought to reopen the

facilit es, promp‘-ting the United States Justice Department to file a lawsuit in November,
2008 ‘o fc ree closure. Under a Consent Decree reached in December, 2008, the Actavis
Defer dants agreed to not distribute any products from the closed facilities until it has
certif ed completion of certain enumerated requirements that demonstrate compliance
with "DAs current good manufacturing practice and has passed follow-up FDA

inspe ctions of the facilities.

51 The Recalled Digitek® is an adulterated drug and its label and packaging
are niisbranded.

Injuries from Digoxin Overdose, Digitalis Toxicity or from
An Amount of Digoxin Less than the Labeled Dose

52. Digoxin overdose and digitalis toxicity can cause serious and life-
thre: tening personal injury, and death.

53. The Digitek® label states, in relevant parts, under “Precautions” that:

U: e in Patients with Impaired Renal Function: Digoxin is primarily excreted by the
ki Inevs; therefore, patients with impaired renal function require smaller than usual
m rintznance doses of digoxin. Because of the prolonged elimination half-life, a
loger period of time is required to achieve an initial or new steady-state serum
cc ncentration in patients with renal impairment than in patients with normal renal
function. If appropriate care is not taken to reduce the dose of digoxin, such
pi tients are at high risk for toxicity, and toxic effects will last longer in such patients
than in patients with normal renal function.

L
A 1ults: Cardiaé: Therapeutic doses of digoxin may cause heart block in patients with
pre-existing sinoatrial or AV conduction disorders; heart block can be avoided by
adjusting the dose of digoxin. Prophylactic use of a cardiac pacemaker may be
considerad if the risk of heart block is considered acceptable. High doses of digoxin
may produce a variety of rhythm disturbances, such as first-degree, second-degree
(\Wenkebach), or third-degree heart block (including asystole); atrial tachycardia
with block: AV dissociation; accelerated junctional (nodal) rhythm; unifocal or
multiform ventricular premature contractions (especially bigeminy or trigeminy};
| ventricular tachycardia; and ventricular fibrillation. Digoxin produces PR

15



prc longation and ST segment depression which should not by themselves be

cor sidered digoxin toxicity. Cardiac toxicity can also occur at therapeutic doses in
pat.ents who have conditions which may alter their sensitivity to digoxin.

Ga: troi ites tinal: Digoxin may cause anorexia, nausea, vomiting and diarrhea.

Rarely the use of digoxin has been associated with abdominal pain, intestinal
ischemia ¢nd hemorrhagic necrosis of the intestines.

CN S: Tigoxin can produce visual disturbances (blurred or yellow vision), headache,
we 1kn 2ss, dizziness, apathy, confusion and mental disturbances (such as anxiety,
de ression, delirium and hallucination).

¥

54. Nc:n-approved, excessive doses of digoxin significantly increase the

likel hocd that éverdosed patients will experience the known side-effects and reactions
that -an result from the approved doses of digoxin. In other words, the risk and

dany ers of approved doses are enhanced by an overdose of digoxin.

55. Doses of digoxin less than and exceeding the dose prescribed by a

phy: ician for medical treatment can cause personal injury and death.

56. The Digitek® label states in relevant part that:

M: ssiv e Digitalis Overdosage: Manifestations of life-threatening toxicity include
venfricular tacljycardia or ventricular fibrillation, or progressive bradyarrhythmias,
or 1eart b.ock, ‘The administration of more than 10 mg of digoxin in a previously
he..lth~ adult or more than 4 mg in a previously healthy child, or a steady-state serum
concer tration great than 10ng/mL often results in cardiac arrest.

DIGIBIND [Digoxin Immune Fab (Ovine)] should be used to reverse the toxic effects
of ngestion of a massive overdose. The decision to administer DIGIBIND [Digoxin
Immune Fab (Ovine)] to a patient who has ingested a massive dose of digoxin but

wl 0 has not yet manifested life-threatening toxicity should depend on the likelihood
thi t lite-threatening toxicity will occur. Patients with massive digitalis ingestion
sh.uld receive large doses of activated charcoal to prevent absorption and bind
diy:oxin in the gut during enteroenteric recirculation. Emesis or gastric lavage may be
inlicated especially if ingestion has occurred within 30 minutes of the patient’s
prosentation at the hospital. Emesis should not be induced in patients who are
obtunded. If a patient presents more than 2 hours after ingestion or already has toxic
manifestations, it may be unsafe to induce vomiting or attempt passage of a gastric
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tube, bezause such maneuvers may induce an acute vagal episode that can worsen
digi alis-related arrhythmias.

Sev: re digitalis intoxication can cause a massive shift of potassium from inside to
out: ide the cell, leading to life-threatening hyperkalemia. The administration of

pot: ssium supplements in the setting of massive intoxication may be hazardous and
sho 1ld se avoided. Hyperkalemia caused by massive digitalis toxicity is best treated
witl: DIGIBIND [Digoxin Immune Fab (Ovine)}; initial treatment with glucose and
inst lin may also be required if hyperkalemia itself is acutely life-threatening.

57. The Digitek® label states, in relevant part, under “Adverse Events” that:

In g eneral, the adverse reactions of digoxin are dose dependent and occur at doses
hig 1er than those need to achieve a therapeutic effect. Hence, adverse reactions are
less coramon when digoxin is used within the recommended dose range or

the apeutic serum concentration range and when there is careful attention to

cor zurrent medications an conditions.

Bec ause seme ﬁatients may be particularly susceptible to side effects with digoxin,
the dosage of the drug should always be selected carefully and adjusted as the clinical
cor ditions of the patient warrant. In the past, when high doses of digoxin were used
anc little zttention was paid to the clinical status or concurrent medications, adverse
rea -tions were more frequent and severe, Cardiac reactions accounted for about one-
hal’, gustrointestinal disturbances about one-fourth and CNS and other toxicity for
abc ut one-fourth of these adverse reactions.

58. The Recalled Digitek® was adulterated, misbranded, defective,
unrascnably dangerous and unfit for its intended uses. It contained amounts of

Dig »xin less than or more than the labeled dose. Defendants placed tens of thousands of
pati :nts, including Plaintiffs, unnecessarily at risk of serious injury and/or death and
may have causec;i them to suffer personal injuries and harm, including medical

expnses, anxiet",ijr and fear induced from ingesting the defective and misbranded drug.

59. Defendants knew or should have known about the manufacturing and

pro juction defects, misbranding and negligent sale and distribution of the Recalled



Digit *k®@ and had a duty to design, develop, manufacture, produce, process,
comg ourn.d, ‘ormulate, test, sell, market, label, package, dose, advertise, promote,
supp v, release and/ or distribute only safe Digitek® with approved doses of digoxin
and ¢ oses o’ digoxin that were consistent with the dose on the label.
60. Dgfendants knew or should have known that they designed, developed,
man ifac tur2d, pfoduced, processed, compounded, formulated, tested, sold, marketed,
label »d, >ackaged, dosed, advertised, promoted, supplied, released and/or distributed
Digi ek with too much or too little of the unapproved amounts of digoxin before:

a. any of the Recalled Digitek® was released for distribution and sale;

and,

b. they mislabeled the Recalled Digitek®.
61. Defendants failed to implement or utilize adequate safeguards, tests,
inspections and quality assurance procedures to ensure the accuracy of the strength of
Digitek®. -,
62. Defendants failed to implement or utilize adequate testing, including
batc 1 testir g, batch dose verification, and other procedures, safeguards, and inspections

to confirm, monitor and assess the quality, dose and safety of Digitek®.

63. Plaintiffs were prescribed Digitek® but unwitlingly ingested the defective
dru .
64. As a direct and proximate result of the liability-producing conduct of

Def-ndants, and the defective and unreasonably dangerous condition of the Recalled
Dig tek®, the Plaintiffs have suffered physical injury, death and damages.

65. As a direct and proximate result of the liability-producing conduct of
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Defer dar-ts, and the defective and unreasonably dangerous condition of the Recalled
Digit k® tha Plaintiffs seek reimbursement of the amounts of money spent for the
purcl ase of the defective, misbranded and adulterated Recalled Digitek®.

66. As a direct and proximate result of the acts and omissions of Defendants,
the P aintiffs suffered serious physical injury, pain and suffering, loss of income, loss of
oppcrtunity, loss of family and social relationships, and medical, hospital, surgical and
funer al expenses and other expenses related to diagnosis and treatment thereof, for
whic 1 Defendants are liable

67. As;a direct and proximate result of the acts and omissions of Defendants,
the T laintiffs have been prevented from pursuing their normal activities and

emp oyrient, have experienced severe pain and suffering and mental anguish, and may
have becn deprived of their ordinary pursuits and enjoyments of life.

CLAIMS FOR RELIEF

COUNT 1
PRODUCT LIABILITY
NEGLIGENCE

68. Plaintiffs incorporate by reference each preceding and succeeding

paré graphs as tl}ough set forth fully at length herein.

69. Defendants, directly or indirectly marketed, designed, developed,
manufactured, tested, produced, labeled, inspected, packaged, dosed, distributed,
promoted, advertised, released, or sold the recalled Digitek® in the stream of commerce
in thc Commonwealth of Pennsylvania when they knew or in the exercise of ordinary
care. should have known that the drug posed a significant risk to the health, well-being

and safety of the public and of Plaintiff, which risk was not known to the public,
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Plain iff, or their prescribers.
70. At all ime material hereto, Defendants had a duty to the Plaintiff to
mark ot, design, develop, manufacture, produce, inspect, test, label, package, promote,
SUPP .V, edvarﬁsie, distribute and sell Digitek® in a non-defective condition.
71. De}endants negligénﬂy, recklessly, grossly negligently, wantonly and
willf 1lly breached their duty because, displaying a morally culpable and conscious
disre gar 1 for the rights of others in that they:

a. failed to market, design, develop, manufacture, produce, test,

inspect, label, package, dose, promote, advertise, distribute, release,

or sell Digitek® such that it was safe for its intended and

foreseeable uses, was not defective and was not unreasonably

dangerous;
b. . failed to perform proper and sufficient tests to determine the drug's
sirength / aose;
c. failed to warn at all, or failed to adequately warn foreseeable users
such as

I'laintiff of the dangers of ingesting recalled Digitek®, and failed to warn of the
dose of recalled Digitek®;

d. failed to make reasonable inspections, and/ or evaluations
necessary to discover such defects and unreasonably dangerous
conditions associated with the recalled Digitek®;

e. failed to comply with and/or use reasonable care to comply with

standards
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of good manufacturing, production, inspection and testing practices, care
including accepted industry standards, FDA recommendations, government
re yulations and statutes, in the marketing, design, development, manufacture,
testing, inspecting, dosing, labeling and otherwise production, distribution and
release of recalled Digitek®;
f. failed to timely remove and/ or recall from the market, and/or
otherwise
prevent the continued contact of Plaintiff with such defects and unreasonably
dangerous conditions of recalled Digitek®;
g. failed to investigate and/or use known and/or knowable
reasonable
alternative, manufacturing, production, testing and inspection processes for the
recalled Digitek®;
h. failed to warn Plaintiff of dangers known and/or reasonably
suspected to

[efendant to be associated with the recalled Digitek®;

i. I failed to make the recalled Digitek® reasonably safe;
j- represented that the recalled Digitek® was reasonably safe for use
for its

intended purpose, when, in fact, it was not;

k. manufactured the product such that it did nor meet their own

specifications
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and standards, as well as those of the FDA when it approved the drug;

. failed to timely conduct a recall of the recalled Digitek®, and when

H
i

the
re-all was implemented, failed to implement the recall promptly and efficiently
and failed to inform the medical community, and the public, including the
Plaintiff of all the relevant information such that the significantly increased risk
of harm was minimized to the fullest extent possible.
72. Defendants knew or should have known that recalled Digitek® caused
unre wsonably dangerous risks and side-effects, including death, of which Plaintiff, and
Plair tiff s prescribing physicians would not be aware. Defendants nevertheless
mar ete 1, advertised, supplied, released, sold and distributed the drug knowing that

ther - wore ~easonably safer alternative products.

73. The defective design existed before the product left the control of

Defe¢ ndants.

74. The product did not undergo any substantial alteration before reaching
Plai tift.

75. Plaintiff and prescribing physicians were foreseeable users, who were not

expucted to know of the dangers of recalled Digitek® and who did not know of those
dangzers.

76. Reasonable consumers would not expect recalled Digitek® to be

unr *ascnably dangerous.

77. Recalled Digitek’s® risks of harm outweigh any potential utility.

78. Reasonably safer alternative products existed and were feasible to use,
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and t1 ey would have prevented or significantly reduced the risk of injury without
subst ntilly impairing the product’s utility.
79. Recalled Digitek® significantly increases the risk of the known side-effects
and r "actions that can result from the approved doses of digoxin set forth above.
80. Recalled Digitek® was not approved by the FDA in the form ingested.
81. Tﬁé above described egregious misconduct constitutes the wanton and
willf il dlsregar& for health and safety for which punitive damages as well as common
law 11andate exemplary damages to punish these Defendants and to deter these
Defe ydants from such conduct in the future.
82. As a direct and proximate result of Defendants’ negligence and breach of
Defeadants. Plaintiff had and will continue to have, great physjcal pain and suffering,
and rre:t mental and emotional suffering, some or all of which may be permanent. As
a direct and proximate result of the aforesaid, Plaintiff was, and will in the future be,
obli;;ated to spend various sums of money to treat, evaluate and care for Plaintiff's
inju ies, Plaintiffi‘has sustained and will in the future sustain a loss of earnings and
earr ing capacity}' Plaintiff's enjoyment of life is impaired; Plaintiff is embarrassed and
hun iliated; all to Plaintiff's great loss.

WHEREFORE, Plaintiff demands judgment against Defendants for an
amecunt in excess of $50,000.00, compensatory damages and punitive damages as a jury
ma> determine to be appropriate and necessary plus interest and costs.

COUNT 2
FAILURE TO ADEQUATELY WARN

83. Plaintiffs incorporate by reference cach preceding and succeeding
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parag raphs as though set forth fully at length herein.

84. At=a11 relevant imes, Defendants researched, developed, designed, tested,
manut facured, inspected, labeled, and/ or distributed, marketed, promoted, sold, and
other wisa released into the stream of commerce the pharmaceutical, the Recalled

Digi! k€, and in the course of same, directly advertised or marketed the product to
FDA consumers or persons responsible for consumers, and therefore had a duty to
wart of the risks associated with the use of the Recalled Digitek®.

85. At all relevant times, the Recalled Digitek® was under the exclusive
control of the Defendants as aforesaid, and was unaccompanied by appropriate
warnings regarding all possible adverse side effects and complications associated with
the use of the Recalled Digitek®, the dangers of inappropriately strong or weak doses
and the comparative severity, duration and the extent of the risk of injury with such
use.

86. At all relevant times, Defendants failed to timely and reasonably warn of
mat >rial facts regarding the safety and efficacy of the Recalled Digitek® so that no
reasonable medical care provider would have prescribed, or no consumer would have
use 1, Digitek® had those facts been made known to such providers and consumers.
87. At all relevant times, Defendants failed to perform or otherwise facilitate
ade Juate testing in that such testing would have shown that the Recalled Digitek®
posd serious and potentially life-threatening side effects and complications in tablets
wit 1 more than, or less than, the labeled dose of digoxin respect to which full and
preper warning accurately and fully reflecting the symptoms, scope and severity

shculd have been made to medical care providers, the FDA and the public, including
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Plain iff.
88. At all relevant times, the Recalled Digitek®, which was researched,
devel oped, designed, tested, manufactured, inspected, labeled, distributed, marketed,
prorr oted, sold, and otherwise released into the stream of commerce by Defendants,
was « ofe -tive due to inadequate post-marketing warning and/or instruction because,
after Def 3nc.anté knew or should have known of the risk of serious and potentially
life-t ireatening ;ide effects and complications from the use of the Recalled Digitek®,
Defe 1dants failed to provide adequate warnings to medical care providers, the FDA
and - he consuming public, including Plaintiff, and continued to promote Digitek®
aggr *ssivelv.
89. As a direct and proximate result of Defendants’ carelessness and
negl gerce, the Plaintiff suffered severe and permanent physical injuries. Thereby, the
Plai1 tiff has endured substantial emotional pain and suffering. The Plaintiff incurred
significant expenses for medical care and treatment, and may continue to incur
expenses in the future. Plaintiff suffered lost wages and earnings, and was otherwise
phy sically and eEonomically injured.

WHEREFORE, Plaintiff demands judgment against Defendants for an
ame unt in excess of $50,000.00, compensatory damages and punitive damages as a jury

may delermine to be appropriate and necessary plus interest and costs.

COUNT 3
PRODUCT LIABILITY - MANUFACTURING DEFECT

90. Plaintiff incorporates by reference each preceding and succeeding

paragraph as though set forth fully at length herein:
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91. At all times material to this action, Defendants were engaged in the
busin :ss f designing, developing, manufacturing, producing, testing, packaging,
inspe -ting, promoting, marketing, distributing, supplying, labeling, releasing and/or
sellin z the Recalled Digitek®.
92. At all times material to this action, the Recalled Digitek® was expected to
react  and did reach, consumers in the State of Pennsylvania and throughout the United
State s, without substantial change in the condition in which it was sold.
93. At all times material to this action, the Recalled Digitek® was designed,
deve opud, mangfactured, produced, tested, packaged, inspected, promoted, marketed,
supr liec¢, distribﬁted, labeled, released and/ or sold by Defendants in a defective and
unre 1sonably dangerous condition at the time it was placed in the stream of commerce
in w)ys which include, but are not limited to, one or more of the following particulars:
a.  When placed in the stream of commerce, the Recalled
Digitek® contained manufacturing defects which rendered the product
unreasonably dangerous;
b.  The manufacturing defects of the Recalled Digitek®
occurred while the product
was in the possession and control of Defendants;
C. The Recalled Digitek® was not made in accordance with
Defendants'
specifications or performance standards and / or those

specifications and standards approved by the FDA.
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d.  The manufacturing defects of the Recalled Digitek® existed
be fora it left the control of Defendants;
94, As a direct and proximate result of the acts and omissions of Defendants
as aforesaid. Plaintiff was harmed as aforesaid.
WHEREFORE, Pla‘\.intiff demands judgment against Defendants for an
amo int n excess of $50,000.00, compensatory damages and punitive damages as a jury

may deteririne to be appropriate and necessary plus interest and costs. -

COUNT 4
BREACH OF EXPRESS WARRANTY

95. Plaintiffs incorporate by reference each preceding and succeeding
parazraphs as though set forth fully at length herein.

96. | At.all relevant times, Defendants warranted that the Recalled Digitek®
was safc and not defective and/or unreasornably dangerous as stated above and

war anled that itE continued a dose of digoxin that consistent with the dose set forth on
its L bel and wasf otherwise safe for human ingestion.

97. At all relevant times, Defendant placed the Recailed Digitek® into the
stre 1m of commerce for sale and recommended its use to physicians, the FDA and
consumers without adequately warning physicians, the FDA and consumers, including
the laintiffs, of the risks associated with the use of the Recalled Digitek® and that it
con‘ained an amount of digoxin different than the labeled dose and sometimes
excreding the approved dose for human ingestion.

98. At all relevant times, Defendants had a duty to exercise reasonable care in

the design deve!opment, testing, manufacture, production, formulation, processing,
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comp our ding, labeling, packaging, inspections, supply, distribution, marketing,
prorr oticn, sale and release of the Recalled Digitek®, including a duty to:

a. Ensure that the product did not cause the user unreasonably
dang srous side-effects;

b. Ensure that the product was labeled accurately;

C. Ensure that the amount, strength and dose of the digoxin in
the 1 roduct was consistent with the that set forth on the label and to ensure that the
does was appro‘i/ed by the FDA as a dose safe for use in humans;

d. Warn of dangerous and potentially fatal side-effects; and,

e. Disclose adverse material facts when making representations
to pl vsicians, the FDA and the public at large, including Plaintiffs.

99. When the Physicians of the Plaintiffs prescribed the Recalled Digitek®
and he Plantiffs decided to use the Recalled Digitek®, both Plaintiffs, and their

phy: icians reasonably relied upon the Defendants and their agents t;)l disclose known
defe ts, risks, dangers and side-effects of the Recalled Digitek® and whether the
Recelled Digitek® contained an dose of digoxin, consistent with its label, and not less
thar , or in exces of, the dose approved for ingestion by humans.

100. Plaintiffs' physician(s), the FDA and/or Plaintiffs had no knowledge of
the ralsity or incompleteness of the Defendants' staterﬁénts and representations
concerning the Recalled Digitek® when Plaintiffs' physician(s) prescribed and/or |
othc rwise provided Recalled Digitek® and Plaintiffs purchased and used the Recalled
Digitek® as designed, developed, tested, manufactured, produced, dosed, inspected,

labeled, packaged, distributed, supplied, marketed, promoted, sold and otherwise
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relea ;ed into the stream of commerce by the Defendants. Plaintiffs justifiably and
detri nentally relied on the warranties and representations of Defendants in the -
purcase and use of the Recalled Digitek®.

101. At;?all relevant times, Defendants were under a duty to disclose the
defec tive and unsafe nature of the Recalled Digitek® to physicians, the FDA, consumers
and - 1sers, such as the Plaintiffs. Defendants had sole access to material facts concerning
the ¢ efex ts, and Defendants knew that physicians, the FDA and users, such as Plaintiffs,
coulil nct have reasonably discovered such defects.

1020 By the conduct alleged, Defendants, its agents and employees expressly
wart anted to Plaintiffs and their physicians(s) that the Recalled Digitek® was packaged
and abeled accurately that it contained the approved dose of digoxin, that the drug was
safe, merchantable and fit for the purpose intended.

103. THls warranty was breached because the Recalled Digitek® was
mist randed, adulterated and did not contain the amount of digoxin as stated in the
labe. and scmetimes the approved dose for ingestion by humans, nor was it safe and
effec tive as Defendants represented, and Plaintiffs were harmed as aforesaid.

104. As a direct and proximate result of Defendants’ defective and

unre asonably dangerous Recalled Digitek® and their breach of express warranty,
Plaii tiffs were harmed as aforesaid.

105. Defendants expressly warranted in their package inserts the amount of
activ e ingredient in each tablet. Plaintiff relied on that express warranty when, in fact,

the tablets were adulterated and did not comply with the package insert. Defendants

brea -h of the express warranty caused serious personal injury to plaintiff.
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WHEREFORE, Plaintiff demands judgment against Defendants for an
amo it n excess of $50,000.00, compensatory damages as a jury may determine to be

appr pr:ate and necessary plus interest and costs.

COUNT 5
BREACH OF IMPLIED WARRANTY

106. Plaintiffs incorporate by reference each preceding and succeeding

para rraphs as though set forth fully at length herein.

107. Th:e Déféndants designed, developed, manufactured, marketed, produced,
teste 1, inspected, distributed, supplied, released and sold the Recalled Digitek® for the
treat nert o certain cardiac heart problems.

108. At the time that the Defendants designed, developed, manufactured;

marl eted, produced, tested, inspected, distributed, supplied, released and sold the
Reca led Digitek®, they knew of the use for which the subject product was intended
and - mpiiedly warranted it to be of merchantable quality and safe and fit for such use.
109, The Plaintiffs, individually and through their brescribing physician,

reasc nably relied upon the skill, superior knowledge and judgment of the Defendants.
110. T“he Plaintiffs were prescribed, purchased, and used the Recalled Digitek®
for its intended éurpose.

111. Due to the Defendants” wrongful conduct as alleged herein, the Plaintiffs
could not have known about the mislabeling, misbranding, dose of digoxin different
than the labeled dose, the nature of the risks and side-effects associated with the

Recailed Digitek® until after they used it.

112, Contrary to the implied warranty for the subject product, the Recalled
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Digit 'k® was not of merchantable quality, and was not safe or fit for its intended uses
and | urposes, as alleged herein.
113. Az; a direct and proximate result of the acts and omissions of Defendants
and t 1e cefective and unreasonably dangerous Recalled Digitek® and their breach of
impli »d warranty, Plaintiffs were harmed as aforesaid, and Plaintiffs have suffered
injur:es and damages as aforesaid.

WHEREFORE, Plaintiff demands judgment against Defendants for an
amot nt in excess of $50,000.00, compensatory damages as a jury may determine to be

appr priate and necessary plus interest and costs.

| COUNT 6
MISREPRESENTATION AND SUPPRESSION BY DEFENDANTS

K3

114. Plaintiffs incorporate by reference each ﬁreceding and succeeding
paray;rarhs as though set forth fully at length herein.

115. Defendants misrepresented to Plaintiffs and the medical cdmmunity the
safet - and effectiveness of the Recalled Digitek® and/or fraudulently, intentionally
and/ or riegligently concealed material information, including adversé information
rega; din 3 the safety and effectiveness of the Recalled Digitek® and the dose of digoxin
cont: ined therein.

116. Defendants made misrepresentations and actively concealed adversé
information at a‘ujﬁme when the Defendants knew, or should have knowﬁ, that the
Reca led Digitek@ had defects, dangers, and characteristics that were other than that
what the Defendants had represented to Plaintiffs, the public, the FDA and the medical

cominunity generally. Specifically, Defendants misrepresented to and/ or actively
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conce iled from Plaintiffs, the FDA and, the medical community and consuming public
that:

i. Some doses of digoxin in the Recalled Digitek® was not a dose that
was approved by the FDA;

ii. The dose of the digoxin in the Recalled Digitek® was not what the
label represented the dose to be;

fii. Some of doses of digoxin in the Recalled Digitek® were less than
- orexceeded the labeled dose;

iv. The dose of digoxin in the Recalled Digitek® was unsafe,
hazardous and dangerous; and,

v. Ingesting the Recalled Digitek® would result in an overdose or
underdose.

117. The misrepresentations of and/or active concealment alleged were
pery ctuated directly and/or indirectly by Defendants.
118. Defendants knew or should have known that these representations were
false and made the representations with the intent or purpose that Plaintiffs would rely
on tiemr, leading to the use of the Recalled Digitek®.
: ‘
119. At'the time of Defendants' fraudulent misrepresentations, Plaintiffs were
una vare of the falsity of the statements being made and believed them to be true.
Plai 1tiffs had no knowledge of the information concealed and/ or suppressed by
Def :ndants.
120. Plaintiffs justifiably relied on and/or were induced by the
mis epresentations and/ or active concealment and relied on the absence of safety

infc rmation which the Defendants did suppress, conceal or failed to disclose to the

detriment of the Plaintiffs.
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121. De‘{fendants had a duty to warn Plaintiffs, the public, the FDA and the
medi -al community, about the misbranding, adulteration and potential risks and

com; lications associated with the Recalled Digitek® in a timely manner but failed to do

SO.

122. The misrepresentations and active fraudulent concealment by the

Defe 1dants constitutes a continuing tort against the Plaintiffs who ingested the Recalled

Digi-ek@®.

123. Defendants made the misrepresentations and actively concealed
info: matior: about the defects and dangers of the Recalled Digitek® with the intention
and spevific desire that the healthcare professionals treating thé Plaintiffs, the Plaintiffs,
and the consuming public would rely on such or the absence of information in selecting
and using the Recalled Digitek® as a medical treatment.

124. As a direct and proximate result of the fraudulent acts and omissions,
suporession and misrepresentation of Defendants, Plaintiffs have suffered injuries and
dan ages as aforesaid.

WHEREFORE, Plaintiff demands judgment against Defendants for an
ameunt in excess of $50,000.00, compensatory damages and punitive damages as a jury

ma: - determine to be appropriate and necessary plus interest and costs.

- COUNT?7
NEGLIGENT MISREPRESENTATION

125. Plaintiffs incorporate by reference each preceding and succeeding

paragraphs as though set forth fully at length herein.

126. Defendants, in addition to knowing misrepresentations, made
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misre sresentations without any reasonable grounds for believing their statements to be

true t » Plaintiffs, other patients, and the medical community.

127. Defendants, through its misrepresentations, intended to induce justifiable
reliar ce by D'laintiffs, other patients, and the medical community.

128. Défendants, through its labeling, marketing campaign and
comi wnications with treating physicians, was in a relationship so close to that of
Plain:iffs and other patients that it approaches and resembles privity.

129. Defendants owes a duty to the medical community, Plaintiffs and other
cons rmcrs, to conduct appropriate and adequate inspections and tests for all of their
prod acts, including the Recalled Digitek®, and to use safe and good manufacturing and
prod uction practices, to provide appropriate and adequate information and warnings
but t ey fai.ed to do so.

130. Defendants failed to conduct appropriate or adequate inspections, tests on
the I ecalled Digitek®.

131. As a direct and proximate result of Defendants' negligent
mis1 »pregentations the Plaintiffs were harmed as aforesaid.

WHEREFORE, Plaintiff demands judgment against Defendants for an
amc unt in excess of $50,000.00, compensatory damages and punitive damages as a jury .

may determine to be appropriate and necessary plus interest and costs.

COUNT 8
WRONGFUL DEATH

132. Plaintiffs incorporates by reference each preceding and succeeding

paregraphs as though set forth fully at length hercin.
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133. As a direct and proximate result of the aforesaid, some of the Plaintiffs
who ngusted the defendant’s product Avandia were caused to contract the discases
and 1njuries described herein, causing extreme pain, suffering.and mental anguish, and
died as cirect and proximate result of defendant’s negligence, breach of implied and
expr ss warranties, failure to warn, and fraud as alleged herein.

WHEREFORE, Plaintiff demands judgment against Defendants for an
amo int i excess of $50,000.00, compensatory damages and punitive damages as a jury
may det>riine to be appropriate and necessary plus interest and costs.

COUNT 9
SURVIVAL ACTION

134. Plaintiffs incorporates by reference each preceding and succeeding
para sraphs as though set forth fully at length herein.
135. Plaintiffs bring this action on behalf of the Estates of their decedents under
42 Ta. € .S.A. §8302, and the applicable decisional law.
136. Plaintiffs claim on behalf of said Estates damages suffered by the reason of
the ¢ eath of the decedents, including but not limited to and pain and suffering of
Dec: dents prior to their deaths.
WHEREFORE, Plaintiff demands judgment against Defendants for an
amc .nt in excess of $50,000.00, compensatory damages as a jury may determine to be
app: optiate and necessary plus interest and costs. |

COUNT 10
LOSS OF CONSORTIUM

137. Plaintiffs incorporates by reference each preceding and succeeding

paragraphs as though set forth fully at length herein.
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138. Plaintiffs’ spouses, were at all times relevant herein, the husband/ wife of
the P ain-iff and as such, lived and cohabited with her.

139. By reason of the foregoing, Plaintiff's spouse has necessarily paid and has
becoine liab e topay for medical aid, treatment and for medications and funeral
expe ises, ar.d other liabilities.

140. By reason of the foregoing, Plaintiff's spouse has been caused, presently
and i1 the future, the loss of the spouse's companionship, services, society and the
abilit v of said Plaintiff's spouse in said respect has been impaired and depreciated, and
the n ari'al association between husband and wife has been altered, and as such, the
Plain:iff's spouse has been caused mental aguish and suffering.

WHEREFORE, Plaintiff demands judgment against Defendants for an
amot nt in excess of $50,000.00, compensatory damages and punitive damages as a jury

may letermine to be appropriate and necessary plus interest and costs.

JURY TRIAL DEMANDED

Plaintiff demands that all issues of fact of this case be tried to a properly

impaneled jury to the extent permitted under the Jaw.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs demand judgment against Defendants for
dami ges including exemplary damages if applicable to which they are entitled by law,

as w Il as all costs of this action, to the full extent of the law including;

1. judgment for Plaintiffs and against Defendants;

2. damages to compensate Plaintiffs for injuries sustained as a result of
Digitek® use, past and future lost of income proven at trial;
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judgment against Defendants for the damages resulting from Decedent’s
death, including, without limitations, Decedent’s pecuniary injury,
together with all hospital, medical and funeral expenses, as well as
compensatory damages.

physical pain and suffering of the Plaintiffs; and any and all damages
allowed under the law and laws or other statutes and laws that apply and
for loss of

consortium,;
pre and post judgment interest at the lawful rate;
reqsonable attorneys' fees and costs and expert fees;

restitution of all purchase costs that Plaintiffs for Digitek® disgorgement
of Defendants' profits,

exemplary and punitive damages in an amount in excess of the
jurisdictional limits, trebled on all applicable Counts;

all Bill of Costs elements;
a trial by jury on all issues of the case; and,
for any other relief as this court may deem equitable and just.

Respectfully submitted,

THE MILLER FIRM, LLC.

By: “/77\/6&&/& 7 M&M

By: Michael J. Miller, Esq.
Attorney 1D No. 95102

By: Christopher A. Gomez, Esq.
Attorney ID No. 82899

By: Michele A. DiMartino, Esq.
Attorney ID No. 79081

555 E. City Ave., Ste. 910

Bala Cynwyd, PA 19004
Telephone: (610) 660-0622
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LEVIN, FISHBEIN, SEDRAN &
BERMAN, 1,

s e M ot s
Arnold Levin, Esquire

Attorney ID No. 02280
Frederick S. Longer, Esquire
Attorney ID No. 46653

Michael M. Weinkowitz, Esquire
Attorney ID No. 76033

510 Walnut Street, Suite 500
Philadelphia, PA 19106

(215) 592-1500 / (215) 592-4663
(telecopier)
MWeinkowitz@lfsblaw.com
Attorneys for Plaintiff




VERIFICATION

I he-eby state:

1. I represent plaintiffs in the Digitek litigation.

N

I verify that the statements made in the foregoing PLAINTIFFS’

C ENERAL MASTER LONG-FORM COMPLAINT AND JURY DEMAND

¢ re true and correct to the best of my knowledge, information and belief;

£nd

3 [ understand that the statements in said PLAINTIFFS GENERAL

M ASTER LONG-FORM COMPLAINT AND JURY DEMAND are made subject
tc the penalties of 18 Pa. C.S. Section 4904 relating to unsworn falsification to

aithe rities.

Q\AM/MA A MGt

%rney for Plaintiffs~

D. ted: (t’ g\(t d ?




