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IN THE UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF OHIO
EASTERN DIVISION

JENNIFER ARTZ, INDIVIDUALLY AND

AS NEXT FRIEND AND GUARDIAN OF BABY I.A.A,,
ON BEHALF OF THEMSELVES

AND ALL OTHERS SIMILARLY SITUATED,

Plaintiffs,

V. CASE NO.

CLASS ACTION COMPLAINT
PURDUE PHARMA L.P.; JURY TRIAL DEMANDED
PURDUE PHARMA, INC;

THE PURDUE FREDERICK COMPANY, INC.;
MCKESSON CORPORATION;;

CARDINAL HEALTH, INC.;

AMERISOURCEBERGEN CORPORATION;

TEVA PHARMACEUTICAL INDUSTRIES, LTD;

TEVA PHARMACEUTICALS USA, INC.;

CEPHALON, INC;

JOHNSON & JOHNSONj;

JANSSEN PHARMACEUTICALS, INC;
ORTHO-MCNEIL-JANSSEN PHARMACEUTICALS, INC. n/k/a JANSSEN
PHARMACEUTICALS, INC.;

JANSSEN PHARMACEUTICA INC. n/k/a JANSSEN PHARMACEUTICALS, INC;
ENDO HEALTH SOLUTIONS INC.;

ENDO PHARMACEUTICALS, INC.;

ALLERGAN PLC f/k/a ACTAVIS PLC;

WATSON PHARMACEUTICALS, INC. n/k/a ACTAVIS, INC.;
WATSON LABORATORIES, INC.;

ACTAVIS LLC; and

ACTAVIS PHARMA, INC. f/k/a WATSON PHARMA, INC.,
DEPOMED, INC.;

MALLINCKRODT LLC;

MALLINCKRODT PLC;

SPECGX LLC;

PAR PHARMACEUTICAL, INC;

PAR PHARMACEUTICAL COMPANIES, INC.;
NORAMCO, INC;

INDIVIOR, INC;

CVS HEALTH CORPORATION;;

RITE AID OF MARYLAND, INC.;

RITE AID CORP.;

WALGREENS BOOTS ALLIANCE, INC;
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WALGREEN EASTERN CO.;
WALGREEN CO.;

WAL-MART INC. f/k/a WALMART STORES, INC.;
MIAMI-LUKEN, INC.;

COSTCO WHOLESALE CORPORATION;;
THE KROGER CO;

H.D. SMITH, LLC;

H.D. SMITH HOLDINGS, LLC;

H.D. SMITH HOLDING COMPANY;
ANDA, INC.;

RICHARD S. SACKLER;

JONATHON D. SACKLER;

MORTIMER D.A. SACKLER;

KATHE A. SACKLER;

ILENE SACKLER LEFCOURT;
BEVERLY SACKLER;

THERESA SACKLER;

DAVID A. SACKLER;

RHODES TECHNOLOGIES;

RHODES TECHNOLOGIES INC.;
RHODES PHARACEUTICALS L.P.;
RHODES PHARMACEUTICALS INC.;
TRUST FOR THE BENEFIT OF MEMBERS OF THE RAYMOND SACKLER FAMILY;
THE P.F. LABORATORIES, INC.

Defendants.

CLASS ACTION COMPLAINT

NOW COME Plaintiffs and Putative Class Representative Jennifer Artz, as the next friend
and guardian of Baby I.A.A., individually and on behalf of all other similarly situated, hereby filing
their Complaint against the Defendants for damages, equitable, statutory, and injunctive relief. In
support thereof, Plaintiffs state as follows:

INTRODUCTION

1. Like thousands of children born every year, Baby I.A.A. was born addicted to opioids.
Prenatal exposure to opioids cause severe withdrawal symptoms and lasting developmental impacts.
The first days of Baby I.A.A.’s life were spent in excruciating pain as doctors weaned the infant from
opioid addiction. Baby I.A.A. will require years of treatment and counseling to deal with the effects of

prenatal exposure. Baby I.A.A. and their mother are victims of the opioid crisis that has ravaged
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California, causing immense suffering to those born addicted to opioids and great expense to those
forced to deal with the aftermath.

2. At birth, Baby I.A.A. was diagnosed with Neonatal Abstinence Syndrome (“NAS”), a
condition suffered by babies of mothers addicted to opioids. Baby I.A.A. was forced to endure a
painful start to their life; crying excessively, arching their back, refusing to feed, and shaking. NAS is
a clinical diagnosis, and “a consequence of the abrupt discontinuation of chronic fetal exposure to
substances that were used or abused by the mother during pregnancy.”’ Baby .A.A. spent their first
days in a Neonatal Intensive Care Unit writhing in agony as they went through detoxification.

3. Baby I.A.A’s mother was prescribed Defendants’ opioids prior to Baby L.A.A.s
gestation, resulting in her opioid addiction and Baby I.A.A.’s opioid exposure during gestation.

4. Upon information and belief, I.A.A.’s mother consumed opioids manufactured and
distributed by all named defendants including:

a.  Purdue’s products Oxycontin, Dilaudid, and MS Contin;

b. Cephalon’s products Actiq and Fentora;

c. Janssen’s product Duragesic;

d. Endo’s products Perodan, Percoset, Opana, Opana ER, Oxycodone, Hydrocodone
(Vicodin and Lortab), Oxymorphone, and Hydromorphone; and

e. Activis’ product Norco and Kadian.

5. Baby I.LA.A.’s experience is part of an opioid epidemic sweeping through the United
States, including California, that has caused thousands of infants great suffering and continuing
developmental issues. This epidemic is the largest health care crisis in U.S. history. Plaintiffs bring

this class action to eliminate the hazard to public health and safety caused by the opioid epidemic and

! Prabhakar Kochetlakota, Neonatal Abstinence Syndrome, 134(2) Pediatrics 547, 547-48 (2014), available at
http://pediatrics.aappublications.org/content/pediatrics /134 /2 /e547.full pdf.
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to abate the nuisance caused by Defendants’ false, negligent and unfair marketing and/or unlawful
diversion of prescription opioids. Plaintiffs further seek the equitable relief of medical monitoring to
provide this class of infants the monitoring of developmental issues that will almost inevitably appear
as they grow older and equitable relief in the form of funding for services and treatment.

Neonatal Abstinence Syndrome

6. Many of the victims of the Opioid Crisis are babies born with Neonatal Abstinence
Syndrome. It is suspected that NAS babies experience DNA changes at the cellular level, particularly
in the tissues of the brain and nervous system, and may suffer lifelong afflictions as a result of maternal
use of prescription opioid medications during gestation. These patients often require extensive care
because they are likely to experience lifelong mental health problems, developmental impairment, and
physical health limitations.

7. Recently, there has been a dramatic increase in the number of fetuses that have been
exposed to opioids. Women are also victims of the opioid epidemic, and health care for opioid
exposed mothers and their babies is a major factor in the nation’s rising unreimbursed healthcare
costs.

8. The number of infants born suffering from this insidious condition is staggering. The
incidence of NAS in the United States grew five-fold between 2000 and 2012. Specifically, cases of
NAS increased nationally from a rate of 1.2 per 1000 hospital births per year in 2000 to 5.8 per 1000,
with a total of 21,732 infants diagnosed by 2012. Currently, the best estimates are that a child with
NAS is born every 25 minutes, perhaps every 15 minutes.

9. In 2011, The Substance Abuse Mental Health Services Administration reported that
1.1% of pregnant women abused opioids (0.9% used opioid pain relievers and 0.2% used heroin).

10. In 2014, the number of babies born drug-dependent had increased by 500 percent

since 2000, and children being placed in foster care due in part to parental drug abuse are going up —
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now it is almost a third of all child removals.

11. Heroin and other opioid misuse during pregnancy are also associated with increased
risks and incidence of placental abruption, preterm labor, maternal obstetric complications, maternal
mortality, and fetal death.

12. NAS-diagnosed children “are at increased risk for neuropsychological function.” The
challenges presented to them and their caregivers at birth are summarized as: “Do they catch up,
remain at a disadvantage, or do they proceed to function even more pootly than their peers over
time?” Unfortunately, the new research borne about as a result of the Opioid Epidemic reveals that
all children exposed to opioids and other drugs iz utero are at a substantially higher risk for lower
mental abilities and more signs of attention deficits,” and that these effects will persist or worsen
through adolescence.”

13. Specifically, children diagnosed with NAS exhibit:

. by age 1: diminished performance on the Psychomotor Development Index, growth
retardation, poor fine motor skills, short attention span, intellectual performance;

. between ages 2-3: significantly lower cognitive abilities, including lower motor
development, lower 1Q), and poor language development;

. between ages 3-6: significant detrimental impact on self-regulation, including
aggressiveness, hyperactivity, lack of concentration, lack of social inhibition, lower 1Qs (8-15 point
difference), poor language development, and behavioral and school problems; and

. after 8.5 years: significantly greater difference in cognitive scores than at previous
ages, especially in gitls.

14. While the pathophysiological mechanism of opioid withdrawal in neonates is currently
not known, several factors can affect the accumulation of opioids in the fetus. Opiate drugs have low

molecular weights, are water soluble, and are lipophilic substances; hence, they are easily transferable
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across the placenta to the fetus. It is known that the transmission of opioids across the placenta
increases as gestation increases. It is also known that synthetic opiates cross the placenta more easily
compared with semisynthetic opiates. The combination of cocaine or heroin with methadone further
increases the permeability of methadone across the placenta. Together, the ease with which these
drugs can cross the blood-brain barrier of the fetus, and the prolonged half-life of these drugs in the
fetus may worsen the withdrawal in infants. Neonatal abstinence syndrome is the end result of the
sudden discontinuation of prolonged fetal exposure to opioids.

15. NAS babies” mothers purchase and consume prescription opioids from one or more
Defendants, directly or foreseeably but indirectly, or obtain them from other sources. Each minor
child suffers, and will suffer, lifelong mental illness, mental impairment, and loss of mental capacity.
The minor child’s entire health, use of the child’s body and mind, and life, including the minor child’s
ability to live normally, learn and work normally, enjoy relationships with others, and function as a
valuable citizen, child, parent, income-earner, and person enjoying life, are compromised, and
permanently impaired.

16. Plaintiff’s experience is part of an opioid epidemic sweeping through the United States
and California, causing thousands of infants great suffering and continuing developmental physical,
medical, occupational, and psychological issues. This epidemic is reportedly the largest health care
crisis in U.S. history. Plaintiffs bring this class action to eliminate the hazard to public health and
safety caused by the opioid epidemic and to abate the nuisance caused by Defendants’ false, negligent
and unfair marketing and/or unlawful diversion of prescription opioids. Plaintiffs further seek
equitable relief in the form of medical monitoring, in order to provide this class of infants with
monitoring of developmental issues confronting them as they mature, in addition to equitable relief
in the form of funding for services and treatment. The ongoing and robust medical monitoring and

treatment of opioid-related NAS-diagnosed children is medically necessary. Further, this is a rapidly
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transforming field, as multiple members of multiple disciplines and support systems, ranging from
medical providers to psychologists to behavioral therapists to childcare providers, are coming together
to determine the best protocols for improving the outcomes after a diagnosis.

17. The ongoing and robust medical monitoring and treatment of opioid-related NAS-
diagnosed children is medically necessary. Medical monitoring is a rapidly transforming, as multiple
members of multiple disciplines and support systems, ranging from medical providers to psychologists
to behavioral therapists to childcare providers, are coming together to determine the best protocols
for improving the outcomes after a diagnosis. Programs in some areas offer, for example, a view of
necessary treatment components after hospital discharge: (1) education of caregivers for techniques
to relieve infant distress, including infant massage, calming techniques, and other coping skills; (2)
education of caregivers about NAS and the associated symptoms; (3) frequent follow-up of the infant
for growth and weight gain; and(4) monthly development evaluations during infancy and toddler years
to determine whether additional interventions and treatment are necessary.

18. Neonatal exposure to opioids necessarily results in medical needs that exist throughout
the entire period of a child’s adolescent development. These needs absolutely exist, regardless of the
dosage any one child received prenatally or how he or she was weaned from these substances. These
needs relate primarily to the well-known adverse effect of opioids on behavioral and regulatory
development in exposed children. Every single child diagnosed with opioid-related NAS must have
robust medical testing, monitoring, intervention, provision of caregiver training and information, and
medical referral in order to maximize his or her future as an adult. This relief will also largely abate the
public nuisance created by Defendants’ conduct. For this reason, Plaintiff and the class seek, inter alia,
injunctive relief.

19. In recent years, there has been a dramatic rise in the proportion of infants who have

been exposed to opioids. Opioid use among women who gave birth increased in the United States
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from 1.19 to 5.63 per 1,000 hospital births per year between 2000 and 2009. Concurrently the
incidence of neonatal abstinence syndrome (NAS) among newborns increased during the same period
(from 1.20 per 1,000 hospital births per year in 2000 to 3.39 per 1,000 hospital births per year in
2009).?

20. In a study from Florida, the number of newborns who had NAS and were admitted
to the NICU increased by 10-fold from 2005 to 2011. Increases in the incidence of NAS have been
treported uniformly across community hospitals, teaching hospitals, and children’s hospitals.’

21. The incidence of NAS in newborns born to opioid-dependent women is between 70
and 95 percent. Research suggests that newborns with NAS (most commonly associated of opioid
misuse during pregnancy) are more likely than all other hospital births to have low birthweight or
respiratory complications. Untreated heroin and other opioid misuse during pregnancy also is
associated with increased risk of placental abruption, preterm labor, maternal obstetric complications,
and fetal death.*

22. The NAS epidemic and its consequences could have been, and should have been,
prevented by the Defendants who control the U.S. drug distribution industry and the Defendants who
manufacture the prescription opioids. These Defendants have profited greatly by allowing California
to become flooded with prescription opioids.

23. The drug distribution industry is supposed to serve as a “check” in the drug delivery

2 Patrick, S. W., Schumacher, R. E., Benneyworth, B. D., Krans, E. E., McAllister, J. M., & Davis, M. M. (2012). Neonatal
abstinence syndrome and associated health care expenditures: United States, 2000—2009. Journal of the American Medical
Association, 307(18), 1934-1940.

3 Prabhakar Kocherlakota, Neonatal Abstinence Syndrome, 134(2) Pediatrics 547, 547-48 (2014), available at
http://pediatrics.aappublications.org/content/ pediatrics/134/2/e547 full pdf.

# Winklbaur, B., Kopf, N., Ebner, N., Jung, E., Thau, K., & Fischer, G. (2008). Treating pregnant women dependent on opioids is
1ot the same as treating pregnancy and opioid dependence. Addiction, 103(9), 1429-1440; see also American College of Obstetricians
and Gynecologists. (2012; reaffirmed in 2014). Opioid abuse, dependence, and addiction in pregnancy (Committee
Opinion No. 524). Retrieved from http://www.acog.otg/-/media/Committee-Opinions/Committee-on-Health-Care-
for-Underserved-Women/co524.pdf2dmc=1&ts=20150928T1302076021; see also Kaltenbach, K., Betghella, V., &
Finnegan, L. (1998). Opioid dependence during pregnancy: Effects and management. Obstetrics Gynecology Clinics of
North America, 25(1), 139-151.


http://www.acog.org/-/media/Committee-Opinions/Committee-on-Health-Care-for-Underserved-Women/co524.pdf?dmc=1&ts=20150928T1302076021
http://www.acog.org/-/media/Committee-Opinions/Committee-on-Health-Care-for-Underserved-Women/co524.pdf?dmc=1&ts=20150928T1302076021
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system, by securing and monitoring opioids at every step of the stream of commerce, protecting them
from theft and misuse, and refusing to fulfill suspicious or unusual orders by downstream pharmacies,
doctors, clinics, or patients. Defendants woefully failed in this duty, instead consciously ignoring
known or knowable problems and data in their supply chains.

24, Defendants thus intentionally and negligently created conditions in which vast
amounts of opioids have flowed freely from drug manufacturers to innocent patients who became
addicted, to opioid abusers, and even to illicit drug dealers - with distributors regularly fulfilling
suspicious orders from pharmacies and clinics, who were economically incentivized to ignore “red
flags” at the point of sale and before dispensing the pills.

25. Defendants’ wrongful conduct has allowed billions of opioid pills to be diverted from
legitimate channels of distribution into the illicit black market in quantities that have fueled the opioid
epidemic in California. This is characterized as “opioid diversion.” Acting against their common law
and statutory duties, Defendants have created an environment in which opioid diversion is rampant.
As a result, unknowing patients and unauthorized opioid users have ready access to illicit sources of
diverted opioids.

206. For years, Defendants and their agents have had the ability to substantially reduce the
consequences of opioid diversion, including the dramatic increase in the number of infants born with
NAS. All the Defendants in this action share responsibility for perpetuating the epidemic and the
exponential increase in the number of infants afflicted with NAS.

27. Defendants have foreseeably caused damages to Baby I.LA.A. and Class Members
including the costs of neo-natal medical care, additional therapeutic, prescription drug purchases and
other treatments for NAS afflicted newborns, and counseling and rehabilitation services after birth
and into the future. Plaintiffs bring this civil action for injunctive relief, compensatory damages,

statutory damages, and any other relief allowed by law against the Defendant opioid drug distributors,
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retailers, and manufacturers that, by their actions and omissions, knowingly or negligently have
distributed and dispensed prescription opioid drugs in a manner that foreseeably injured, and
continues to injure, Plaintiff Baby I.A.A. and the Class.

PARTIES

A. Plaintiffs

28. Baby I.LA.A., a citizen of California, and Putative Class members are individuals who
have suffered Neonatal Abstinence Syndrome as a result of exposure to opioids in utero. This drug
exposure provides Baby I.A.A. the right to sue, through their next friend and guardian, for damages
under product liability, nuisance, negligence, and gross negligence.

29. Baby I.A.A. and Putative Class Members directly and foreseeably sustained all damages
alleged herein. Categories of past and continuing sustained damages include, inter alia: (1) costs for
providing treatment of infants born with opioid-related medical conditions like NAS; (2) equitable
relief of medical monitoring, testing and treatment for latent dread diseases associated with NAS (3)
costs for providing ongoing medical monitoring care into a Court administered fund, additional
therapeutic and prescription drug purchases, and other treatments; (4) costs for providing treatment,
counseling and rehabilitation services; and (5) costs associated with providing care for children whose
parents suffer from opioid-related disability or incapacitation, including foster care services.

30. Baby I.LA.A. and the Putative Class Members have suffered and continue to suffer
these damages directly. Plaintiffs and Putative Class Representatives also seek the means to abate the
epidemic Defendants’ wrongful and/or unlawful conduct has created.

B. Defendants
Distributor Defendants

31. McKesson Corporation (“McKesson”) has its principal place of business in San

Francisco, California and is incorporated under the laws of Delaware. During all relevant times,

10
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McKesson has distributed substantial amounts of prescription opioids to providers and retailers in the
State of California.

32. Cardinal Health, Inc. (“Cardinal”) has its principal place of business in Ohio and is
incorporated under the laws of Ohio. During all relevant times, Cardinal has distributed substantial
amounts of prescription opioids to providers and retailers in the State of California.

33. AmerisourceBergen Corporation has its principal place of business in Pennsylvania
and is incorporated under the laws of Delaware. During all relevant times, AmerisourceBergen has
distributed substantial amounts of prescription opioids to providers and retailers in the State of
California.

34. Defendant CVS Health Corporation (“CVS”) is a Delaware corporation with its
principal place of business in Rhode Island. CVS, through its various DEA registered subsidiaries and
affiliated entities, conducts business as a licensed wholesale distributor. CVS also operates retail stores
in numerous States, including in California, that sell prescription medicines, including opioids. At all
times relevant to this Amended Complaint, CVS distributed prescription opioids and engaged in the
retail selling of opioids throughout the United States, including in California.

35. Defendant Rite Aid of Maryland, Inc., dba Rite Aid Mid-Atlantic Customer Support
Center, Inc. is a Maryland corporation with its principal offices located in Lutherville Timonium,
Maryland. Defendant Rite Aid Corp. is a Delaware corporation with its principal offices located in
Camp Hill, Pennsylvania. Together, Rite Aid of Maryland, Inc. and Rite Aid Corp. are referred to as
“Rite Aid.”

36. Rite Aid, through its various DEA registered subsidiaries and affiliated entities,
conducts business as a licensed wholesale distributor. Rite-Aid also operates retail stores, including in
California, that sell prescription medicines, including opioids. At all times relevant to this Complaint,

Rite Aid, through its various DEA registered subsidiaries and affiliated entities, distributed

11
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prescription opioids and engaged in the retail selling of opioids throughout the United States, including
in California.

37. Defendant Walgreens Boots Alliance, Inc., is a Delaware corporation with its principal
place of business in Illinois. Defendant Walgreen Eastern Co. is a subsidiary of Walgreens Boots
Alliance, Inc. that is engaged in the business of distributing pharmaceuticals, including prescription
opioids. Defendant Walgreen, Co. is a subsidiary of Walgreens Boots Alliance that operates retail drug
stores. Together, Walgreens Boots Alliance, Inc., Walgreen Eastern Co. and Walgreen Co. are referred
to as “Walgreens.”

38. Walgreens, through its various DEA registered subsidiaries and affiliated entities,
conducts business as a licensed wholesale distributor. At all relevant times, Walgreens has sold and
continues to sell prescription opioids in close proximity to the hospitals, clinics, and other healthcare
facilities serving the state of California.

39. Defendant Wal-Mart Inc. f/k/a Walmart Stores, Inc. (“Wal-Mart”), is a Delaware
corporation with its principal place of business in Bentonville, Arkansas. Walmart, through its various
DEA registered affiliated entities, conducts business as a licensed wholesale distributor. At all times
relevant to this Amended Complaint, Wal-Mart distributed prescription opioids and engaged in the
retail selling of opioids throughout the United States, including in California.

40. Detendant MIAMI-LUKEN, INC. (“Miami-Luken”) is an Ohio corporation with
its principal place of business located in Springboro, Ohio. During all relevant times, Miami-Luken
has distributed substantial amounts of prescription opioids to providers and retailers in California.

41. Defendant COSTCO WHOLESALE CORPORATION (“Costco”) is a Washington
corporation with its principal place of business in Issaqua, Washington. During all relevant times,
Costco has sold and continues to sell, in California and nationwide, prescription opioids including the

Opioid Drugs at issue in this lawsuit.

12
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42, Defendant The Kroger Co. (“Kroger) is an Ohio corporation with headquarters in
Cincinnati, OH. Kroger operates 2,268 pharmacies in the United States. At all times relevant to this
Complaint, Kroger distributed prescription opioids throughout the United States, including in
California.

43, Defendants H. D. Smith, LL.C d/b/a HD Smith f/k/a H. D. Smith Wholesale Drug
Co., H. D. Smith Holdings, LLLC, H. D. Smith Holding Company (“H. D. Smith”) is a Delaware
corporation with its principal place of business in Springfield, Illinois. H. D. Smith is a privately held
independent pharmaceuticals distributor of wholesale brand, generic, and specialty pharmaceuticals.
At all times relevant to this Complaint, H. D. Smith distributed prescription opioids throughout the
United States, including California.

44.  Defendant Anda, Inc. (“Anda”), is a Florida corporation with its principal office
located in Olive Branch, Mississippi. Through its various DEA registrant subsidiaries and affiliated
entities, Anda is the fourth largest distributor of generic pharmaceuticals in the United States, which
includes California State. In October 2016, Defendant Teva USA acquired Anda for $500 million in
cash. At all relevant times, Anda distributed prescription opioids throughout the United States,
including in California.

45, McKesson, Cardinal, AmerisourceBergen, CVS, Rite Aid, Walgreens, Wal-Mart,
Miami-Luken, Costoco, Kroger, H.D. Smith, and Anda are collectively referred to hereinafter as
“Distributor Defendants.”

Pharmaceutical Marketing and Manufactuting Defendants

40. Cephalon, Inc. (“Cephalon”) is a Delaware corporation with its principal place of
business in Frazer, Pennsylvania. Cephalon manufactures, promotes, sells, and distributes opioids such
as Actiq and Fentora in the U.S. and California. Actiq and Fentora have been approved by the FDA

only for the “management of breakthrough cancer pain in patients 16 years of age and older who are

13



Case: 1:19-0p-45459-DAP Doc #: 1 Filed: 06/17/19 14 of 110. PagelD #: 14

already receiving and who are tolerant to opioid therapy for their underlying persistent cancer pain.”
In 2008, Cephalon pled guilty to a criminal violation of the Federal Food, Drug and Cosmetic Act for
its misleading promotion of Actiq and two other drugs and agreed to pay $425 million.

47. Teva Pharmaceutical Industries, Ltd. (“Teva Ltd.”) is an Israeli corporation with its
principal place of business in Petah Tikva, Israel. Teva Pharmaceuticals USA, Inc. (“Teva USA”) is a
wholly- owned subsidiary of Teva Ltd. and is a Delaware corporation with its principal place of
business in Pennsylvania. Teva USA acquired Cephalon in October 2011.

48. Teva Ltd., Teva USA, and Cephalon collaborate to market and sell Cephalon products
in the U.S. Teva Ltd. conducts all sales and marketing activities for Cephalon in the U.S. through Teva
USA. Teva Ltd. and Teva USA publicize Actiq and Fentora as Teva products. Teva USA sells all
former Cephalon branded products through its “specialty medicines” division. The FDA-approved
prescribing information and medication guide, which is distributed with Cephalon opioids marketed
and sold in California, discloses that the guide was submitted by Teva USA, and directs physicians to
contact Teva USA to report adverse events. Teva Ltd. has directed Cephalon to disclose that it is a
wholly-owned subsidiary of Teva Ltd. on prescription savings cards distributed in California,
indicating Teva Ltd. would be responsible for covering certain co-pay costs. All of Cephalon’s
promotional websites, including those for Actiq and Fentora, prominently display Teva Ltd.’s logo.
Teva Ltd.’s financial reports list Cephalon’s and Teva USA’s sales as its own. Through interrelated
operations like these, Teva Ltd. operates in California and the rest of the U.S. through its subsidiaries
Cephalon and Teva USA. The U.S. is the largest of Teva Ltd.’s global markets, representing 53% of
its global revenue in 2015, and, were it not for the existence of Teva USA and Cephalon, Inc., Teva
Ltd. would conduct those companies’ business in California itself. Upon information and belief, Teva
Ltd. directs the business practices of Cephalon and Teva USA, and their profits inure to the benefit

of Teva Ltd. as controlling shareholder. (Teva Ltd., Teva USA, and Cephalon, Inc. are hereinafter

14
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collectively referred to as “Cephalon.”)

49.  Janssen Pharmaceuticals, Inc. is a Pennsylvania corporation with its principal place of
business in Titusville, New Jersey, and is a wholly owned subsidiary of Johnson & Johnson (J&]), a
New Jersey corporation with its principal place of business in New Brunswick, New Jersey. Ortho-
McNeil-Janssen Pharmaceuticals, Inc., now known as Janssen Pharmaceuticals, Inc., is a Pennsylvania
corporation with its principal place of business in Titusville, New Jersey. Janssen Pharmaceuticals
Inc., now known as Janssen Pharmaceuticals, Inc., is a Pennsylvania corporation with its principal
place of business in Titusville, New Jersey. J&] is the only company that owns more than 10% of
Janssen Pharmaceuticals’ stock, and corresponds with the FDA regarding Janssen’s products. Upon
information and belief, J&]J controls the sale and development of Janssen Pharmaceuticals’ drugs and
Janssen’s profits inure to J&J’s benefit. (Janssen Pharmaceuticals, Inc., Ortho-McNeil-Janssen
Pharmaceuticals, Inc., Janssen Pharmaceutica, Inc., and J&] hereinafter are collectively referred to as
“Janssen.”). Janssen manufactures, promotes, sells, and distributes drugs in the U.S. and California,
including the opioid Duragesic. Before 2009, Duragesic accounted for at least $1 billion in annual
sales. Until January 2015, Janssen developed, marketed, and sold the opioids Nucynta and Nucynta
ER. Together, Nucynta and Nucynta ER accounted for $172 million in sales in 2014.

50. Endo Health Solutions Inc. is a Delaware corporation with its principal place of
business in Malvern, Pennsylvania. Endo Pharmaceuticals Inc. is a wholly- owned subsidiary of Endo
Health Solutions Inc. and is a Delaware corporation with its principal place of business in Malvern,
Pennsylvania. (Endo Health Solutions Inc. and Endo Pharmaceuticals Inc. hereinafter are collectively
referred to as “Endo.”) Endo develops, markets, and sells prescription drugs, including the opioids
Opana/Opana ER, Percodan, Percocet, and Zydone, in the U.S. and California. Opioids made up
roughly $403 million of Endo’s overall revenues of $3 billion in 2012. Opana ER yielded $1.15 billion

in revenue from 2010 and 2013, and it accounted for 10% of Endo’s total revenue in 2012. Endo also
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manufactures and sells generic opioids such as oxycodone, oxymorphone, hydromorphone, and
hydrocodone products in the U.S. and California, by itself and through its subsidiary, Qualitest
Pharmaceuticals, Inc.

51. Allergan PLC is a public limited company incorporated in Ireland with its principal
place of business in Dublin, Ireland. Actavis PLC acquired Allergan PLC in March 2015, and the
combined company changed its name to Allergan PLC in January 2013. Before that, Watson
Pharmaceuticals, Inc. acquired Actavis, Inc. in October 2012, and the combined company changed its
name to Actavis, Inc. as of January 2013, later to Actavis PLC in October 2013. Watson Laboratories,
Inc. is a Nevada corporation with its principal place of business in Corona, California, and is a wholly-
owned subsidiaty of Allergan PLC (f/k/a Actavis, Inc. f/k/a Watson Pharmaceuticals, Inc.). Actavis
Pharma, Inc. (f/k/a Actavis, Inc.) is a Delaware corporation with its principal place of business in
New Jersey and was formerly known as Watson Pharma, Inc. Actavis LL.C is a Delaware limited
liability company with its principal place of business in Parsippany, New Jersey. Each of these
defendants is owned by Allergan PL.C, which uses them to market and sell its drugs in California.
Upon information and belief, Allergan PL.C exercises control over and derives financial benefit from
the marketing, sales, and profits of Allergan/Actavis products. (Allergan PLC, Actavis PLC, Actavis,
Inc., Actavis LLC, Actavis Pharma, Inc., Watson Pharmaceuticals, Inc., Watson Pharma, Inc., and
Watson Laboratories, Inc. hereinafter are referred to collectively as “Actavis.”) Actavis manufactures,
promotes, sells, and distributes opioids, including the branded drugs Kadian and Norco, a generic
version of Kadian, and generic versions of Duragesic and Opana, in California. Actavis acquired the
rights to Kadian from King Pharmaceuticals, Inc. on December 30, 2008, and began marketing Kadian
in 2009.

52. Defendant DEPOMED, INC. (“Depomed”) is a California corporation with its

principal place of business in Newark, California. Depomed describes itself as a specialty
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pharmaceutical company focused on pain and other central nervous system conditions. Depomed
develops, markets, and sells prescription drugs in California and nationally. Depomed acquired the
rights to Nucynta and Nucynta ER for $1.05 billion from Janssen pursuant to a January 15, 2015 Asset
Purchase Agreement. This agreement closed on April 2, 2015.

53. Defendant Mallinckrodt LLC is a Delaware corporation with its headquarters in
Hazelwood, Missouri. Defendant Mallinckrodt plc is an Irish public limited company with its
headquarters in Staines-Upon-Thames, Surrey, United Kingdom. Mallinckrodt plc was incorporated
in January 2013 for the purpose of holding the pharmaceuticals business of Covidien plc, which was
fully transferred to Mallinckrodt plc in June of that year. Mallinckrodt is engaged in the manufacture,
promotion, distribution, and sale of opioids such as Roxicodone, Exalgo, Xartemis XR, as well as
oxycodone and other generic opioids. MPLC also operates under the registered business name
Mallinckrodt Pharmaceuticals (“MPMO?”), with its U.S. headquarters in Hazelwood, Missouri.
Defendant SpecGx LLC is a Delaware limited liability company with its headquarters in Clayton,
Missouri and is a wholly-owned subsidiary of Mallinckrodt plc. Mallinckrodt plc, Mallinckrodt LLC,
and SpecGx LLC and their DEA registrant subsidiaries and affiliates (together, “Mallinckrodt”)
manufacture, market, sell and distribute pharmaceutical drugs throughout the United States.
Mallinckrodt is the largest U.S. supplier of opioid pain medications and among the top ten generic
pharmaceutical manufacturers in the United States, based on prescriptions.

54. Defendant Par Pharmaceutical, Inc. is a New York corporation with its principal place
of business located in Chestnut Ridge, New York. Par Pharmaceutical, Inc. is a wholly-owned
subsidiatry of Par Pharmaceutical Companies, Inc. f/k/a Par Pharmaceutical Holdings, Inc. Defendant
Par Pharmaceuticals Companies, Inc. is a Delaware corporation with its principal place of business
located in Chestnut Ridge, New York (Par Pharmaceutical, Inc. and Par Pharmaceutical Companies,

Inc. are referred to collectively as “Par Pharmaceutical”). Par Pharmaceutical is an affiliate of
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Detendants Endo Health Solutions Inc. (“EHS”) and Endo Pharmaceuticals, Inc. (“EPI). EHS, EPI,
and Par Pharmaceutical, and their DEA registrant subsidiaries and affiliates (collectively, “Endo”),
manufacture opioids sold throughout the United States including in California.

55. Defendant Noramco, Inc. (“Noramco”) is a Delaware company headquartered in
Wilmington, Delaware and was a wholly owned subsidiary of J&J and its manufacturer of active
pharmaceutical ingredients until July 2016 when J&J sold its interests to SK Capital.

56. Defendant Invidior, Inc. (“Invidior”) is a Delaware domestic corporation with its
principal place of business in Richmond, Virginia. Indivor manufactures and distributes
buprenorphine-based prescription drugs for treatment of opioid dependence. Buprenorphine is a
Schedule I1T drug. The company offers medication under the brand name Suboxone and sublingual
tablets under the brand name Subutex. Indivor, Inc. is a subsidiary of Indivor, PLC, based in the
United Kingdom. Indivor, Inc. was formerly known as Reckitt Benckiser Pharmaceuticals, Inc.
Indivot, Inc. has manufactured and/or labeled Buprenorphine shipped to California.

Purdue Defendants

57. Purdue Pharma L.P. is a limited partnership organized under the laws of Delaware.
Purdue Pharma, Inc. is a New York corporation with its principal place of business in Stamford,
Connecticut, and The Purdue Frederick Company is a Delaware corporation with its principal place
of business in Stamford, Connecticut (collectively, “Purdue”). Purdue manufactures, promotes, sells,
and distributes opioids such as OxyContin, MS Contin, Dilaudid/Dilaudid HP, Butrans, Hysingla ER,
and Targiniq ER in the U.S. and California. OxyContin is Purdue’s best-selling opioid. Since 2009,
Purdue’s annual sales of OxyContin have fluctuated between $2.47 billion and $2.99 billion, up four-
fold from its 2006 sales of $800 million. OxyContin constitutes roughly 30% of the entire market for
analgesic drugs (painkillers).

58. Detendant Richard S. Sackler is a natural person residing in Travis County, Texas. He
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is a son of Raymond Sackler and, beginning in the 1990’s, served as a member of the Board of
Directors of Purdue and Purdue-related entities.

59. Defendant Jonathan D. Sackler is a natural person residing in Fairfield County,
Connecticut and, upon information and belief, New York State. He is a son of Raymond Sackler
and has been a member of the Board of Directors of Purdue and Purdue-related entities since the
1990s.

60. Defendant Mortimer D.A. Sackler is a natural person residing in New York County,
New York. He is the son of Mortimer Sackler and has been a member of the board of directors of
Purdue and Purdue-related entities since the 1990s.

61. Defendant Kathe A. Sackler is a natural person residing in Fairfield County,
Connecticut, and, upon information and belief, New York State. She is the daughter of Mortimer
Sackler and has served as a member of the board of directors of Purdue and Purdue-related entities
since the 1990s.

62. Defendant Ilene Sackler Lefcourt is a natural person residing in New York County,
New York. She is the daughter of Mortimer Sackler and has served as a member of the board of
directors of Purdue and Purdue-related entities since the 1990s.

63. Defendant Beverly Sackler is a natural person residing in Fairfield County,
Connecticut. She is the widow of Raymond Sackler and has served as a member of the board of
directors of Purdue and Purdue-related entities since the 1990s.

64. Defendant Theresa Sackler is a natural person residing in New York County, New
York. She is the widow of Mortimer Sackler and has served as a member of the board of directors
of Purdue and Purdue-related entities since the 1990s.

65. Defendant David A. Sackler is a natural person residing in New York County, New

York. He is the son of Richard Sackler (and thus grandson of Raymond Sackler) and has served as a
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member of the board of directors of Purdue and Purdue related entities since 2012.

606. Defendant Rhodes Technologies (“Rhodes Tech”) is a Delaware general partnership
formed on April 12, 2005 with its principal place of business in Coventry, R.I. At relevant times,
Rhodes Tech or its predecessor has manufactured and supplied Purdue with oxycodone, the active
pharmaceutical ingredient in OxyContin, for use in the manufacture of pharmaceutical preparations.

67. Defendant Rhodes Technologies Inc. (“Rhodes Tech Inc.”) is a Delaware corporation
formed January 28, 1999 with its principal place of business in Coventry, R.I. Rhodes Tech Inc. is a
general partner of Rhodes Tech. At relevant times, Rhodes Tech Inc. has manufactured and supplied
Purdue with oxycodone, the active pharmaceutical ingredient in OxyContin, for use in the
manufacture of pharmaceutical preparations or has managed Rhodes Tech or its predecessor in doing
so.

68. Defendant Rhodes Pharmaceuticals L.P. (“Rhodes Pharma”) is a Delaware limited
partnership formed November 9, 2007 with its principal place of business in Coventry, R.I. At all
relevant times, Rhodes Pharma has marketed a generic form of OxyContin manufactured by Purdue
Pharmaceuticals L.P. (“PPNC”), a Delaware limited partnership that is also a subsidiary of Defendant
PPLP; PPNC owns and operates a pharmaceutical manufacturing facility in Wilson, North Carolina.

69. Defendant Rhodes Pharmaceuticals Inc. (“Rhodes Pharma Inc.”) is a New York
corporation formed on November 9, 2007. Rhodes Pharma Inc. is a general partner of Rhodes
Pharma. Atall relevant times, Rhodes Pharma Inc. has marketed a generic form of OxyContin being
manufactured by PPNC.

70. Defendant Trust for the Benefit of Members of the Raymond Sackler Family (the
“Raymond Sackler Trust”) is a trust of which Defendants Beverly Sackler, Richard S. Sackler, and/or
Jonathan D. Sackler are trustees.

71. The Raymond Sackler Trust is a direct or indirect beneficial owner of 50% of Purdue
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as well as the recipient of 50% of the profits of Rhodes Pharma Inc.

72. Defendant The P.F. Laboratories, Inc. (“PF Labs”) is a New Jersey corporation with
its principal place of business located in Totowa, New Jersey. It was, at relevant times, engaged in the
business of manufacturing OxyContin for Purdue. At all relevant times, PF Labs has been
beneficially owned, managed, and controlled by Sackler Family Defendants.

73. The Raymond Sackler Trust is a direct or indirect beneficial owner of 50% of Purdue
as well as the recipient of 50% of the profits of PF Labs.

74. Each of the foregoing Purdue Defendants are referred to collectively as the Purdue
Defendants and are included collectively in the term “Purdue,” and collectively in the allegations,
claims and causes of action against “Purdue” and “Pharmaceutical Defendants.”

75. Purdue, Cephalon, Janssen, Endo, Actavis, Depomed, Mallinckrodt, Par

Pharmaceutical, Noramco, and Invidior are collectively referred to hereinafter as the

“Pharmaceutical Defendants” or “Marketing and Manufacturing Defendants.”

JURISDICTION AND VENUE

76. This Court is vested with jurisdiction by virtue of the Class Action Fairness Act, 28
US.C. § 1332(d). Minimal diversity exists between named Plaintiff of this putative class action, a
citizen of the State of California, and Defendants. The proposed class exceeds 100 persons. Further,
the amount in controversy exceeds $5,000,000.00, as the value of the benefit to the Class will exceed
$5,000,000. The typical post birth hospital admission cost for one NAS baby is $180,000 to $250,000.
Thus the admission costs of as few as 20 NAS babies may exceed $5,000,000. Babies afflicted with
NAS are born every 15 minutes.

77. This Court has personal jurisdiction over Defendants, each of which has committed

torts, in part or in whole, within the State of Ohio, as alleged herein. Moreover, Defendants have
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substantial contacts and business dealings directly within Ohio by virtue of their distribution,
dispensing, and sales of prescription opioids.

78. Venue is proper in this Court pursuant to this Court’s Case Management Order One
(Doc. 232) allowing direct filing into these MDL proceedings. Plaintiff reserve the right to move for
transfer at the conclusion of pretrial proceedings.

79. Per Case Management Order One, Plaintiff does not concede that Ohio law applies

by directly filing in this MDL proceeding.

BACKGROUND FACTS
80. Opioid means “opium — like” and the term includes all drugs derived in whole or in
part from the opium poppy.
81. The United States Food and Drug Administration’s website describes this class of

drugs as follows: “Prescription opioids are powerful pain-reducing medications that include
prescription oxycodone, hydrocodone, and morphine, among others, and have both benefits as well
as potentially serious risks. These medications can help manage pain when prescribed for the right
condition and when used properly. But when misused or abused, they can cause serious harm,
including addiction, overdose, and death.”

82. Prescription opioids with the highest potential for addiction are categorized under
Schedule II of the Controlled Substances Act. They include non-synthetic derivatives of the opium
poppy (such as codeine and morphine, which are also called “opiates”), partially synthetic derivatives
(such as hydrocodone and oxycodone), or fully synthetic derivatives (such as fentanyl and methadone).

83. Before the epidemic of Defendants’ prescription opioids, the generally accepted
standard of medical practice was that opioids should only be used short-term for acute pain, pain
relating to recovery from surgery, or for cancer or palliative (end-of-life) care. Due to the lack of

evidence that opioids improved patients’ ability to overcome pain and function, coupled with evidence
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of greater pain complaints as patients developed tolerance to opioids over time and the serious risk of
addiction and other side effects, the use of opioids for chronic pain was discouraged or prohibited.
As a result, doctors generally did not prescribe opioids for chronic pain.

PHARMACEUTICAL DEFENDANTS WRONGFUL CONDUCT

84. To establish and exploit the lucrative market of chronic pain patients, each
Pharmaceutical Defendant developed a well-funded, sophisticated, and negligent matrketing and/or
distribution scheme targeted at consumers and physicians. These Defendants used direct marketing,
as well as veiled advertising by seemingly independent third parties to spread misrepresentations about

>

the risks and benefits of long-term opioid use — statements that created the “new” market for
prescription opioids, upended the standard medical practice, and benefited other Defendants and
opioid manufacturers. These statements were unsupported by and contrary to the scientific evidence.
These statements were also contrary to pronouncements by and guidance from the FDA and CDC
based on that evidence. They also targeted susceptible prescribers and vulnerable patient populations,
including those in California.

85. The Pharmaceutical Defendants spread their false and negligent statements by
marketing their branded opioids directly to doctors and patients in California. Defendants also
deployed seemingly unbiased and independent third parties that they controlled to spread their false
and negligent statements about the risks and benefits of opioids for the treatment of chronic pain
throughout geographic areas and patient demographics of California.

86. The Pharmaceutical Defendants’ direct and branded ads negligently portrayed the
benefits of opioids for chronic pain. For example, Endo distributed and made available on its website
www.opana.com, a pamphlet promoting Opana ER with photographs depicting patients with
physically demanding jobs, misleadingly implying that the drug would provide long-term pain-relief

and functional improveme