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1. St. Charleounty(“Plaintiff”) bringsthis actionagainst Defendants prevent
futureharmand to redress past wrongs.

2. Defendants ar@urdue Pharma, L.P.; Purdue Pharma, Inc.; The Purdue Frederick
Company, Inc.; Endo Health Solutions Inc.; Endo Pharmaceuticals, Inc.; Janssen
Pharmaceuticals, Inc.; Johnson & Johnson; Noramco, Inc.; @ftiNeil-Janssen
Pharmaceuticals, Inc.; Janssen Plareutica, Inc.Teva Pharmaceuticals Industries, Ltd.; Teva
Pharmaceuticals USA, Inc.; Cephalon, Inc.; Allergan PLC f/k/a Actau Rllergan Finance
LLC f/k/a Actavis, Inc. f/lk/a Watson Pharmaceuticals, Inc,; Watson laaboes, Inc.; Actavis
LLC; Actavis Pharma, Inc. f/k/a Watson Pharma, Inc.; Insys Therapeutics, Inc.nékadidt,

PLC; Mallinckrodt, LLC; Cardinal Health, Inc.; McKesson Corporation; AsmirceBergen
Drug Corporation; CVS Health Corporation; the Kroger Co.; RiteAid of Madylinc. db/a
RiteAid Mid-Atlantic Customer Support Center, Inc.; Walgreens Boots Alliance, Ine. a/k/
Walgreen Co., and Walmart Inc., f/k/a Wal-Mart Stores, Inc., H. D. Smith, LL@ &/B/Smith,
flk/a H. D. Smith Wholesale Drug Co., H. D. Smith Holdings, LLC, H. D. Smith Holding
Companyand MiamitLuken, Inc.Plaintiff asserts two categories of claims: claims against the
pharmaceutical manufacturers of prescription opioid drugs that engaged in\aerfass
marketing campaign to drastically expand the markeddoh drugs and their own market share,
and claims against entities in the supply chain that reaped enormous finaweials by

refusing to monitor and restrict the improper distribution of those drugs.
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INTRODUCTION

3. This case arises from the worst rraace epidemic in modern medical history—
themisuse, abuse, and over-prescription of opibids.

4, By now, most Americans have been affected, either directly or indirectly, by the
opioid disaster. But few realize that this crasiese from the opioid manufactusedeliberatéy
deceptivamarketing strategio expand opioid usépgether withthedistributors’ equally
deliberate efforts to evade restrictions on opioid distribution. Manufacturémdistributors
alike actedwithout regard for the lives that woulbed trampledin pursuit of profit.

5. Since the push to expand prescription opioid use began in the late 1990s, the
death toll has steadily climbed, with no sign of slowing. The number of opioid overdoses in the
United States rose from 8,000 in 1999 to over 20,000 in 2009, and over 33,000 fnIaQhs.
twelve months that ended in September 2017, opioid overdoses claimed 45,000 lives.

6. From 1999 through 2016, overdoses killed more than 350,000 Ameticaner
200,000 of themmnore than were killeth theVietham War died from opioids prescribed by
doctors to treat paifi. These opioids include brand-name prescription medicasiacis as
OxyContin, Opan&R, Vicodin, Subsys, and Duragesic, as well as generics like oxycodone,

hydrocodone, and fentanyl.

1 Unless otherwise indicated, as used herein, the term “opioid” refers to the amilyedf
opiate drugs including natural, synthetic and ssymithetic opiates.

2 Overdose Death RateNIH Nat'l Inst.on Drug Abuse, https://www.drugabuse.gov/related-
topics/trendsstatistics/overdosdeathrates (revised Sept. 2017).

3 Understanding the Epidemi€trs. for Disease Control and Prevention,
https://www.cdc.gov/drugoverdose/epidemic/index.html (last updated Aug. 30, 2017).

4 Prescription Opioid Overdose Dat&trs. for Disease Control and Prevention,
https://www.cdc.gov/drugoverdose/data/overdose.html (last updated Aug. 1, 2017).
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7. Most of the overdoses from non-prescription opioids are also directly related to
prescription pills. Many opioid users, having become addicted to but no longer able to obtain
prescription opioids, have turned to heroin. According to the American Society wtiddd
Medicine, 80% of people who initiated heroin use in the past decade started witipfioesc
opioids—which, at the molecular level and in their effect, closely resemble heroiact|n f
people who are addicted to prescription opi@ids40 timesnore likely to become addicted to
heroin, and the Centers for Disease Control and Prevgh@®(C’) identified addiction to
prescription opioids as the strongest risk factor for heroin addiction.

8. As a result, in part, of the proliferation of opioid phaceicals between the late
1990s and 2015, the life expectancy for Americans decreased for the first tiecerded
history. Drug overdoses are now the leading cause of death for Americans under 50.

9. In the words of Robert Anderson, who oversees deatiststs at the Centers for
Disease Control and Prevention, “I don’t think we’ve ever seen anything like értgairy not
in modern times.” On October 27, 2017, the President declared the opioid epidemic a public
health emergency.

10.  This suit takes aim dhetwo primary causes of the opioid crisis: &narketing
scheme involving the false and deceptive marketing of prescription opioids, whiclesigsed
to dramatically increase the demand for and sale of opioids and opioid prescripttb(is)aa
supply chain scheme, pursuant to which the various entities in the stipptyfailed to design
and operate systems to identify suspicious orders of prescription opioids, meffeative
controls against diversion, and halt suspicious orders when theyideatified, thereby

contributing to the oversupply of such drugs and fueling an illegal secondary market.
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11. Onthe demand side, the crisis was precipitated by the defendants who
manufacture, sell, and market prescription opioid painkillers (“Mark&gefgndants”).

Through a massive marketing campaign premised on false and incomplete tioioy the
Marketing Defendants engineered a dramatic shift in how and when opioids arépdiy the
medical community and used by patients. The Marketing Defendants relgrdatets
methodically, but untruthfully, asserted that the risk of addiction was low when opiaiels we
used to treat chronic pain, and overstated the benefits and trivialized the riskooigitesin use
of opioids.

12. The Marketing Defendaritgoal was simple: to dramatically increase sales by
convincing doctors to prescribe opioids not dioliythe kind of severpain associated with
cancer oshortterm post-operative pain, but also for common chrgairs, such as back pain
and arthritis They did this even though thkgewthat opioids were addictive and subject to
abuse, and that their other claims regarding the risks, benefits, and superiopityids for
long-term use were untrue and unfounded.

13. The Marketing Defendants’ push to increase opioid sales worked. Through their
publications and websites, endless streasatds representativeé®ducation” programs, and
other means, Marketing Defendants dramatically increased theircgadeescription opioids and
reaped billions of dolia of profit as a resulSince 1999, the amount of prescription opioids sold
in the U.S. nearly quadrupled. In 2016, 28@ion prescriptions for opioids were filled in the
U.S—enough to medicate every adult in America around the clock for a month.

14. Meanwhile, the Defendants made blockbuster profits. In 2012 alone, opioids
generated $8 billion in revenue for drug companies. By 2015, sales of opioids grew to

approximately $9.®illion.
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15.  On the supply sidehe crisis wasueled and sustainda those involved in the
supply chain of opioids, including manufacturers, distributors, and pharmacies (together,
“Defendants”), who failed to maintain effective controls over the distributionesicpiption
opioids, and who instead have actively sought to evade such controls. Defendants have
contributed substantially to the opioid crisis by selling and distributing fategrquantities of
prescription opioids than they know couldrieessary for legitimate medical usekile failing
to report, and to take steps to halt suspicious orders when they were identified, thereby
exacerbating the oversupply of such drugs and fueling an illegal second&get.ma

16. From the day they made the pills to the day those pills were consumed in our
community, these manufacturers had control over the information regarding@uthety chose
to spread and emphasize as part of their massive marketing campgigroviding misleading
information to doctors about addiction being rare and opioids being safe even in high doses, then
pressuring doctors into prescribing their products by arguing, among other, tthagso one
should be in pain, the Marketing Defendants created a population of addicted patients Who soug
opioids at nevebeforeseen ratesThe scheme worked, and thghuit the Marketing Defendants
caused their profits to soar as more and more people became dependent on opioigsasToda
many as 1 in 4 patients who receive prescription opioidstemy for chronic pain in a primary
care setting struggles with addaiti As of 2017, overdose death rates involving prescription
opioids were five times higher than they were in 1999.

17.  As millions became addicted to opioids, “pill mills,” often styled as “pain
clinics,” sprouted nationwide and rogue prescribers stepped in to supply prescfiptioos-
medical use. These pill mills, typically under the auspices of licensed rneditzssionals,

issue high volumes of opioid prescriptions under the guise of medical treatment.
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18.  Prescription opioid pill mills and rogue prescribers cannot channel opioids for
illicit use without at least the tacit support and willful blindness of the Defendants, tifieir
knowing support.

19. As adirect and foreseeable result of Defendargaduct, cities and counties
across the nation, including Plaintiitenow swept up in what the CDC has called a “public
health epidemic” and what the U.S. Surgeon General has deemed an “urgent Iséslth The
increased volume of opioid prescribing correlates directly to skyrogkatidiction, overdose,
and death; black markets for diverted prescription opioids; and a concomitant risannainelr
fentanyl abuse by individuals who could no longer legally acquire—or simply could nat-affor
prescription opioids.

20.  Thus, rather than compassionatedypding patientsn pain, this explosion in
opioid use—and Defendantstofits—has come at the expense of patiemtSaintiff’s
community. Defendants have caused ongoing harm and damages to Plaintiff. As the CDC
director concludeth 2014: “We know of no other medication routinely used for a nonfatal
condition that kills patients so frequently.”

21. Defendants’ conduct in promoting opioid use, addiction, abuse, overdose and
death has had severe andr@aching publihealth, social services, and criminal justice
consequences, including the fueling of addiction and overdose from illicit drugs duetoes
The costs are borne by Plaintiff and other governmental entities. Theseange@sicostly

responses to the opioid crisis include the handling of emergency responses to overdoses,

5 CDC, Examining the Growing Problems of Prescription Drug and Heroin Abuse (Apr. 29,
2014), available &tttp://www,cdc,give.washington/testimony/2014/t20140429; Mivek H.
Murthy, Letter from the Surgeon General, August 2016, availablgpat/turnthetiderx.org

°1d.
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providing addiction treatment, handling opioid-related investigations, arrests, atiprdicand
incarceration, treating opioidddicted newborns in neonatal intensive care units, burying the
dead, and placing thousamafschildren in foster care placements, among others.

22.  The burdens imposed éHaintiff arenotthenormal or typical burdens of
government programs and services. Rathese arextraordinary costs and losses that are
directly related to Defendants’ illegal actiofifie Defendants’ conduct hasated a public
nuisance and a blight. Governmental entities, and the services they provideidegis citave
been strained to the breaking point by this public health crisis.

23. Defendants have not changed thve@tys or corrected their past misconduct but
instead are continuing to fuel the crisis.

24.  Within the next hour, six Americans will die from opioid overdoses; two babies
will be born dependent on opioids and begin to go through withdrawal; and drug mamu$actu
will earnover $2.7 million from the sale of opioids.

25.  St. CharleCountyhas filedthis suit to bring the devastating march of this
epidemic to a halt and to hold Defendants responsible for the crisis they caused.

JURISDICTION AND VENUE

26.  This Court has jurisdiction over this action pursuant to 28 U.S.C. § 1331 because
Plaintiff's claims under the Racketeer Influenced and Corrupt Orgaomgafict (‘RICO”), 18
U.S.C. 8 196kt seq.raise a federal question. This Court has supplemental jurisdictiotheve
Plaintiff's statelaw claims under 28 U.S.C.1867 because those claims are so related to the
RICO claim as to form part of the same case or controversy.

27.  This Court has personal jurisdiction over all Defendants because the causes of
action alleged in this Complaint arise out of each Defendants’ transactingssusMissouri,

contracting to supply services or goods in this state, causing tortious injarydnt or omission
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in this state, and because the Defendants regularly do or solicit businessgaieagaersistent
course of conduct or deriving substantial revenue from goods used or consumed or services
rendered in this state. Defendants have purposefully directed their actions tolesals i
and/or have the requisite minimum contacts Withsourito satisfy any statutory or
constitutional requirements for personal jurisdiction.
28.  Venue is proper in this district pursuant to 28 U.S.C. 8§ 139)(lmthat a
substantial part of the events or omissions givieg to the claim occurred in thilsstrict. Venue
is also proper under 18 U.S.C. § 1965(a) because Defendants reside, are found, have agents, or
transact their affairs in this district.

PARTIES
PLAINTIFF

29.  Plaintiff St. CharleCountyis a political subdivision of the State Blissouri
which may sue and plead in its own name. St. Charles County is a Charter County drgashize
existing pursuant to the Constitution of the State of Missouritatidome Rule Charter.

30. Plaintiff is responsible for the public health, safety and welfare of its c#{izaen
lawful exercise of the police power delegated by the State of Missouri undé "itisection
18(c) of the Missouri Constitution and state statutes, to promote the welfarb, hedlsafety of
the people by regulating all threats, either to the comfort, safety, arareveffthe citizenry, or
harmful to the public interest.

31. Opioid abuse, addiction, morbidity and mortality has created a serious public
health and safety crisis, and is a public nuisance, and that the diversion of legally ghroduce

controlled substances into the illicit market causes or contributes to this pubdincauis
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32.  The distribution and diversion of opioids into Missouri and BttoCharles
County and surrounding areas (collectively, “Plaintiffs Community”)ated the foreseeable
opioid crisis and opioid public nuisance for which Plaintiff here seeks relief.

33.  Plaintiff directly and foreseeably sustained all economic damages alleggd.h
Defendants’ conduct has exacted a financial burden for which the Plaintiéfrediet. These
damages have been suffered, and continue to be suffered directly, by the Plaintiff

34. Plaintiff also seeks the means to abate the epidemic created by Defendants’
wrongful and/or unlawful conduct.

35.  Plaintiff has standing to bring an action for the opioid epidemic nuisancecreate
by Defendants.

36.  Plaintiff has standing to recover damages incurred as a result of Defendants’
actions and omissions. Plaintiff has standing to bring all claims pled hereuding;inter alia,
to bring claims under the federal RICO statute, pursuant to 18 U.S.C. § 1961(3) (“persons”
include entities which can hold legal title to property) and 18 U.S.C. § 1964 (“persons” have
standing).

I. DEFENDANTS

A. Marketing Defendants.

37. At all relevant times, the Marketing Defendaatsh of whom is defined below,
have packaged, distributed, supplied, sold, placed into the stream of commerce, labeled,
described, marketed, advertised, promoted and purported to warn or purported to inform
prescribers and users regarding the benefits and risks associated with thineg@asgcription
opioid drugs. The Marketing Defendants, at all times, have manufactured and saigtmasc

opioids without fulfilling their legal duty to prevent diversion and report suspicioussorder
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1. Purdue Entities

38. Defendant Purdue Pharma L.P. (“PPL") is a limpedtnership organized under
the laws of Delaware with its principal place of business in Stamford, Conutedtlone of the
PPL’s partners have citizenship in the StatMsouri

39. Defendant Purdue Pharma Inc. (“PPI”) is a New York corporation with its
principal place of business in Stamford, Connecticut.

40. Defendant The Purdue Frederick Company, Inc. (“PFC”) is a New York
corporation with its principal place of business in Stamford, Connecticut.

41. PPL, PPI, and PFC (collectively, “Purdue”) are engaged in the manufacture,

promotion, distribution, and sale of opioids nationally, an8tirCharleounty, including the

following:
Product Chemical Name Schedulé
Name
OxyContin Oxycodone hydrochloride, extended release Schedule I
MS Contin Morphine sulfateextended release Schedule i
Dilaudid Hydromorphone hydrochloride Schedule Ii
Dilaudid-HP | Hydromorphone hydrochloride Schedule I
Butrans Buprenorphine Schedule Ili
Hysingla ER | Hydrocodone bitrate Schedule i
Targinig ER | Oxycodone hydrochloride and naloxone hydrochlorig Schedule I

’ Since passage of the Controlled Substances Act (“CSA”) in 1970, opioids have beeedegulat
as controlled substances. As controlled substances, they are categorizeddchddules,

ranked in order of their potential for abuse, with Schedule | being the most dangereuS8SAh
imposes a hierarchy of restrictions on prescribing and dispensing drugs baseid medicinal
value, likelihood of addiction or abuse, and safety. Opioids generally had been categsriz
Schedule Il or Schedule 11l drugsydrocodone and tapentadol were recently reclassified from
Schedule Il to Schedule Il. Schedule Il drugs have a high potential fag,amgsmay lead to
severe psychological or physical dependence. Schedule Il drugs are deemexldddwer
potential for abuse, but their abuse still may lead to moderate or low physical elegeod high
psychological dependence.

10
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42. Purdue made thousands of payments to physicians nationwide, including in
Missouri ostensibly for activities including participating on speakers’ bureaus, providing
consulting services, assisting in pos#rketing safetgurveillance and other servigdsit in fact
to deceptively prometand maximizéhe use of opioids.

43.  OxyContin is Purdue’s largest-selling opioid. Since 2009, Purdue’s national
annual sales of OxyContin have fluctuated between $2.47 billion and $3.1 billion, up four-fold
from 2006 sales of $800 million. OxyContin constitutes roughly 30% of the entire market for
analgesic drugd.€., painkillers). Sales of OxyContin (launched in 1996) went from a mere $49
million in its first full year on the market to $lLbillion in 2002.

44.  In 2007, Purdue settled criminal and civil charges against it for misbranding
OxyContin and agreed to pay the United States $635 millatrthe time, one of the largest
settlements with a drug company for marketing misconduct. None of this stopped Rardue.
fact, Purdue continued to create the false perception that opioids were safeetntedtir long
term use, even after being caught, by using unbranded marketing methods toertcine
system. In short, Purdue paid the fine when caught and then continued business as usual,
deceptivelymarketing and selling billions of dollars of opioids each year.

2. Actavis Entities

45.  Allergan PLC is a public limited company incorporated in Ireland with its prihcipa
place of business in Dublin, Ireland. Actavis PLC acquired Allergan PLC in March 2@ilthea
combined company changed its name to Allergan PLC in January 2013. Defentdang, Aac.
was acquired by Watson Pharmaceuticals, Inc. in October 2012, and the combimpeshycom
changedts name to Actavis, Inc. as of January 2013 and then Actavis PLC in October 2013.
Defendant Watson Laboratories, Inc. is a Nevada corporation withntspai place of business

in Corona, California, and is a wholly owned subsidiary of Allergan PL{&i@dn Finance, LLC

11
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f/d/a Actavis, Inc., f/k/a Watson Pharmaceuticals, Inc.). Defendant i8cBivarma, Inc. is
registered to do business with the Nebraska Secretary of State as a Delawaeti@onpdh its
principal place of business in New Jersey avabs formerly known as Watson Pharma, Inc.
Defendant Actavis LLC is a Delaware limited liability company with its principal pddbeisiness
in Parsippany, New Jersey. Each of these defendants and entities iogviefdndant Allergan
PLC, which useshem to market and sell its drugs in the United States. Collectively, these
defendants and entities are referred to as “Actavis”.

46. Actavismanufactures or has manufactured the following drugs as well as generic

versions of Kadian, Duragesic, and OpandaeWnited States:

Product Chemical Name Schedule
Name

Kadian Morphine sulfate, extended release Schedule Ii
Norco Hydrocodone bitartate and acetaminophen Schedule II

47.  Actavis made thousands of payments to physicians nationwide including in
Missouri ostensibly for activities including participating on speakers’ bureaus, providing
consulting services, assisting in posérketing safety surveillance and other servibesin fact
to deceptively promote and maximize the use of opioids.

3. Cephalon Entities

48. Defendant Teva Pharmaceuticals USA, Inc. (“Teva USA”) is a Delaware
corporation with its principal place of business in North Whales, Pennsylvania. TévwadsS
in the business of selling generic opioids, including a generic form of OxyComtin2005 to
2009. Teva USA is a wholly-owned subsidiary of Defendant Teva Pharmaceuticatiésius

Ltd. (“Teva Ltd.”), an Israeli corporation (collectively “Teva”).

12
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49. Defendant Cephalon, Inc. is a Delaware corporation with its principal place of
business in Frazer, Pennsylvania. In 2011, Teva Ltd. acquired Cephalon, Inc.

50. Teva USA and Cephalon, Inc. (collectively, “Cephalon”) work together to
manufacture, promote, distribute and sell both brand name and generic versions of the opioids

including the following:

Product Name Chemical Name | Schedule
Actiq Fentanyl citrate | Schedule I
Fentora Fentanyl buccal | Schedule I

51. From 2000 forward, Cephalon has made thousands of payments to physicians
nationwide, including itMissouri ostensiblyfor activities includingparticipating on speakers’
bureaus, providing consulting services, assisting in pasketing safety surveillance and other
services many of whom were not oncologists and did not treat cancer pain, but in fact to
deceptively promote and maximize the o$epioids.

4. Janssen Entities

52. Defendant Johnson & Johnson (*J&J”) is a New Jersey corporation with its
principal place of business in New Brunswick, New Jersey.

53. Defendant Janssen Pharmaceuticals, Inc. (“Janssen Pharmaceuticals”) is a
Pennsylvania corporatn with its principal place of business in Titusville, New Jersey, and is a
wholly-owned subsidiary of J&J. J&J corresponds with the FDA regarding Janpsetlsts.
Janssen Pharmaceuticals, Inc. was formerly known as-®kithizil-Janssen Pharmaceutgal
Inc., which in turn was formerly known as Janssen Pharmaceutica, Inc.

54. Defendant Noramco, Inc. (“Noramco”) is a Delaware company headquartered in
Wilmington, Delaware and was a wholly owned subsidiary of J&J and its manefactuactive

pharmaceutidangredients until July 2016 when J&J sold its interests to SK Capital.

13
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55. Defendant OrtheMcNeil-Janssen Pharmaceuticals, Inc. (“OMP”), now known as
Janssen Pharmaceuticals, Inc., is a Pennsylvania corporation with its pphagpaof business
in Titusville, New Jersey.

56. Defendant Janssen Pharmaceutica, Inc. (*Janssen Pharmaceutica”), now known as
Janssen Pharmaceuticals, Inc., is a Pennsylvania corporation with its pplagpaof business
in Titusville, New Jersey.

57. J&J, Janssen Pharmaceuticals, OMP, and Janssen Pharmaceutica (collectively,
“Janssen”) are or have been engaged in the manufacture, promotion, distribution, and sale of
opioids nationally, and i6t. CharlesCounty. Among the drugs Janssen manufactures or

manufactured are the following:

Product Chemical Name Schedule

Name

Duragesic Fentanyl Schedule lI

Nucyntd Tapentadol hydrochloride, immediate | Schedule II
release

Nucynta ER | Tapentadol hydrochloride, extended Schedule i
release

58. Janssen made thousands of payments to physicians nationwide, including in
Missouri ostensibly for activities including participating on speakers’ bureaus, providing
consulting services, assisting in pos#rketing safety surveillance and other seryibasin fact
to deceptively promote and maximize the use of opioids. Together, Nucynta and Nucynta ER
accounted for $172 million in sales in 2014. Prior to 2009, Duragesic accounted for at least $1

billion in annual sales.

8 Depomed, Inc. acquired the rights to Nucynta and Nucynta ER from Janssen in 2015.

14
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59. Janssen, like many other companies, has a corporate code of conduct, which
clarifies the organization’s mission, values and principles. Janssen’s eegpéogerequired to
read, understand and follow its Code of Conduct for Health Care Compliance. Johnson &
Johnson imposes this code of conduct on Janssen as a pharmaceutical subsidiary of Johnson &
Johnson. Documents posted on Johnson & Johnson’s and Janssen’s websites confirm Johnson &
Johnson’s control of the development and marketing of opioids by Janssen. Janssen’s website
“Ethical Code for the Conduct of Research and Development,” names only Johnson & Johnson
and does not mention Janssen anywhere within the document. The “Ethical Code for the
Conduct of Research and Development” posted on the Janssen website is Johnson & Johnson’s
companywide Ethical Code, which it requires all of its subsidiaries to follow.

60. The “Every Day Health Care Compliance Code of Conduct” posted on Janssen’s
website is a Johnson & Johnson compaige document that describes Janssen as one of the
“Pharmaceutal Companies of Johnson & Johnson” and as one of the “Johnson & Johnson
Pharmaceutical Affiliates.” It governs how “[a]ll employeesalfidson & Johnson
Pharmaceutical Affiliates,” including those of Janssen, “market, sell,qiegmesearch, develop,
inform and advertise Johnson & Johnson Pharmaceutical Affiliates’ products.ansken
officers, directors, employees, sales associates must certithéyabave “read, understood and
will abide by” the code. The code governs all of the forms of niackat issue in this case.

61. J&J made payments to thousands of physicians nationwide, includitigsouri
ostensibly for activities including participating on speakers’ bureaus, providirggiting
services, assisting in pestarketing safety surveillance and other seryibesin fact to

deceptively promote and maximize the use of opioids.

15
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5. Endo Entities

62. Defendant Endo Health Solutions Inc. (‘EHS”) is a Delaware corporation with it
principal place of business in Malvern, Pennsylvania.

63. Defendant Endo Ritmaceuticals, Inc. (“EPI”) is a whollgwned subsidiary of
EHS and is a Delaware corporation with its principal place of business in Maleamsy®/ania.

64. EHS and EP(collectively, “Endo”) manufacture opioid®ld nationally, and in

St. CharleCounty. Among the drugs Endo manufactures or manufactured are the following:

Product Name | Chemical Name Schedule

Opana ER Oxymorphone hydrochloride, extended releas Schedule Ii
Opana Oxymorphone hydrochloride Schedule I
Percodan Oxymorphone hydrochloride and aspirin Schedule I
Percocet Oxymorphone hydrochloride and acetaminopt Schedule Ii
Generic Oxycodone Schedule I
Generic Oxymorphone Schedule I
Generic Hydromorphone Schedule I
Generic Hydrocodone Schedule I

65. Endo made thousands of payments to physicians nationwide, including in
Missouri ostensibly for activities including participating on speakers’ bureaus, providing
consulting services, assisting in pos&rketing safety surveillance and other servibesin fact
to deceptively promote and maximize the use of opioids.

66. Opioids made up roughly $403 million of Endo’s overall revenues of $3 billion in
2012,accouning for over10% of Endo’s total revenue; Opana ER yielded revenue of $1.15
billion from 2010 to 2013. Endo also manufactures and sells generic opioids, both directly and
through its subsidiary, Qualitest Pharmaceuticals, Inc., including gengdodnne,

oxymorphone, hydromorphone, and hydrocodone products.

16
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67. The Food and Drug Administration requested that Endo remove Opana ER from
the market in June 2017. The FDA relied on poatketing data in reaching its conclusion
based on risk of abuge.

6. Insys Therapeutics, Inc.

68. Insys Therapeutics, Inc. is a Delaware corporation with its principal place o

business in Chandler, Arizona. Insys’s principal product and source of revenue is Subsys

Product Name | Chemical Name Schedule
Subsys Fentanyl Schedule I
69. Insys made thousands of payments to physicians nationwide, including in

Missouri ostensiblyfor activities including participating on speakers’ bureaus, providing
consulting services, assisting in posérketing safety surveillance and other servibesin fact
to deceptively promote and maximize the use of opioids.

70.  Subsys is a transmucosal immediggkease formulation (TIRF) of fentanyl,
contained in a single-dose spray device intended for oral, under the tongue aalioimistr
Subsys was approved by the FDA solely for the treatment of breakthrougi jgaimce

71.  In 2016, Insys made approximately $330 million in net revenue from Subsys.
Insys promotes, sells, and distributes Subsys throughout the United StatesSar@@hiarles
County.

72. Insys’s founder and owner was recently arrested and charged, along with othe

Insys executives, with multiple felonies in connection with an alleged conspiraciypé

° FDA requests removal of OPANA ER for risks relatedhbose. Available at:
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm562401.htnedaccess
August 17, 2017).
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practitioners to prescribe Subsys and defraud insurance companies. Othexbwytives and
managers were previously indicted.

7. Mallinckrodt Entities

73.  Defendant Mdinckrodt plc is an Irish public limited company with its
headquarters in Stainéfpon-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 yeatlinglaodt
plc also operates under the registered business name Mallinckrodt Pharrabceuitit its U.S.
headquarters in Hazelwood, Missouri. Defendant Mallinckrodt LLC (togethlemvhatlinckrodt
plc, “Mallinckrodt”) is a Delaware corporation headquagteas stated hereMallinckrodt
manufactures, markets, sells and distributes pharmaceutical drugs thrainghdotted States,
and inSt. CharlegCounty. Mallinckrodt is the largest U.S. supplier of opioid pain medications
and among the top ten generic pharmaceutical manufacturers in the Unitsdltsée on
prescriptions.

74.  Mallinckrodt manufactures and markets two branded opioids: Exalgo, which is
extendedrelease hydromorphone, sold in 8, 12, 16, and 32 mg dosage strengths, and
Roxicodone, which is oxycodone, sold in 15 and 30 mg dosage strengths. In 2009, Mallinckrodt
Inc., a subsidiary of Covidien plc, acquired the U.S. rights to Exalgo. The FDA appnaigd E
for treatment of chrogipain in 2012. Mallinckrodt further expanded its branded opioid
portfolio in 2012 by purchasing Roxicodone from Xanodyne Pharmaceuticals. In addition,
Mallinckrodt developed Xartemis XR, an extended-release combination of oxycatbne a
acetaminophen, vith the FDA approved in March 2014, and which Mallinckrodt has since

discontinued. Mallinckrodt promoted its branded opioid products with its own direct saes f
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75.  While it has sought to develop its branded opioid products, Mallinckrodt has long
been deading manufacturer of generic opioids. Mallinckrodt estimated that in 2015ite@ce
approximately 25% of the U.S. Drug Enforcement Administration’s (“DEA”ergnnual quota
for controlled substances that it manufactures. Mallinckrodt also estimated opeld¢S
Health data for the same period, that its generics claimed an approximételp&&et share of
DEA Schedules Il and 11l opioid and oral solid dose medicatténs.

76.  Mallinckrodt operates a vertically integrated business in the United States
(1) importing raw opioid materials, (Zyanufacturing generic opioid products, primarily at its
facility in Hobart, New York, and (3) marketing and selling its products to dsigluitors,
specialty pharmaceutical distributors, retail pharmacy chains, pharncatéenefit managers
that have maibrder pharmacies, and hospital buying groups.

77.  Among the drugs Mallinckrodt manufactures or has manufactured are the

following:

Product Name | Chemical Name Schedule

Exalgo Hydromorphone hydrochloride, extendedbase Schedule i
Roxicodone Oxycodone hydrochloride Schedule lI
Xartemis XR Oxycodone hydrochloride and acetaminophen Schedule i
Methadose Methadone hydrochloride Schedule i
Generic Morphine sulfate, extended release Schedule II
Generic Morphinesulfate oral solution Schedule i
Generic Fentanyl transdermal system Schedule I
Generic Oral transmucosal fentanyl citrate Schedule Ii
Generic Oxycodone and acetaminophen Schedule II
Generic Hydrocodone bitartrate and acetaminophen Schedule Ii
Generic Hydromorphone hydrochloride Schedule Ii

10 Mallinckrodt plc 2016 Form 16«
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Product Name | Chemical Name Schedule
Generic Hydromorphone hydrochloride, extended release | Schedule II
Generic Naltrexone hydrochloride unscheduled
Generic Oxymorphone hydrochloride Schedule II
Generic Methadone hydrochloride Schedule i
Generic Oxycodone hydrochloride Schedule II
Generic Buprenorphine and naloxone Schedule I

78.  Mallinckrodt made thousands of payments to physicians nationwide, including in
Missouri ostensiblyfor activities including participating aspeakersbureaus, providing
consulting services, assisting in pos#rketing safety surveillance and other seryibesin fact
to deceptively promote and maximize the use of opioids.

79.  Collectively, Purdue, Actavis, Cephalon, Janssen, Endo, Insys, and Mallinckrodt
are referred to as “Marketing Defendants.”

B. Distributor Defendants

80.  The Distributor Defendants are defined below. At all relevant times, the
Distributor Defendants have distributed, supplied, sold, and placed into the stream of@®@mme
the prescription opioids, without fulfilling the fundamental duty of wholesale driaigoditors to
detect and warn of diversion of dangerous drugs for non-medical purposes. The Distribut
Defendants universally failed to comply with federal and/or state law. T$tgtita
Defendants are engaged in “wholesale distribution,” as defined under stééelarad law.

Plaintiff alleges the unlawful conduct by the Distributor Defendardssigbstantial cauger the

volume of prescription opioids plaguing Plaintiff's community.

11 Together, Purdue, Cephalon, Janssen and Endo are also sometimes referred to as “RICO
Marketing Defendants.”
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1. Cardinal Health, Inc.

81. Cardinal Health, Inc. (“Cardinal”) describes itself as a “global, integragatith
care services and products company,” and is the fifteenth largest company le rievisre
U.S., with annual revenue of $121 billion in 2016. Cardinal distributes pharmaceutical drugs,
including opioids, throughout the country. Cardinal is an Ohio corporation and is headquartered
in Dublin, Ohio. Based on Defendant Cardinal’s own estimates, one of every six pbatios
products dispensed tonded Statepatients travels through the Cardinal Health network.

2. McKesson Corporation

82. McKesson Corporation (“McKesson”) is fifth on the list of Fortune 500
companies, ranking immediately after Apple and ExxonMobil, with annual revenue of $191
billion in 2016. McKesson is a wholesaler of pharmaceutical drugs that distribubetsopi
throughout the country. McKesson is incorporated in Delaware, with its principalgblace
business in San Francisco, California.

83. InJanuary 2017, McKesson paid a record $150 million to resolve an investigation
by the U.S. Department of Justice (“DOJ”) for failing to report suspiciousadeertain
drugs, including opioids. In addition to the monetary penalty, the DOJ required McKesson t
suspend sales of controlled substances from distribution centers in Ohio, Florida, Mardga
Colorado. The DOJ described these “staged suspensions” as “among the most seti@ne san
ever agreed to by a [Drug Enforcement Administration] registeredoditiri”

3. AmerisourceBergen Drug Coporation

84. AmerisourceBergen Drug Corporation (“AmerisourceBergen”) is a whelesl
pharmaceutical drugs that distributes opioids throughout the country. Amerisergeebs the

eleventh largest company by revenue in the United States, with annual revenue of &it¥in bill
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2016. AmerisourceBergen’s principal place of business is located in Chesterbrook,
Pennsylvania, and it is incorporated in Delaware.

4. CVS Health Caporation

85. Defendant CVS Health Corporation (“CVS”) is a Delaware corporation gith i
principal place of business in Rhode Island. At all times relevant to this Co &S
distributed prescription opioids throughout the United States, includiMgssouriand St.
CharlesCounty specifically.

5. The Kroger Co.

86. Defendant The Kroger Cd.Kroger) is an Ohio corporation with headquarters in
Cincinnati, OH. Kroger operates 2,26Barmacies in the United Statég all times relevant to
this ComplaintKroger distributed prescription opioids throughout the United States, including
in MissouriandSt. CharleCounty specifically.

6. Rite-Aid of Maryland, Inc.

87. Defendant Rite Aid of Maryland, Inc., dba Rite Aid Midlantic Customer
Support Center, Inc. (“Rite Aid”), is a Maryland corporation with its principateffocated in
Camp Hill, Pennsylania. At all times relevant to this Complaint, Rite Aid distributed
prescription opioids throughout the United States, includidigsouriand St. Charle€ounty
specifically.

7. Walgreens Boots Alliance, Inc.

88. Defendant Walgreens Boots Alliance, Inc., dtsown as Walgreen Co.
(“Walgreens”) is a Delaware corporation with its principal place of busimellinois. At all
times relevant to this Complajitvalgreens distributed prescription opioids throughout the

United States, including iMissouriandSt. CharlesCounty specifically.
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8. Wal-Mart Inc.

89. Defendant WaMart Inc., formerly known as Walart Stores, Inc. (“Wal
Mart”), is a Delaware corporation with its principal place of business innSdsAt all times
relevant to this ComplainWalMart distributed prescription opioids throughout the United
States, including iMissouriandSt. CharleCounty specifically.

9. H.D. Smith

90. Defendants H. D. Smith, LLC d/b/a HD Smith f/k/a H. D. Smith Wholesale Drug
Co., H. D. Smith Holdings, LLC, H. D. Smith Holding @pany (“H. D. Smith”) is a Delaware
corporation with its principal place of business in Springfield, lllinois. H. Dilsimia privately
held independent pharmaceuticals distributor of wholesale brand, generic, and specialty
pharmaceuticaldAt all times relevant to this Complajril.D. Smith distributed prescription
opioids throughout the United States, includind/lissouriandSt. CharlesCounty specifically.

10. Miami -Luken

91. Defendant MiamiLuken, Inc. (“MiamiLuken”) is an Ohio corporation with its
headquarterand principal place of business in Springboro, Oliball times relevant to this
Complaint Miami-Luken distributed prescription opioids throughout the United States,
including inMissouriand St. Charle€ounty specifically.

92.  Collectively, Defendants CVS, Kroger, Rite Aid, Walgreens, and Mé&t-are
referred to as “National Retail Pharmacies.” Cardinal, McKesson, Amere®eirgen, H.D.
Smith, MiamtLuken, and the Bitional Retail Pharmacies are collectively referred to as the

“Distributor Defendants 2

12 Together, Purdue, Actavis, Cephalon, Janssen, Endo, Mallinckrodt, Cardinal, McKesson, and
AmerisourceBergen are sometimes referred to as “RICO Supply Chain Betfefid
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93. Defendants iolude the aboveeferenced entities as well as their predecessors,
successors, affiliates, subsidiaries, partnerships and divisions to thetleatehy are engaged
in the manufacture, promotion, distribution sale and/or dispensing of opioids.

C. Agency and Authority

94.  All of the actions described in this Complaint are part of, and in furtherance of,
the unlawful conduct alleged herein, and were authorizeléred, and/or done by Defendants’
officers, agents, employees, or other representatives while activelyeghngae management
of Defendants’ affairs within the course and scope of their duties and employntat,\sith
Defendants’ actual, apparenhddor ostensible authority.

FACTUAL ALLEGATIONS

FACTS COMMON TO ALL CLAIMS '3

A. Opioids and Their Effects

95. The term “opioid” refers to a class of drugs that bind with opioid receptors in the
brain and includes natural, synthetic, and semi-synthetic opioids. Natural opediyiaed
from the opium poppy. Generally used to treat pain, opioids produce multiple effects on the
human body, the most significant of which are analgesia, euphoria, and respiratesgidepr

96. The medicinal properties of opioids have been recognized for millerasaxell
as their potential for abuse and addiction. The opium poppy contains various opium alkaloids,
three of which are used in the pharmaceutical industry today: morphine, codeine, amgtheba

Early use of opium in Western medicine was with a tincture of opium and alcoleal call

13 The allegations in this complaint are@de upon information and belieRlaintiff reserves the
right to seek leave to amend or correct this Complaint based upon analysis of AREQ& da
yet available andpon further investigation and discovery.
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laudanum, which contains all of the opium alkaloids and is still available by prescitpday.
Chemists first isolated the morphine and codeine alkaloids in the early 1800s.

97. In 1827, the pharntutical company Merck began largeale production and
commercial marketing of morphine. During the American Civil War, field medics cotgmon
used morphine, laudanum, and opium pills to treat the wounded, and many veterans were left
with morphine addictions. By 1900, an estimated 300,000 people were addicted to opioids in the
United States, and many doctors prescribed opioids solely to prevent theirspgatiensuffering
withdrawal symptoms. The nation’s first Opium Commissioner, Hamilton Wright, kechar
1911, “The habit has this nation in its grip to an astonishing extent. Our prisons and our hospitals
are full of victims of it, it has robbed ten thousand businessmen of moral sense and made them
beasts who prey upon their fellows . . . it has beconaeof the most fertile causes of
unhappiness and sin in the United Statés.”

98. Pharmaceutical companies tried to develop substitutes for opium and morphine
that would provide the same analgesic effects without the addictive properi€98, Bayer
Pharmaeutical Company began marketing diacetylmorphine (obtained from aaetydéti
morphine) under the trade name “Heroin.” Bayer advertised heroin as a non-addiageand
cold remedy suitable for children, but as its addictive nature became eean, distribution in
the U.S. was limited to prescription only in 1914 and then banned altogether a decade later

99.  Although heroin and opium became classified as illicit drugs, there is little

difference between them and prescription opioids. Prescriptiords@ee synthesized from the

14 Nick Miroff, From Teddy Roosevelt to Trump: How drug companies triggered an opioid crisis
a century agpThe Washington Post (Oct. 17, 2017), https://www.washingtonpost.com/news/
retropolis/wp/2017/09/29/thgreatesdrugfiendsin-theworld-an-americaropioid-crisisin-
1908/?utm_term=.7832633fd7ca.
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same plant as heroin, have similar molecular structures, and bind to the sgptw@secd¢he
human brain.

100. Due to concerns about their addictive properties, prescription opioids have usually
been regulated at the federal leaslSchedule Il controlled substances by the U.S. Drug
Enforcement Administration (“DEA”) since 1970.

101. Throughout the twentieth century, pharmaceutical companies continued to
develop prescription opioids like Percodan, Percocet, and Vicodin, but thegksapere
generally produced in combination with other drugs, with relatively low opioid content

102. In contrast, OxyContin, the product whose launch in 1996 ushered in the modern
opioid epidemic, is pure oxycodone. Purdue initially made it available iioffba/ing strengths:
10 mg, 15 mg, 20 mg, 30 mg, 40 mg, 60 mg, 80 mg, and 160 mg. The weakest OxyContin
delivers as much narcotic as the strongest Percocet, and some OxyConsrd&lbleted
sixteen times that.

103. Medical professionals describe the sy#nof various opioids in terms of
morphine milligram equivalents (“MME”). According to the CDC, doses at or above 50
MME/day double the risk of overdose compared to 20 MME/day, and one study found that
patients who died of opioid overdose were prescribed an average of 98 MME/day.

104. Different opioids provide varying levels of MMEs. For example, just 33 mg of
oxycodone provides 50 MME. Thus, at OxyContin’s twice-daily dosing, the 50 MME/day
threshold is nearly reached by a prescription of 15 mg twice daily. One 16Gblegdf
OxyContin, which Purdue took off the market in 2001, delivered 240 MME.

105. The wide variation in the MME strength of prescription opioids renders

misleading any effort to capture “market share” by the number of pillseescipptions attbuted
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to Purdue or other manufacturers. Purdue, in particular, focuses its business on branded, highly
potent pills, causing it to be responsible for a significant percent of the total aofIE in
circulation, even though it currently claims to havemall percent of the market share in terms

of pills or prescriptions.

106. Fentanyl is a synthetic opioid that is 100 times stronger than morphine and 50
times stronger than heroin. First developed in 1959, fentanyl is showing up more andterore of
in the market for opioids created by Marketing Defendants’ promotion, with ydarticlethal
consequences.

107. The effects of opioids vary by duration. Long-acting opioids, such as Purdue’s
OxyContin and MS Contin, Janssen’s Nucynta ER and Duragesic, Endo’s Opana ER, and
Actavis’'s Kadian, are designed to be taken once or twice dallyage purported to provide
continuous opioid therapy for, in general, 12 hours. Short-acting opioids, such as Cephalon’s
Actig and Fentora, are designed to be taken in addition to long-acting opioids to address
“episodic pain” (also referred to as “brélatough pain”) and provide fast-acting, supplemental
opioid therapy lasting approximately 4 to 6 hours. Still other short-term opioidisasunsys’s
Subsys, are designed to be taken in addition to dmtigg opioids to specificallgddress
breakthroul cancer pain, excruciating pain suffered by some patients witbtagd cancer.

The Marketing Defendants promoted the idea that pain should be treated by tafiagtiog
opioids continuously and supplementing them by also taking ahting, rapidonset opioids for
episodic or “breakthrough” pain.

108. Patients develop tolerance to the analgesic effect of opioids relativelyyquik
tolerance increases, a patient typically requires progressively higheriosédsr to obtain the

same perceived levef pain reduction. The same is true of the euphoric effects of opitigs—
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“high.” However, opioids depress respiration, and at very high doses can and oftentdo arres
respiration altogether. At higher doses, the effects of withdrawal aeeseeere.Long-term
opioid use can also cause hyperalgesia, a heightened sensitivity to pain.

109. Discontinuing opioids after more than just a few weeks of therapy will cause most
patients to experience withdrawal symptoms. These withdrawal symptoms irsgudee
arxiety, nausea, vomiting, headaches, agitation, insomnia, tremors, hallucinationsndel
pain, and other serious symptoms, which may persist for months after a comidtawai
from opioids, depending on how long the opioids were used.

110. Asa leadingpain specialistioctor put it, the widespread, long-term use of opioids
“was adefactoexperiment on the population of the United States. It wasn’t randomized, it
wasn'’t controlled, and no data was collected until they started gatheriimgstitsstics.”

B. The Resurgence of Opioid Use in the United States

1. The Sackler Family Integrated Advertising and Medicine

111. Given the history of opioid abuse in the U.S. and the medical profession’s
resulting wariness, the commercial success of the Marketing Defendaggstiption opioids
would not have been possible without a fundamental shift in prescribers’ perception skghe ri
and benefits of long-term opioid use.

112. As it turned out, Purdue Pharma was uniquely positioned to execute just such a
maneuver, thanks tbé legacy of a man named Arthur Sackler. The Sackler family is the sole
owner of Purdue and one of the wealthiest families in America, with a net worth of ir3 dusl

of 2016. All of the company’s profits go to Sackler family trusts and entitiést the Sacklers

15 David ArmstrongThe man at the center of the secret OxyContin, f8ést News (May 12,
2016),https://www.statnews.com/2016/05/12/meentersecretoxycontinfiles/.
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have avoided publicly associating themselves with Purdue, letting others stree as
spokespeople for the company.

113. The Sackler brothersArthur, Mortimer, and Raymondpdrchased a small
patentmedicine company called the Purdue Frederick Company in 1952. It was ArthkierSac
who created the pharmaceutical advertising industry as we know it, laying the gookifidiwv
the OxyContin promotion that would make the Sacklers billionaires.

114. Arthur Sackler was both a psychiatrist and a marketing executive. He gdneer
both print advertising in medical journals and promotion through physician “education” in the
form of seminars and continuing medical education courses. He also understooduhs\eers
power of recommendations from fellow physicians, and did not hesitate to manipulate
information when necessary. For example, one promotional brochure produced by his firm for
Pfizer showed business cards of physicians from various cities as if theyestmonials for
the drug, but when a journalist tried to contact these doctors, he discovered that they did not
exist16

115. It was Arthur Sackler who, in the 1960s, made Valium into the first $ii0@n
drug, so popular it became known as “Mother’s Little Helper.” When Arthur’s clienheRoc
developed Valium, it already had a similar drug, Librium, another benzodiazepine,roarket

for treatment of anxiety. So Arthur invented a condition he called “psychiot®rsessentially

16 Barry Meier,Pain Killer: A “Wonder” Drug’s Trail of Addiction and Deatl{Rodale 2003)
(hereinafter “Meier”), at 204.
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stress—and pitched Valium as the solutibhThe campaign, for which Arthuras compensated
based on volumefpills sold® was a remarkable success.

116. Arthur Sackler created not only the advertising for his clients but also théevehic
to bring their advertisements to doctora-biweekly newspaper called theedical Tribune
which was distributed for free to doctors nationwide. Arthur also conceived a company now
called IMS Health Holdings Inc., which monitors prescribing practicevefy doctor in the
U.S. and sells this valuable data to pharmaceutical companies like Marketemgl&#s, who
utilize it to target and tailor their sales pitches to individual physicians.

2. Purdue and the Development of OxyContin

117. After the Sackler brothers acquired the Purdue Frederick Company in 1952,
Purdue sold products ranging from earwax removantseptic, and it became a profitable
business. As an advertising executive, Arthur Sackler was not involved, on paper at least
running Purdue, which would have been a conflict of interest. Raymond Sackler became
Purdue’s head executive, while Monter Sackler ran Purdue’s UK affiliate.

118. Inthe 1980s, Purdue, through its UK affiliate, acquired a Scottish drug producer
that had developed a sustained-release technology suitable for morphine. Purebedntiaik
extendedrelease morphine as MS Contin, and it quickly became Purdue’s bestseller. As the
patent expiration for MS Contin loomed, Purdue searched for a drug to replace it. Ardund tha
time, Raymond'’s oldest son, Richard Sackler, who was also a trained physicanebrore

involved in the management of the company. Richard had grand ambitions for the company;

17 Meier, supranote 16, at 20%ee als®OneFamily Reaped Billions From Opioid¢/BUR On
Point (Oct. 23, 2017 http://www.wbur.org/onpoint/2017/10/23/off@mily-reapeebillions-

from-opioids
18 Meier, supgra note 16.
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according to a longgme Purdue sales representative, “Richard really wanted Purdue te-bk big
meanreally big.”*° Richard believed Purdue should develop another use for its “Contiet-tim
release system.

119. In 1990, Purdue’s vice president of clinical research, Robert Kaiko, sent a memo
to Richard and other executives recommending that the company work on a pill ogntaini
oxycodone. At the time, oxycodone was perceived as less potent than morphinepkcgate
it was most commonly prescribed as Percocet, a relatively weak oxyeadetaninophen
combination pill. MS Contin was not only approaching patent expiration but had always been
limited by the stigma associated with morphii&ycodone did not have that problem, and
what’'s more, it was sometimes mistakenly called “oxycodeine,” whichcalstributed to the
perception of relatively lower potency, because codeine is weaker than morpindee P
acknowledged using this to its adhtage when it later pled guilty to criminal charges of
“misbranding” in 2007, admitting that it was “well aware of the incorrect view helddny
physicians that oxycodone was weaker than morphine” and “did not want to do anything ‘to
make physicians thk that oxycodone was stronger or equal to morphine’ or to ‘take any
steps. . . that would affect the unique position that OxyContin™ held among physitians.

120. For Purdue and OxyContin to beeélly big,” Purdue needed to both distance its
new product from the traditional view of narcotic addiction risk, and broaden the drug’s use
beyond cancer pain and hospice care. A marketing memo sent to Purdue’s toyesalbses

in March 1995 recommended that if Purdue could show that the risk of abuse wasitbwer

19 Christopher GlazeKihe Secretive Family Making Billions from the Opioid Crifisquire
(Oct. 16, 2017)http://lwww.esquire.com/newsolitics/al2775932/sackldéamily-oxycontin/.

20 Christopher GlazeK;he Secretive Family Making Billions from the Opioid CriEisquire
(Odct. 16, 2017), http://www.esquire.com/news-politics/al2775932/safzkiaty-oxycontin/.
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OxyContin than with traditional immediatelease narcotics, sales would incredsis
discussed below, Purdue did not find or generate any such evidence, but this did not stop Purdue
from making that claim regardless.

121. Armed with this and other misregsentations about the risks and benefits of its
new drug, Purdue was able to open an enormous untapped market: patients it afelife,
non-acute, everyday aches and pains. As Dr. David Haddox, a Senior Medical Director at
Purdue, declared on the Early Show, a CBS morning talk program, “There are 6 patients
in this country who have chronic pain that’s not being managed appropriately egeydsin.
OxyContin is one of the choices that doctors have available to them to treat that.”

122. In pursuit of these 50 million potential customers, Purdue poured resources into
OxyContin’s sales force and advertising, particularly to a far broamikerzce of primary care
physicians who treated patients with chronic pain complaints. The graph below shows how
promotional spending in the first six years following OxyContin’s launch dadttedue’s

spending on MS Contin or Defendant Janssen’s spending on Durdgesic:

21 Meier, supranote 16, at 269.
221d., at 156.

23 OxyContinAbuse and Diversion and Efforts to Address the Proplé®. General Accounting
Office Report to Congressional Requesters at 22 (Dec. 2003)/www.gao.gov/
new.items/d04110.pdf.
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Figure 1: Promotional Spending for Three Opicid Analgesics in First 6 Years of
Sales
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123. Prior to Purdue’s launch of OxyContin, no drug company had ever promoted such
a pure, highstrength Schedule Il narcotic to so wide an audience of general practitioners.

124. In the two decades following OxyContin’s launch, Purdue continued to devote
substantial resources to its promotional efforts.

125. Purdue has generated estimated sales of more than $35 billion from opioids since
1996, raking in more than $3 billion in 2015 alone. Remarkably, its opioid sales continued to
climb even after a period of mediaattion and government inquiries regarding OxyContin
abuse in the early 2000s and a criminal investigation culminating in guilty pl@@87. Purdue
proved itself skilled at evading full responsibility and continuing to sell througtotheoversy.
The @mpany’s annual opioid sales of $3 billion in 2015 represent adtdirncrease from its
2006 sales of $800 million.

126. One might imagine that Richard Sackler’'s ambitions have been realized. But in

the best tradition of family patriarch Arthur Sackler, Purdue has its eyasnrgeeater profits.
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Under the name of Mundipharma, the Sacklers are looking to new markets for their-epioids
employing the exact same playbook in South America, China, and India as they did mit¢ge U
States.

127. In May 2017, a dozen members of Congress sent a letter to the World Health
Organization, warning it of the deceptive practices Purdue is unleashing ort thfethesvorld
through Mundipharma:

We write to warn the international community of the deceptive and
dangerous practices of Mundipharma Internatioret-arm of

Purdue Pharmaceuticals. The greed and recklessness of one
company and its partners helped spark a public health crisis in the
United States that will take generations to fully repair. We urge the
World Health Organization (WHO) to do everything in its power

to avoid allowing the same people to begin a worldwide opioid
epidemic. Please learn from our experience and do not allow
Mundipharma to carry on Purdue’s deadly legacy on a global
stage. . ..

Internal documents revealed in court proceedings now tell us that
since the early development of OxyContin, Purdue was aware of
the high risk of addiction it carried. Combined with the misleading
and aggressive marketing of the drug by its partner, Abbott
Laboratories, Purdue began the opioid crisis that has devastated
American communities since the end of the 1990s. Today,
Mundipharma is using many of the same deceptive and reckless
practices to sell OxyContin abroad. . . .

In response to the growing scrutiny and diminished U.S. sales, the
Sacklers have simply moved on. On December 18, the Los
Angeles Times published an extremely troubling report detailing
how in spite of the scores of lawsuits against Purdue for its role in
the U.S. opioid crisis, and tens of thousands of overdose deaths,
Mundipharma now aggressively markets OxyContin
internationally. In fact, Mundipharma uses many of the same
tactics that caused the opioid epidemic to flourish in the U.S.,
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though now in countries with far fewer resources to devote to the
fallout.?*

128. Purdue’s recent pivot to untapped marketdter extracting substantial profits
from American communities and leaving local governments to address théatiagesnd still
growing damage the company causethly serves to underscore that PurdaE8ons have
been knowing, intentional, and motivated by profits throughout.

3. Other Marketing Defendants Leapt at the Opioid Opportunity

129. Purdue created a market for the use of opioids for a range of common aches and
pains by misrepresenting the risks and benefits of its opioids, but it was not alonehéfrhe ot
Marketing Defendants-already manufacturers of prescription opioids—positioned themselves
to take advantage of the opportunity Purdue created, developing both branded and generic
opioids to compete with OxyContin, while, together with Purdue and each miilkezpresenting
the safety and efficacy of their products. These misrepresentations arbatkstgreater detail
in Section D below.

130. Endo, which already sold Percocet and Percodan, was the first to submit an
application for a generic extendeglease oxycodone to compete with OxyContin. At the same
time, Endo sought FDA approval for another potent opioid, immedktdéase and extended
release oxymorphone, branded as Opana and Opana ER. Oxymorphone, like OxyConn’s acti
ingredient oxycodone, is not a new drug; it was first synthesized in Germany inritB4dla in
the U.S. by Endo beginning in 1959 under the trade name Numorphan. But Numorphan tablets

proved highly susceptible to abuse. Called “blues” after the light blue color of the Aillang

24 etter to Dr.Margaret Chan, World Health Organization (May 3, 2017),
http://katherineclark.house.gov/ cache/files/a577bd3c-29ec-4bb9-bdba-
1ca71c784113/mundipharnhetiersignatures.pdf
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Numorphan provoked, according to some users, a more euphoric high than heroin. As the
National Institute on Drug Abuse observed in its 1974 report, “Drugs and Addictylefés
Numorphan was extremely popular among addicts for its quick and sustained’fedt
withdrew oral Numorphan from the market in 1$79.

131. Two decades later, however, as communities around the U.S. were first sounding
the alarm about prescription opioids and Purdue execwigesbeing called to testify before
Congress about the risks of OxyContin, Endo essentially reached back into iterpvensted
off a product it had previously shelved after widespread abuse, and pushed it into the
marketplace with a new trade name, Opana.

132. The clinical trials submitted with Endo’s first application for approval of Opana
were insufficient to demonstrate efficacy, and some subjects in the triatlosgd and had to be
revived with naloxone. Endo then submitted new “enriched enrollménigal trials, in which
trial subjects who do not respond to the drug are excluded from the trial, and obtained approval.
Endo began marketing Opana and Opana ER in 2006.

133. Like Numorphan, Opana ER was highly susceptible to abuse. On June 8, 2017,
the FDAsought removal of Opana ER. In its press release, the FDA indicatekishatthe first

time the agency has taken steps to remove a currently marketed opioid pain orettmatisale

25 John Fauber and Kristina Fiosshandoned Painkiller Makes a ComebakledPage Today
(May 10, 2015)https://www.medpagetoday.com/psychiatry/addictions/51448

26 d.
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due to the public health consequences of abt/98ri July 6, 2017, Endo agreed to withdraw
Opana ER from the markét.

134. Janssen, which already marketed the Duragesic (fentanyl) patch for severe pain,
also joined Purdue in pursuit of the broader chronic pain market. It sought to expand the use of
Duragesic through, for example, advertisements proclaiming, “It's notguenhfl stage cancer
anymore!” This claim earned Janssen a warning letter from the FDA, fesegping that
Duragesic was “more useful in a broader range of conditions or patients than has been
demonstratetdy substantial evidence?”

135. Janssen also developed a new opioid compound called tapentadol in 2009,
marketed as Nucynta for the treatment of moderate to severe pain. Janssexdlthach
extendeedrelease version, Nucynta ER, for treatment of chronic pain in 2011.

136. By adding additional opioids or expanding the use of their existing opioid
products, the other Marketing Defendants took advantage of the market createdus/<$
aggressive promotion of OxyContin and reaped enormous profits. For examplea, ERpaione
generated more than $1 billion in revenue for Endo in 2010 and again in 2013. Janssen also
passed the $1 billion mark in sales of Duragesic in 2009.

C. Defendants’ Conduct Created an Abatable Public Nuisance

137. As alleged throughout this Complaint, Defendants’ conduct created a public

health crisis and a public nuisance.

27 press Release, U.S. Food & Drug AdministratiDA requests removal of Opana ER for
risks related to abus@une 8, 2017),
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm562401.htm.

28 Endo pulls opioid as U.S. seeks to tackle abuse epidBmiters (July 6, 2017, 9:59am),
https://www.reuters.com/articleAsndointl-opanaldUSKBN19R2IL

29 March 30, 2000 FDA letter to Janssen
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138. The public nuisance—i.e., the opioid epidemitreated, perpetuated, and
maintained by Defendants can be abated and further recurrence of such harrmrarehiance
can be abated binter alia, (a) educating prescribers (especially primary care physicidnken
most prolific prescribers of opioids) and patients regarding the true risks agfitdef opioids,
including the risk of addiction, in order to prevent the next cycle of addiction; (b) prgvidi
addiction treatment to patients who are already addicted to opioids; and (c) malkigne
widely available so that overdoses are less frequently fatal.

139. Defendants have the ability to act to abate the public nuisance, and the law
recognizes that they are uniquely well positioned to do so. It is the manufactarergf that
has primary responsibility to assure the safety, efficacy, and appropss@redrug’s labeling,
marketing, and promotion. And, all companies in thgoBuphain of a controlled substance are
primarily responsible for ensuring that such drugs are only distributed andsksip®
appropriate patients and not diverted. These responsibilities exist indepeinaent-DA or
DEA regulation, to ensure thatdin products and practices meet both federal and state consumer
protection laws and regulations. As registered manufacturers and distributorgrofled
substances, Defendants are placed in a position of special trust and respoaistditg
uniquely positioned, based on their knowledge of prescribers and orders, to acstdsa of
defense.

D. The Marketing Defendants’ Multi-Pronged Scheme to Change Prescriber
Habits and Public Perception and Increase Demand for Opioids

140. In order to accomplish the fundamental shift in perception that was key to
successfully marketing their opioids, the Marketing Defendants designechplednented a
sophisticated and deceptive marketing strategy. Lacking legitimate scierst#farek to support

their claims, the Mrketing Defendants turned to the marketing techniques first pioneered by
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Arthur Sackler to create a series of misperceptions in the medical commuthititiarately
reverse the longettled understanding of the relative risks and benefits of opioids.

141. TheMarketing Defendants promoted, and profited from, their misrepresentations
about the risks and benefits of opioids for chronic pain even though they knew that their
marketing was false and misleading. The history of opioids, as well ascteaed clinial
experience over the last 20 years, established that opioids were highlywadzhd responsible
for a long list of very serious adverse outcomes. The FDA and other regulatoesi war
Marketing Defendants of these risks. The Marketing Defendantschadsato scientific studies,
detailed prescription data, and reports of adverse events, including reports obaddicti
hospitalization, and deathsal-of which made clear the harms from letegm opioid use and
that patients are suffering from addiction, overdoses, and death in alarming numbers. More
recently, the FDA and CDC issued pronouncements based on existing medical eWidence t
conclusively expose the known falsity of these Defendants’ misrepresentations

142. The marketing scheme to increase opiagispriptions centered around nine
categories of misrepresentations, which are discussed in detail below.afketing Defendants
disseminated these misrepresentations through various channels, including throuigiragve
sales representatives, purportedly independent organizations these defendants funded and
controlled, “Front Group%so-called industry “Key Opinion Leaders,” and Continuing Medical
Education (“CME") programs discussed subsequently below.

1. The Marketing Defendants Promoted Multiple Fal€hoods About
Opioids

143. The Marketing Defendants’ misrepresentations fall into the following nine
categories:

a. The risk of addiction from chronic opioid therapy is low
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b. To the extent there is a risk of addiction, it can be easily identified and
managed
C. Signsof addictive behavior are “pseudoaddiction,” requiring more opioids

d. Opioid withdrawal can be avoided by tapering

e. Opioid doses can be increased without lionigreater risks

f. Long-term opioid use improves functioning

g. Alternative forms of pain relief poggreater risks than opioids
h. OxyContin provides twelve hours of pain relief

I. New formulations of certain opioids successfully deter abuse

144. Each of these propositions was false. The Marketing Defendants knew this, but
they nonetheless set out to convince physicians, patients, and the public at lardeut tife
each of these propositions in order to expand the market for their opioids.

145. The categories of misrepresentations are offered to organize the numerous
statementshe Marketing Defendants made andxplain their role in the overall marketing
effort, not as a checklist for assessing each Mark&efgndant’s liability. While each
Marketing Defendant deceptively promoted their opioids specifically, andhtrgsith other
Marketing Defendants, opioids generally, not ewdarketingDefendant propagated (or needed
to propagate) each misrepresentatiach Marketingoefendant’s conduct, and each
misrepresentation, contributed to an overall narrative that aimed to—and did—mislead,doct
patients, and payors about the risk and benefits of opioids. While this Complaint endeavors to
document examples of each MarketDgfendant’s misrepresentations and the manner in which
they were disseminated, they are just-thexamples.The Complaint is not, especially prior to
discovery, an exhaustive catalog of the nature and manner of each deceptivenstayesach

MarketingDefendant.
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a. Falsehood #1: The risk of addiction from chronic opioid
therapy is low

146. Central to the Marketing Defendants’ promotionalesok was the
misrepresentation that opioids are rarely addictive when taken for chramid peough their
marketing efforts, the Marketing Defendants advanced the idea that the riskatioaddilow
when opioids are taken as prescribed by “legitimptei patients. That, in turn, directly led to
the expected and intended result that doctors prescribed more opioids to more pHteretsy—
enriching the Marketing Defendants and substantially contributing to thel@gpmemic.

147. Each of the Marketing Dehdants claimed that the potential for addiction from its
opioids was relatively small or non-existent, even though there was no scientiéoee to
support those claims. None of them have acknowledged, retracted, or correctedstheir fal
statements.

148. In fact, studies have shown tleasubstantial percentagélongterm users of
opioids experience addiction. Addiction can result from the use of any opioid, “even at
recommended dosé®and the risk substantially increases with more than three monthe.8f u
As the CDC Guideline states, “[o]pioid pain medication use presents serioysnteikding

overdose and opioid use disorder” (a diagnostic term for addicfion).

30 EDA announces safety labeling changes and postmarket study requiréonextended
release and longcting opioid analgesics, FDA (Sept. 10, 2058 alsd~DA announces
enhanced warnings for immediate-release opioid pain medications relaigdstof misuse,
abuse, addiction, overdose and death, FDA (Mar. 22, 2016),
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm491739.htm.

31 CDC Guideline at 21.
321d. at 2.
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I. Purdue’s misrepresentations regarding addiction risk

149. When it launched OxyContin, Purdue knew it would need data to overcome
decades of wariness regarding opioid use. It needed some sort of research to back up its
messaging. But Purdue had not conducted any studies about abuse potential or adkiagon ris
part of its application for FDA approval for OxyContin. Purdue (and, later, the odien@ants)
found this “research” in the form of a one-paragraph letter to the editor publisimedNiew
England Journal of MedicineNEJM) in 1980.

150. This letter, by DrHershel Jick and Jane Portdeclared the incidence of
addiction “rare” for patients treated with opioitfSThey had analyzed a database of hospitalized
patients who were given opioids in a controlled setting to ease suffering froenpint Porter
and Jick considered a patient not addicted if there was no sign of addiction noted is’patient

records.

33 Jane Porter and Herschel Jick, MRidiction Rare in Patients Treated with Narcoti882(2)
N Engl J Med. 123 (Jan. 10, 1980itp://www.nejm.org/doi/pdf/10.1056/
NEJM198001103020221.
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ADDICTION RARE IN PATIENTS TREATED
WITH NARCOTICS

To the Editor: Recently, we examined our current files to deter-
mine the incidence of narcotic addiction in 39,946 hospitalized
medical patients' who were monitored consecutively. Although
there were 11,882 patients who received at least one narcotic prep-
aration, there were only four cases of reasonably well decumented
addiction in patients who had no history of addictien. The addie-
tion was considered major in only one instance. The drugs im-
plicated were meperidine in two patiemts,’ Percodan in one, and
hydromorphone in one. We conclude that despite widespread use of
narcotic drugs in hospitals, the development of addiction is rare in
medical patients with no history of addiction.

Jane PortER

Hersuer Jick, M.D.

Besten Collaborative Drug

Surveillance Program

Waltham, MA 02154 Boston University Medical Center

I. Jick H, Miettinen 05, Shapiro S, Lewis GP, Siskind Y, Sloae D.
2. Vilr RR, Jick H, Gl efeces ofmpeidine n hospiaized medic
patients. J Clin Pharmacol. 1978; 18:180-8.
151. As Dr.Jick explained to a journalist years later, he submitted the statistics to
NEJM as a letter because the data were not robust enough to be published a¥*a study.
152. Purdue nonetheless began repeatedly citing this letter in promotional and
educational materials as evidence of the low risk of addiction, while failingdlmse that its
source was a letter to the editor, not a pegiewed papet® Citation of the letter, which as
largely ignored for more than a decade, significantly increased afterttbeuction of
OxyContin. While first Purdue artlen other Marketing Defendants used it to assert that their
opioids were not addictive, “that’s not in any shape or form what we suggested itienir le
according to Dr. Jick.

153. Purdue specifically used the Porter and Jick letter in its 1998 promotional video “I

got my life back,” in which Dr. Alan Spanos says “In fact, the rate of addiction amueigst

34 Meier, supranote 16, at 174.

35 ). Porter & H. JickAddiction Rare in Patients Treated with Narcoti882(2) New. Eng. J.
Med. 123 (1980).
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patients who are treatdy doctorss much less than 196° Purdue trained its sales

representatives to tell prescribers that fewer than 1% of patwetsook OxyContin became
addicted. (In 1999, a Purdue-funded study of patients who used OxyContin for headaches found
that theaddiction rate was thirteen per cent’)”

154. Other Defendants relied on and disseminated the same distorted messaging. The
enormous impact of Defendants’ misleading amplification of this letter was vweelhdnted in
another letter published in the NEJM on June 1, 2017, describing the way the one-paragraph
1980 letter had been irresponsibly cited and in some cases “grossly misregatéda
particular, the authors of this letter explained:

[W]e found that a five-sentence letter published inJingrnalin

1980 was heavily and uncritically cited as evidence that addiction
was rare with longerm opioid therapy. We believe that this
citation pattern contributed to the North American opioid crisis by
helping to shape a narrative that allayed prescribers’ cancern

about the risk of addiction associated with long-term opioid
therapy . .38

155. “It’s difficult to overstate the role of this letter,” said Mavid Juurlink of the
University of Toronto, who led the analysis. “It was the key bit of literature thaedhdne

opiate manufacturers convince front-line doctors that addiction is not a codtern.”

3¢ Our Amazing WorldPurdue Pharma OxyContin Commergial
https://www.youtube.com/watch?v=Er78Dj5hyel (last visited Jan. 31, 2018) (e plaaisd).

37 patrick R. KeefeThe Family That Built an Empire of Paifihe New Yorker (Oct. 30, 2017)
(hereinafter, “KeefeEEmpire of Paif).

38 pamela T.M. Leung, B.Sc. Pharm., Erin M. Macdonald, M.Sc., Matthew B. Stanbrook, M.D.,
Ph.D., Irfan Al Dhalla, M.D., David N. Juurlink, M.D., Ph.[A,1980 Letter on the Risk of

Opioid Addiction 376 N Engl J Med 2194-95 (June 1, 2017),
http://www.nejm.org/doi/full/10.1056/NEJMc1700150.

3%painful words: How a 1980 letter fueled the opioid epide®TAT (May 31, 2017),
https://www.statnews.com/2017/05/31/opi@pidemienejmletter/.
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156. Alongside its use of the Porter and Jick letter, Purdue also crafted its own
materials and spread its deceptive message through numerous additional chantsl996
press release announcing the release of OxyContin, for example, Purdue dé€ldharéehr of
addiction is exaggerated”

157. At a hearing before the House of Representatives’ Subcommittee on Oversight
and Investigations of the Committee on Energy and Commerce in August 2001, Purdue
emphasized “legitimate” treatment, dismissing cases of overdose and slsathething that
would not befall “legitimate” patients: “Virtually all of these reports involve peego are
abusing the medication, not patients wégitimate medical needs under the treatment of a
healthcare professionat

158. Purdue spun this baseless “legitimate use” distinction out even further in a patient
brochure about OxyContin, called “A Guide to Your New Pain Medicine and How to Bexome
Partne Against Pain.” In response to the question “Aren’t opioid pain medications like
OxyContin Tablets ‘addicting’?,” Purdue claimed that there was no need to abmuy
addiction if taking opioids for legitimate, “medical” purposes:

Drug addiction means using a drug to get “high” rather than to
relieve pain. You are taking opioid pain medication for medical

40 press Release, OxyConthew Hope for Millions of Americans Suffering from Persistent
Pain: LongActing OxyContin Tablets Now Available to Relieve RiMay 31, 1996, 3:47pm),
http://documents.latimes.com/oxyconpressreleasel 996/.

41 Oxycontin: Its Use and Abuse: Hearing Before the H. Subcomm. on Oversight and
Investigations of the Comm. on Energy and Commésah Cong. 1 (Aug. 28, 2001)
(statement of Michael Friedman, Executive Vice President, Chief OperafilcgrOPurdue
Pharma, L.P.)https://www.gpo.gov/fdsys/pkg/CHRG-107hhrg75754/html/CHRG-
107hhrg75754.htm.
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purposes. The medical purposes are clear and the effects are
beneficial, not harmfuf?

159. Sales representatives marketed OxyContin as a product “tavifadnd to stay
with.” 43 Sales representatives also received training in overcoming doctors’ coabets
addiction with talking points they knew to be untrue about the drug’s abuse potential. One of
Purdue’s early training memos compared doctotsvisi “firing at a target,” declaring that “[a]s
you prepare to fire your ‘message,’ you need to know where to aim and what yoo Wit
According to the memo, the target is physician resistance based on conceradalziidn:

“The physician warst pain relief for these patients without addicting them to an opitid.”

160. Former sales representative Steven May, who worked for Purdue from 1999 to
2005, explained to a journalist how he and his coworkers were trained to overcome doctors’
objections to prescribing opioids. The most common objection he heard about prescribing
OxyContin was that “it’s just too addictivé®May and his coworkers were trained to “refocus”
doctors on “legitimate” pain patients, and to represent that “legitimate” patientd mai

become addicted. In addition, they were trained to say that the 12-hour dosing made the

42 partners Against Paigonsists of both a website, styled as an “advocacy community” for
better pain care, and a set of medical education resources distributed to gnasgishles
representatives. It has existed since at least the early 2000s and has beda fovéhirdue to
downplay the risks of addiction from long-term opioid use. One early pamphlet, fopkexa
answered concerns about OxyContin’s addictivenessduying: “Drug addiction means using
a drug to get ‘high’ rather than to relieve pain. You are taking opioid pain mediéati
medical purposes. The medical purposes are clear and the effects are benefiaamub.”

43 Keefe,Empire Of Pain.
44 Meier, supranote 16, at 102.
Sd.

46 David RemnickHow OxyContin Was Sold to the Masgg®ven May interview with Patrick
Radden Keefe), The New Yorker (Oct. 27, 204tips://www.newyorker.com/podcast/thew-
yorkerradio-hour/how-oxycontinvassoldto-themasses
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extendeerelease opioids less “haliirming” than painkillers than need to be taken every four
hours.

161. According to interviews with prescribers and former Puighles representatives,
Purdue has continued to distort or omit the risk of addiction while failing to correetriisr
misrepresentations, leaving many doctors with the false impression thagpamtgwill only
rarely become addicted to opioids.

162. With regard to addiction, Purdue’s label for OxyContin has not sufficiently
disclosed the true risks to, and experience of, its patients. Until 2014, the OxyClositstdéed
in a blackbox warning that opioids have “abuse potential” and that the “riskasge is
increased in patients with a personal or family history of substance abuse.”

il Endo’s misrepresentations regarding addiction risk

163. Endo also falsely represented that addiction is rare in patients who arebgekscri
opioids.

164. Until April 2012, Endo’swebsite for Opanayww.opana.constated that “[m]ost
healthcare providers who treat patients with pain agree that patientd tkthterolonged
opioid medicines usually do not become addicted.”

165. Upon information and belief, Endo improperly instructadséles representatives
to diminish and distort the risk of addiction associated with Opana ER.

166. One of the Front Groups with which Endo worked most closely was the American
Pain Foundation (“APF”), described more fully below. Endo provided substartistease to,
and exercised editorial control, over the deceptive and misleading messagé¢2Rttanveyed
through its National Initiative on Pain Control (“NIPC”) and its webBiénknowledge.com

which claimed that “[p]eople who take opioids as prescribed usually do not becomedatidicte
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167. Another Endo websit&ainAction.comstated: “Did you know? Most chronic
pain patients do not become addicted to the opioid medications that are prescribed.for the
168. A brochure available oRainknowledge.cortitled “Pain: Opioid Facts’ Endo-
sponsored NIPC stated that “people who have no history of drug abuse, including tobacco, and
use their opioid medication as directed will probably not become addicted.” In numatieuas p
education pamphlets, Endo repeatad tleceptive message.
= In a patient education pamphlet titleddriderstanding Your Pain: Taking Oral
Opioid Analgesic$ Endo answers the hypothetical patient questtWhat
should | know about opioids and addictior?jy focusing on explaining what
addictionis (“a chronic brain disease”) and is not (“Taking opioids for pain
relief”). It goes on to explain that “[a]ddicts take opioids for other reasods, su

as unbearable emotional problems. Taking opioids as prescribed for pain relief
is not addiction.” Thigublication is still available online.

169. An Endo publicationLiving with Someone with Chronic Pastated, “Most
health care providers who treat people with pain agree that most people do not develop an
addiction problem.”

170. In addition, a 2009 patient education publicati®ain: Opioid Therapyfunded
by Endo and posted dtainknowledge.conomitted addiction from the “common risks” of

opioids, as shown below:

As with any medication, there are some side effects that are associated with
opicid therapy. The most common side effects that occur with opioid use
include the following:

» Constipation
¢ Drowsinass
¢ Confusion
L] {L-J.'i-:_.‘?.i-!."l

¢ ltching

» Dizziness

¥

Shortness of breath

Your healthcare provider can help 1o address and, in some casas, prevent swe
effects that may occur as a result of opioid treatment. Less severe side effects,
including nausea, inching, or drowsiness, typically go away within a few days with-

out the need for further treatment. If you expenence any side effects, you should

let vour healthcare provider know immediately
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ii. Janssen’s misrepresentations regarding addiction risk.

171. Janssen likewise misrepresented the addiction risk of opioids on its websites and
print materials.

172. A Janssemnbranded websitéet's Talk Pain perpetuated the concept of
pseudoaddiction, associating patient behaviors such as “drug seeking,” “clockgatahd
“even illicit drug use or deception” with undertreated pain which can be resolvedefiéhtive
pain management.”

173. A Janssen unbranded websReescribeResponsibly.comstates that concerns
about opioid addiction are “overestimated” and that “true addiction occurs only inla smal
percentage of patient§”

174. Janssen reviewed, edited, approved, and distributed a patient education guide
entitledFinding Relief: Pain Management for Older Adulighich, as seen below, described as
“myth” the claim that opioids are addictive, and asserted as fact that “[m]any studies show that
opioids are rarely addictive when used properly for the management of chronic paihn.” Unt

recently, this guide was still available online.

47 Keith Candiotti, M.D.Use of Opioid Analgesics in Pain Manageméhescribe Responsibly,
http://www.prescriberesponsibly.com/atés/opioidpainrmanagemenflast modified July 2,

2015).
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Opioid myths

Fact: Many studies show that
opioids are rarely addictive when
used properly for the management of
chronic pain.

Iv. Cephalon’s misrepresentations regarohg addiction risk.
175. Cephalon sponsored and facilitated the development of a guidebpiokd

Medications and REMS: A Patient’s Guiaehich included claims that “patients without a

history of abuse or a family history of abuse do not commonly become addicted to opioids.
Similarly, Cephalon sponsored APHseatment Options: A Guide for People Living with Pain
(2007), which taught that addiction is rare and limited to extreme cases of urmadidnse
escalations, obtaining opioids from multiple sourceshetft.

176. For example, a 2003 Cephalon-sponsored CME presentatiorPitedhacologic
Management of Breakthrough or Incident Pgiosted on Medscape in February 2003, teaches:

[Clhronic pain is often undertreated, particularly in the noncancer
patient ppulation. . . . The continued stigmatization of opioids and
their prescription, coupled with often unfounded and self-imposed
physician fear of dealing with the highly regulated distribution
system for opioid analgesics, remains a barrier to effective pai
management and must be addressed. Clinicians intimately involved
with the treatment of patients with chronic pain recognize that the
majority of suffering patients lack interest in substance abuse. In
fact, patient fears of developing substance abusavi@is such as
addiction often lead to undertreatment of pain. The concern about
patients with chronic pain becoming addicted to opioids during
long-term opioid therapy may stem from confusion between
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physical dependence (tolerance) and psychological dependence
(addiction) that manifests as drug abtfe.

V. Actavis’s misrepresentations regarding addiction risk.

177. Doctors have a strong recollectionkddiansales representatives’ discusggihe
drug’s low-abuse potential.
178. Actavis misrepresentations conveyed both that (1) Kadian does not cause
euphoria and therefore is less addictive and that (2) Kadian is less prone tortgrape abuse,
even though Kadian was not approved by the FDA as abuse deterrent, and, upon information and
belief, Actavis had no studies to suggest it was.

Vi. Mallinckrodt’'s misrepresentations regarding addiction risk

179. As described below, Mallinckrodt promoted its branded opioids Exalgo and
Xartemis XR, and opioids generally, in a campaign that consistently mastéi@zed the risk of
addiction. Mallinckrodt did so through its website and sales force, as well as throughdetbr
communications distributed through the “C.A.R.E.S. Alliance” it created and led.

180. Mallinckrodt in 2010 created the C.A.R.E.S. (Collaborating and Acting
Responsibly to Ensure Safety) Alliance, which it describes as “aionalit national paént
safety, provider and drug diversion organizations that are focused on reducing opioid pain
medication abuse and increasing responsible prescribing habits.” The “C.ARIE®ge”
itself is a service mark of Mallinckrodt LLC (and was previously a semiak of Mallinckrodt,
Inc.) copyrighted and registered as a trademark by Covidien, its former parent
company. Materials distributed by the C.A.R.E.S. Alliance, however, include unbranded

publications that do not disclose a link to Mallinckrodt.

48 Michael J. Brennan, et aPharmacologic Management of Breakthrough or Incident Pain
Medscape, http://www.medscape.org/viewarticle/449803 (last visited Oct. 10, 2017).
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181. By 2012, Mallinckrodt, through the C.A.R.E.S. Alliance, was promoting a book

titled Defeat Chronic Pain Now!This book is still available onlinelThe false claims and

misrepresentations in this book include the following statements:

“Only rarely does opioianedication cause a true addiction
when prescribed appropriately to a chronic pain patient
who does not have a prior history of addiction.”

“It is currently recommended that every chronic pain
patient suffering from moderate to severe pain be viewed as
a potential candidate for opioid therapy.”

“When chronic pain patients take opioids to treat their pain,
they rarely develop a true addiction and drug craving.”

“Only a minority of chronic pain patients who are taking
long-term opioids develop tolerance.”

“The bottom line: Only rarely does opioid medication
cause a true addiction when prescribed appropriately to a
chronic pain patient who does not have a prior history of
addiction.”

“Here are the factslt is very uncommon for a person with
chronic pain to become ‘addicted’ to narcotics IF (1) he
doesn’t have a prior history of any addiction and (2) he
only takes the medication to treat pain.”

“Studies have shown that many chronic pain patients can
experience significant pain relief with tolerable side effect
from opioid narcotic medication when taken daily and no
addiction.”

182. In a 2013Mallinckrodt Pharmaceuticals Policy Statement Regarding the

Treatment of Pain and Control of Opioid Abuganich is still available online, Mallinckrodt

stated that, “[s]adlyeven today, pain frequently remains undiagnosed and either untreated or

undertreated” and cites to a report that concludes that “the majority of patpleain use their

prescription drugs properly, are not a source of misuse, and should not be stigmatizegdor deni

access because of the misdeeds or carelessness of others.”
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183. Marketing Defendants’ suggestions that the opioid epidemic is the result of bad
patients who manipulate doctors to obtain opioids illicitly helped further theketiag scheme,
but is at odds with the facts. While there are certainly patients who unlawfidin aipioids,
they are a small minority. For example, patients who “doctor-shag’~visit multiple
prescribers to obtain opioid prescriptions—are responsible for roughly 2% of opioid
prescriptions. The epidemic of opioid addiction and abuse is overwhelmingly a problkeseof f
marketing (and unconstrained distribution) of the drugs, not problem patients.

b. Falsehood #2: To the extent there is a risk of addiction, it can
be easiy identified and managed

184. While continuing to maintain that most patients can safely take opioids¢damg
for chronic pain without becoming addicted, the Marketing Defendants asséd thatextent
thatsomepatients are at risk of opioid addictionctlars can effectively identify and manage that
risk by using screening tools or questionnaires. In materials they producedayrsgpns
controlled, Defendants instructed patients and prescribers that screensngcptoalentify
patients predisposed to addiction, thus making doctors feel more comfortable prgsaibids
to their patients and patients more comfortable starting opioid therapy for chaimid hese
tools, they say, identify those with higher addiction risks (stemming from pédiaanily
histories of substance use, mental iliness, trauma, or abuse) so that doctors naréheosely
monitor those patients.

185. Purdue shared iBartners Against PaifiPain Management Kit,” which contains
several screening tools andtalogues of Purdueaterials, which included these tools, with
prescribers. Janssen, on its website PrescribeResponsibly.com, statesrikktdf opioid

addiction “can usually be managed” through tools such as opioid agreements betveets pa
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and doctord? The webdie, which directly provides screening tools to prescribers for risk
assessments,includes a “[flour question screener” to purportedly help physicians identify and
address possible opioid misuSe.

186. Purdue and Cephalon sponsored the ARFestment Options: A Guide for
People Living with Paif2007), which also falsely reassured patients that opioid agreements
between doctors and patients can “ensure that you take the opioid as prescribed.”

187. Purdue sponsored a 2011 webinar taught by\labster, entitledlanaging
Patient’s Opioid Use: Balancing the Need and Rigkis publication misleadingly taught
prescribers that screening tools, urine tests, and patient agreements hdeetloé mfeventing
“overuse of prescriptions” and “overdose deaths.”

188. Purdue sponsored a 2011 CME program tili=thaging Patient’s Opioid Use:
Balancing the Need and Riskhis presentation deceptively instructed prescribers that screening
tools, patient agreements, and urine tests prevented “overuse of prescrigmidrisVerdose
deaths.”

189. Purdue also funded a 2012 CME program callbdonic Pain Management and
Opioid Use: Easing Fears, Managing Risks, and Improving Outcofiespresentation
deceptively instructed doctors that, through the use of screening tools, moretiregls, and
other techniques, even high-risk patients showing signs of addiction could be trehted wi

opioids.

49 Howard A. Heit, MD, FACPFASAM and Douglas L. Gourlay, MD, MSc, FRCPC, FASAM,
What a Prescriber Should Know Before Writing the First Prescrip®yascribe Responsibly,
http://www.prescriberesponsibly.com/articles/befprescribingopioids#pseudoaddiction (last
modified July 2, 2015).

%0 http://www.prescriberesponsibly.com/riaksessmentsources (last visited March 2, 2018).
*1d.
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190. Endo paid for a 2007 supplement available for continuing education credit in the
Journal of Family Practicevritten by a doctor who became amiger of Endo’s speaker’s
bureau in 2010. This publication, entitledin Management Dilemmas in Primary Care: Use of
Opioids (i) recommended screening patients using tools like (&)ph@d Risk Tootreated by
Dr. Webster and linked to Janssen or [i®3Screener and Opioid Assessment for Patients with
Pain, and (ii) taught that patients at high risk of addiction could safely receive cloginid
therapy using a “maximally structured approach” involving toxicology scraeaill counts.

The ORT wadinked to by Endo-supported websites, as well.

191. There are three fundamental flaws in the Marketing Defendants’ representations
that doctors can consistently identify and manage the risk of addiction. Firstigine reliable
scientific evidence that @tors can depend on the screening tools currently available to
materially limit the risk of addiction. Second, there is no reliable scientific exeédiat high
risk patients identified through screening can take opioids temg-without triggering
addiction, even with enhanced monitoring. Third, there is no reliable scientdien®a that
patients who are not identified through such screening can take opioidetongithout
significant danger of addiction.

C. Falsehood #3: Signs of addictive behaviare
“pseudoaddiction,” requiring more opioids

192. The Marketing Defendants instructed patients and prescribers thatsigns o
addiction are actually indications of untreated pain, such that the appropsaiase is to
prescribe even more opioids. Dr. Davidddlox, who later became a Senior Medical Director for
Purdue, published a study in 1989 coining the term “pseudoaddiction,” which he characterized as

“the iatrogenic syndrome of abnormal behavior developing as a direct consequerackeqtiate
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pain managaent.”®? In other words, people on prescription opioids who exhibited classic signs
of addction— for example, asking for more and higher doses of opioidsese#iating their
doses, or claiming to have lost prescriptions in order to get more opinieie-rot addicted, but
rather simply suffering from undertreatment of their pain.

193. In the material&ind outreach they produced, sponsored, or controlled, Defendants
made each of these misrepresentations and omissionsaamaever acknowledged, retracted,
or correctedhem

194. Cephalon, Endo, and Purdue sponsoredrdaeration of State Medical Boards’
(“FSMB”) Responsible Opioid Prescribi@007) written by Dr. Fishman and discussed in more
detail below, which taught that behaviors such as “requesting dyugsnie,” “demanding or
manipulative behavior,” seeing more than one doctor to obtain opioids, and hoarding, which are
signs of genuine addiction, are all really signs of “pseudoaddiction.”

195. Purdue posted an unbranded pamphlet entitledcal Issues in Opioid
Prescribingon its unbranded websiteartnersAgainstPain.conin 2005, and circulated this
pamphlet through at least 2007 and on its website through at least 2013. The pamphlet listed
conduct including “illicit drug use and deception” that it claimed was not evidenageof t
addiction but “pseudoaddiction” caused by untreated pain.

196. Even though its sales representatives promoted pseudoaddiction, Endo itself has
repudiated the concept of pseudoaddiction. In finding that “[tlhe pseudoaddiction concept has
never been empirically validated and in fact has been abandoned by some of its prggbeents

New York Attorney General, in a 2016 settlement with Endo, reported that “Endo’s Vice

52 David E. Weissman and J. David Hadd@xioid pseudoaddiction—an iatrogenic syndrome
36(3) Pain 363-66 (Mar. 1989), https://www.ncbi.nlm.nih.gov/pubmed/271086&8rogenic”
describes a condition induced by medical treatment.)
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President for Pharmacovigilance and Risk Management testified to [the NYhAGid was not
aware of any research validating the ‘pseudoaddiction’ concept” and acknowledggffi¢ulty
in distinguishing “between addiction and ‘pseudoaddictiGAEndo thereafter agreed not to
“use the term ‘pseudoaddiction’ in any training or marketing” in New York.

197. Janssen sponsored, funded, and edited a website catled alk Pain which in
2009 stated “pseudoaddiction . . . refers to patient behaviors that may occyrawvhen
undertreated . . . Pseudoaddiction is different from true addiction because such behaviors can
be resolved with effective pain management.” This website was accessibéewntil at least
May 2012.

198. Janssen also currently runs a webstrescriberesponsibly.camnwvhich claims
that concerns about opioid addiction are “overestimated,” and describes pseudoadsfetion a
syndrome that causes patients to seek additional medications due to inadequaeqiharapy
being prescribed. Typically when the pain is treated appropriately the inappedphavior
ceases™

199. The CDC Guideline nowhere recommends attempting to provide more opioids to
patients exhibiting symptoms of addiction. Dr. Lynn Webster, a KOL discussed beloitteddm
that pseudoaddiction “is already something we are debunking as a concept” and tieoam

much of an excuse to give patients more medication. It led us down a path that cansed ha

53 Attorney General of the State of New York, In the Matter of Endo HealthtiGns Inc. &
Endo Pharmaceuticalac., Assurance No.:15-228, Assurance of Discontinuance Under
Executive Law Section 63. Subdivision 15 at 7.

> What a Prescriber Should Know Before Writing the First Prescripfyascribe Responsibly,
http://www.prescriberesponsibly.com/articles/befprescribingopioids (last visited Oct. 9,
2017).
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d. Falsehood #4: Opioid withdrawal can be avoidd by tapering

200. In an effort to underplay the risk and impact of addiction, the Marketing
Defendants falsely claimed that, while patients become physically depiendepioids,
physical dependence is not the same as addiction and can be easily adifleess@dien pain
relief is no longer desired, by gradually tapering patients’ dose to avoid thsae¥ects of
withdrawal. Defendants fail to disclose the extremely difficult and painfatefthat patients
can experience when they are removed frpmids—adverse effects that also make it less
likely that patients will be able to stop using the drugs. Defendants also failedlosdihow
difficult it is for patients to stop using opioids after they have used them for a pedlpegod.

201. A non<redt educational program sponsored by Erfdersistent Pain in the
Older Adult,claimed that withdrawal symptoms, which make it difficult for patients to stop
using opioids, could be avoided by simply tapering a patient’s opioid dose over ten days.
However this claim is at odds with the experience of patients addicted to opioids. Mostgatien
who have been taking opioids regularly will, upon stopping treatment, experiehdeawial,
characterized by intense physical and psychological effects, includirefyamausea,
headaches, and delirium, among others. This painful and arduous struggle to termirete use c
leave many patients unwilling or unable to give up opioids and heightens the risk ¢tibaddic

202. Purdue sponsored the American Pain Foundation’sk”AR Policymaker’s
Guide to Understanding Pain & Its Managememhich taught that “Symptoms of physical
dependence can often be ameliorated by gradually decreasing the dose of metlicaiion
discontinuation,” but the guide did not disclose the sigaift hardships that often accompany
cessation of use.

203. To this day, the Marketing Defendants have not corrected or retracted their

misrepresentations regarding tapering as a solution to opioid withdrawal.
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e. Falsehood #5: Opioid doses can be increased withidimit or
greater risks

204. In materials they produced, sponsored or controlled, Marketing Defendants
instructed prescribers that they could safely increase patients’ dose teeguie relief. Each
of the Marketing Defendants’ claims was deceptive ihitr@mitted warnings of increased
adverse effects that occur at higher doses, effects confirmed by sciewitience.

205. These misrepresentations were integral to the Marketing Defendants’ momoti
of prescription opioids. As discussed above, patients develop a tolerance to opioidsia@analges
effects, so that achieving long-term pain relief requires constantiasiog the dose.

206. In a 1996 sales memo regarding OxyContin, for example, a regional manager for
Purdue instructed sales representativesfaym physicians that there is “no[] upward limit” for
dosing and ask “if there are any reservations in using a dose of 240mg-320mg of QxyTonti

207. In addition, sales representatives aggressively pushed doctors to prescribe
stronger doses of opioids. For example, one Purdue sales representative wrote abaut how hi
regional manager would drill the sales team on their upselling tactics:

It went something like this. “Doctor, what is the highest dose of
OxyContin you have ever prescribed?” “20mg Q12h.” “Dodifo

the patient tells you their pain score is still high you can increase
the dose 100% to 40mg Q12h, will you do that?” “Okay.” “Doctor,
what if that patient them came back and said their pain score was
still high, did you know that you could increase the OxyContin
dose to 80mg Q12h, would you do that?” “I don’t know, maybe.”

“Doctor, but you do agree that you would at least Rx the 40mg
dose, right?” “Yes.”

The next week the rep would see that same doctor and go through
the same discussion with the goal of selling higher and higher
doses of OxyContin.

%% Sales manager on 12-hour dosihgs Angeles Times (May 5, 2016),
http://documents.latimaes.com/saleanageionl12-hour-dosing-1996/.
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208. These misrepresentations were particulddggerous. As noted above, opioid
doses at or above 50 MME/day double the risk of overdose compared to 20 MME/day, and 50
MME is equal to just 33 mg of oxycodone. The recommendation of 320 mg every twelve hours
is ten times that.

209. Inits 2010 Risk Evaluation and Mitigation Strategy (“REMS”) for OxyContin,
however, Purdue does not address the increased risk of respiratory depressiorhdnohadeat
increasing dose, and instead advises prescribers that “dose adjustmentsmaale levery-2
days”; “it is most appropriate to increase the q12h dose”; the “total daily dosseally be
increased by 25% to 50%”; and if “significant adverse reactions occur, treaatjggassively
until they are under control, then resume upward titratién.”

210. Endo sponsored a websiigainknowledge.conwhich claimed that opioids may
be increased until “you are on the right dose of medication for your pain,” at which pthet fur
dose increases would not be required.

211. Endo also published on its website a patient education pamphlet entitled
Understanding Your Pain: Taking Oral Opioid Analgesi¢és Q&A format, it asked, “If | take
the opioid now, will it work later when | really need it?” The response is, “The dodeeca
increased . . . You won't ‘run out’ of pain relief.”

212. Purdue and Cephalon sponsored APFsatment Options: A Guide for People
Living with Pan (2007), which taught patients that opioids have “no ceiling dose” and therefore

are safer than NSAIDs.

56 OxyContin Risk Evaluation and Mitigation Strate§yrdue Pharma L.P.,
https://web.archive.org/web/20170215190303/https://www.fda.gov/downloads/Drugs/BtugSa
y/PostmarketDrugSafetylnformationforPatientsandProviders/UCM220990astiibdified

Nov. 2010).
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213. Marketing Defendants were aware of the greater dangers high dose opioids posed.
In 2013, the FDA acknowledged “that the available data do suggest a relationshignbetwe
increasing opioid dose and risk of certain adverse evendsthaih studies “appear to credibly
suggest a positive association between high-dose opioid use and the risk of overdose and/or
overdose mortality.” A study of the Veterans Health Administration from 2004 to 2008 found the
rate of overdose deaths is dirgattlated to maximum daily dose.

f. Falsehood #6: Longterm opioid use improves functioning

214. Despite the lack of evidence of improved function and the existence of evidence
to the contrary, the Marketing Defendants consistently promoted opioids as cdpaipeowing
patients’ function and quality of life because they viewed these claims asa part of their
marketing strategies. In recalibrating the #fi@nefit analysis for opioids, increasing the
perceived benefits of treatment was necessary t@wowey its risks.

215. Purdue noted the need to compete with this messaging, despite the lack of data
supporting improvement in quality of life with OxyContin treatment:

Janssen has been stressing decreased side effects, especially
constipation, as well as pattequality of life, as supported by

patient rating compared to sustained release morphine...We do not
have such data to support OxyContin promotion. . . . In addition,
Janssen has been using the “life uninterrupted” message in
promotion of Duragesic for nocancer pain, stressing that

Duragesic “helps patients think less about their pain.” This is a

competitive advantage based on our inability to make any quality
of life claims>’

216. Despite its acknowledgmeritdt “[w]e do not have such data to support
OxyContin promotion,” Purdue ran a full-page ad for OxyContin in the Journal of thecame

Medical Association, proclaiming, “There Can Be Life With Relief,” and shgw man happily

> Meier, supranote 16at 281.
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fly-fishing alongside his grandson, implying that OxyContin would help usersidandthis ad
earned a warning letter from the FDA, which admonished, “It is particudetyrbing that your
November ad would tout ‘Life With Relief’ yet fail to warn that patients canrdia taking
OxyContin.”®®

217. Purdue sponsored APFSsPolicymaker’'s Guide to Understanding Pain & Its
Managementwhich claimed that “multiple clinical studies” have shown that opioids are
effective in improving daily function, psychological health, and healited quality of life for
chronic pain patientsBut the article cited as support for this in fact stated the contrary, noting
the absence of long-term studies and concluding, “[flor functional outcomes, the otgesiasa
were significantly more effective than were opioids.”

218. A series of medical jarnal advertisements for OxyContin in 2012 presented
“Pain Vignettes~—case studies featuring patients with pain conditions persisting over several
months—that implied functional improvement. For example, one advertisement discribe
“writer with osteoarthitis of the hands” and implied that OxyContin would help him work more
effectively.

219. Similarly, since at least May of 2011, Endo has distributed and made available on
its websiteppana.coma pamphlet promoting Opana ER with photographs depicting matient
with physically demanding jobs like those of a construction worker or chef, dirslha
implying that the drug would provide long-term pain relief and functional improveme

220. As noted above, Janssen sponsored and edited a patient education guide entitled

Finding Relief: Pain Management for Older Adu2909), which states as “a fact” that “opioids

%8 Chris AdamsFDA Orders Purdue Pharma To Pull Its OxyContin Ad&ll Street Journal
(Jan. 23, 2003, 12:01am), https://www.wsj.com/articles/SB1043259665976915824.
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may make it easier for people to live normally.” This guide features a mangbgolf on the
cover and lists examples of expected functional improvement from opioids, like sldepiungh
the night, returning to work, recreation, sex, walking, and climbing stairsutesspatients that,
“[u]sed properly, opioid medications can make it possible for people with chronic pagtuim’
to normal.” Similarly, Responsible Opioid Prescribir{@007), sponsored and distributed by
Teva, Endo, and Purdue, taught that relief of pain by opioids, by itself, improved patients’
function. The book remains for sale online.

221. In addition, Janssenlset's Talk Painwebsite éatured a video interview, which
was edited by Janssen personnel, claiming that opioids were what allowedatpdtientinue
to function,” falsely implying that her experience would be representative.

222. The APF’sTreatment Options: A Guide for People Living with P&@a07),
sponsored by Purdue and Cephalon, counseled patients that opioids “give [pain patients] a
quality of life we deserve.” The guide was available online until APF shut its aobtay 2012.

223. Endo’s NIPC websit@ainknowledge.coraimedthat with opioids, “your level
of function should improve; you may find you are now able to participate in activitczspf
living, such as work and hobbies, that you were not able to enjoy when your pain was ifors
addition to “improved function,” the website touted improved quality of life as a benefit of
opioid therapy. The grant request that Endo approved for this project specifidaited
NIPC’s intent to make claims of functional improvement.

224. Endo was the sole sponsor, through NIPC, araes of CMEs titledPersistent
Pain in the Older Patientwhich claimed that chronic opioid therapy has been “shown to reduce
pain and improve depressive symptoms and cognitive functioning.” The CME was dessemi

via webcast.
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225. Mallinckrodt's website, in a section on responsible use of opioids, claims that
“[t]he effective pain management offered by our medicines helps enable patigaisitothe
workplace, enjoy interactions with family and friends, and remain an activdenerh
society.’®®

226. TheMarketing Defendants’ claims that lotgrm use of opioids improves patient
function and quality of life are unsupported by clinical evidence. There are no cahstolties
of the use of opioids beyond 16 weeks, and there is no evidence that opioids improve patients’
pain and function long term. The FDA, for years, has made clear through wattengtie
manufacturers the lack of evidence for claims that the use of opioids for chronimpedves
patients’ function and quality of ifé. Based upon aewiew of the existing scientific evidence,
the CDC Guideline concluded that “there is no good evidence that opioids improve pain or
function with long-term use®t

227. Consistent with the CDC's findings, substantial evidence exists demonstrating

that opioid drugs are ineffective for the treatment of chronic pain and worsenPatesaith.

%9 Mallinckrodt Pharmaceuticals, Responsible Use, http://www.mallinckrodtccoporate-
responsibility/responsible-use

% The FDA has warned other drugmakers that claims of improved function and quafigy of li
were misleadingSeeWarning Letter from Thomas Abrams, Dir., FDA Div. of Mktg., Adver., &
Commc’ns, to Doug Boothe, CEO, Actavis Elizabeth LLC (Feb. 18, 2010), (rejetings¢hat
Actavis’ opioid, Kadian, had an “overall positive impact on a patient’s work, phyasical
mental functioning, daily aistities, or enjoyment of life.”); Warning Letter from Thomas
Abrams, Dir., FDA Div. of Mktg., Adver., & Commc’ns, to Brian A. Markison, Chairman,
President and Chief Executive Officer, King Pharmaceuticals, Incc{iviat, 2008), (finding
the claim that “ptients who are treated with [Avinza (morphine sulfate ER)] experience an
improvement in their overall function, social function, and ability to perform dailyiges . . .
has not been demonstrated by substantial evidence or substantial clinicareg®dri The
FDA'’s warning letters were available to Defendants on the FDA website.

61 CDC Guideline at 20.
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For example, a 2006 study-studies found that opioids as a class did not demonstrate
improvement in functional outcomes over other non-addicting treatments. The fewtkennger
studies of opioid use had “consistently poor results,” and “several studies have shawed tha
opioids for chronic pain may actually worsen pain and functioning? aldng with general
health, mental health, amdcial function. Over time, even high doses of potent opioids often
fail to control pain, and patients exposed to such doses are unable to function normally.

228. On the contrary, the available evidence indicates opioids may worsen patients’
health and pain. Increased duration of opioid usé&rasgly associated with increased prevalence
of mental health disorders (depression, anxiety, pastatic stress disorder, and substance
abuse), increased psychological distress, and greater health caatiarilizhe CDC Guideline
concluded that “[w]hile benefits for pain relief, function and quality of lifdhlong-term opioid
use for chronic pain are uncertain, risks associated withteyrngopioid use are clearer and
significant.”®® According to the CDC, “fothe vast majority of patients, thadwn, serious, and
too-oftenfatal risks far outweigh the unproven and transient benefits [of opioids for chronic
pain].”%4

229. As one pain specialist observed, “opioids may work acceptably well for a while,
but over the long term, function generally declines, as does general health,heahtaland

social functioning. Over time, even high doses of potent opioids often fail to control pain, and

%2 Thomas R. Frieden and Debra HouRgducing the Risks of Reliefhe CDC Opioid-
Prescribing GuidelineNew England Journal of Medicine, at 1503 (Apr. 21, 2016)

63 CDC Guideline at 2, 18.

% Thomas R. Frieden and Debra HouRgducing the Risks of RelieThe CDC Opioid-
Prescribing GuidelineNew England Journal of Medicine, at 1503 (Apr. 21, 2016)
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these patients are unable to function norméditiri fact, research such as @08 study in the
journal Spinehas sbwn that pain sufferers prescribed opioids loeign suffered addiction that
made them more likely to be disabled and unable to Wotlkother study demonstrated that
injured workers who received a prescription opioid for more than seven days duringtthix fi
weeks after the injury were 2.2 times more likely to remain on work disabilgam@lgter than
workers with similar injuries who received no opioids afalMoreover, the first randomized
clinical trial designed to make hetmthead comparisons between opioids and other kinds of
pain medications was recently published on March 6, 2018, in the Journal of the American
Medical Association. The study reported that “[tjhere was no significti@teshce in pain
related function between the 2 grotipsthose whose pain was treated with opioids and those
whose pain was treated with non-opioids, including acetaminophen and otrstermdal anti
inflammatory drugs (“NSAIDs”) like ibuprofen. Accordingly, the study daded: “Treatment
with opioids was not superior to treatment with nonopioid medications for improving pain-

related function over 12 months.”

% Andrea RubinsteinAre We Making Pain Patients \"é@? Sonoma Med. (Fall 2009),
available at http://www.nbcms.org/about-us/sonoma-couorgglical
association/magazine/sonommeedicinearewe-makingpain-patients
worse.aspx?pageid=144&tabid=747.

% Jeffrey Dersh, et alPrescription opioid dependence is associated with poorer outcomes in
disabling spinal disorders33(20) Spine 2219-27 (Sept. 15, 2008).

7 Franklin, GM, Stover, BD, Turner, JA, Fulton-Kehoe, D, Wickizer, Bdrly opioid
prescription and subsequent disability among workers with back injuhedisability Risk
Identification Study Cohor83 Spine 199, 201-202.
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g. Falsehood #7: Alternative forms of pain relief pose greater
risks than opioids

230. In materials they produced, sponsored or controlled, the Marke&fenB®ants
omitted known risks of chronic opioid therapy and emphasized or exaggerated risks of
competing products so that prescribers and patients would favor opioids over otheesherapi
such as over-the-counter acetaminophen or over-the-counter or prescription NSAIDs

231. For example, in addition to failing to disclose in promotional materials the risks of
addiction, overdose, and death, the Marketing Defendants routinely ignored thad risks
hyperalgesia, a “known serious risk associated with chroniccbamalgesic therapy in which
the patient becomes more sensitive to certain painful stimuli over ffhheymonal
dysfunction®® decline in immune function; mental clouding, confusion, and dizziness; increased
falls and fractures in the elderf{neonatal astinence syndrome (when an infant exposed to
opioids prenatally suffers withdrawal after birth), and potentially fataractions with alcohol
or with benzodiazepines, which are used to treat anxiety and may be co-presdhbmoioidls,
particularly toveterans suffering from paff.

232. The APF'sTreatment Options: A Guide for People Living withrRaponsored

by Purdue and Cephalon, warned that risks of NSAIDs increase if “taken fothmara period

%8 |_etter from Janet Woodcock, M.D., Dir., Ctr. For Drug Eval. & Res., to Andrew KoJodny
M.D., PresPhysicians for Responsible Opioid PrescribiRg Docket No. FDA-2012-P-0818
(Sept.10, 2013).

9 H.W. Daniell, Hypogonadism in men consuming sustained-action oral opioids, 3(5) J. Pain
377-84 (2001).

0 SeeBernhard M. KuschelThe risk of fall injury in relation to commonly prescribed
medications among older people — a Swedish case-control &udyd. Pub. H. (July 31, 2014).

"I Karen H. SealAssociation of Mental Health Disorders With Prescription Opioids and High-
Risk Opioids in US Veterans of Iraq and Afghanis&dv(9) J. Am. Med. Ass’'n 940-47 (2012).
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of months,” with no corresponding warning about opioids. The publication falsely attributed
10,000 to 20,000 deaths annually to NSAID overdose, when the figure is closer t&?3,200.

233. Janssen sponsoréthding Relief: Pain Management for Older Ady2909),
that listed dose limitations as “disadvantages” of other pain medicines but omittéid@rssion
of risks of increased doses from opioidsnding Reliefdescribed the advantages and
disadvantages of NSAIDs on one page, and the “myths/facts” of opioids on the fapng pa
disadvantages of NSAIDs are described as involving “stomach upset or bleekidggy or
liver damage if taken at high doses or for a long time,” “adverse reaatipesple with
asthma,” and “can increase the risk ohii@ttack and stroke.” The only adverse effects of
opioids listed are “upset stomach or sleepiness,” which the brochure clalrge awvay, and
constipation.

234. Endo’s NIPC websiteRainknowledge.conwhich contained a flyer calledPain:
Opioid Therapy This publication listed opioids’ adverse effects but with significant omissions
including hyperalgesia, immune and hormone dysfunction, cognitive impairmenthtagera
dependence, addiction, and death.

235. As another example, the Endo-sponsored CME put ddIBE, Persistent Pain
in the Older Adultdiscussed above, counseled that acetaminophen should be used only short-
term and includes five slides on the FDA's restrictions on acetaminophen and it adtfents,
including severe liver injury and anaphylaxis (shock). In contrast, the CME downipéagisk

of opioids, claiming opioids have “possibly less potential for abuse than in youngetgat

2 Robert E. Tarone, et aNonselective Nonaspirin Nonsteroidal Anti-Inflammatory Drugs and
Gastrointestinal Bleeding: Relative and Absolute Risk Estimates from Recaamipogic
Studies11 Am. J. of Therapeutics 25 (2004).
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and does not list overdose among the adverse eff8otse of those misrepresentations are
described aboveathers are laid out below.

236. In April 2007, Endo sponsored an article aimed at prescribers, publisRathin
Medicine Newstitled “Case Challenges in Pain Management: Opioid Therapy for Chronic
Pain.””® The article asserted:

Opioids represent a highly effective but controversial and often
misunderstood class of analgesic medications for controlling both
chronic and acute pain. The phenomenon of tolerance to opioids —
the gradual waning of relief at a given desand fears of abuse,
diversion, and misuse tthiese medications by patients have led
many clinicians to be wary of prescribing these drugs, and/or to

restrict dosages to levels that may be insufficient to provide
meaningful relief/*

237. To help allay these concerns, Endo emphasized the risks of NSAHDs as
alternative to opioids. The article included a case study that focused on the dangendéd
use of NSAIDs, including that the subject was hospitalized with a massivegggtesintestinal
bleed believed to have resulted from his protracted NSAID use. In contrastjdleedatnot
provide the same detail concerning the serious side effects associategiwils.

238. Additionally, Purdue acting with Endo sponsofederview of Management
Options a CME issued by the AMA in 2003, 2007, 2010, and 2013. The 2013 version remains
available for CME credit. The CME taught that NSAIDs and other drugs, but notispane
unsafe at high doses.

239. As aresult of the Marketing Defendants’ deceptive promotion of opioids over

safer and more effective drugs, opipigscriptions increased even as the percentage of patients

3 Charles E. ArgoffCase Challenges in Pain Management: Opioid Therapy for Chronig Pain
Pain Med. News.

“1d.
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visiting a doctor for pain remained constant. A study of 7.8 million doctor visits &et2@00

and 2010 found that opioid prescriptions increased from 11.3% to 19.6% of visits, as NSAID and
acetanmophen prescriptions fell from 38% to 29%, driven primarily by the decline in NSAID
prescribing’®

h. Falsehood #8: OxyContin provides twelve hours of pain relief

240. Purdue also dangerously misled doctors and patients about OxyContin’s duration
and onset of action, making the knowingly false claim that OxyContin would provide 12 hours of
pain relief for most patients. As laid out below, Purdue made this claim for tvamseaBirst, it
provides the basis for both Purdue’s patent and its market niche, allowing it to both gandtect
differentiate itself from competitors. Second, it allowed Purdue to imply oraiaight that
OxyContin had a more even, stable release mechanism that avoided peaks and valleys and
therefore the rush that fostered addiction aimdeted abusers.

241. Purdue promotes OxyContin as an extended-release opioid, but the oxycodone
does not enter the body on a linear rate. OxyContin works by releasing a greptetion of
oxycodone into the body upon administration, and the release gsatdyets, as illstrated in

the following chart:

> M. Daubressest al, Ambulatory Diagnosis and Treatment of Nonmalignant Pain in the

United States, 2000-20191(10) Med. Care, 870-878 (2013). For back pain alone, the

percentage of patientsgscribed opioids increased from 19% to 29% between 1999 and 2010,
even as the use of NSAIDs or acetaminophen declined from 39.9% to 24.5% of these visits; and
referrals to physical therapy remained ste&be alsd. Mafi,et al, Worsening Trends in the
Management and Treatment of Back R4in3(17) J. of the Am Med. Ass’n Internal Med. 1573,
1573 (2013).
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OxyContin Pl Figure, Linear y-axis
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242. The reduced release of the drug over time means that the oxycodone no longer
provides the same level of pain relief; as a result, in many patients, OxyCoesimat last for
the twelve hours for which Purdue promotesatfact that Purdue has known at all times
relevant to this action.

243. OxyContin tablets provide an initial absorption of approximately 40% of the
active medicine. This has a tviold effect. First, the initial rush of nearly half of the paul
opioid triggers a powerful psychological response. OxyContin thus behaves keaa li
immediate release opioid, which Purdue itself once claimed was more addictingrigiital
1995 FDA-approved drug label. Second, the initial burst of oxycon@ams that there is less of
the drug at the end of the dosing period, which results in the drug not lasting for alfdl twe

hours and precipitates withdrawal symptoms in patients, a phenomenon known as “end of dose”
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failure. (The FDA found in 2008 that a “substantial number” of chronic pain patients will
experience endf-dose failure with OxyContin.)

244. Endof-dose failure renders OxyContin even more dangerous because patients
begin to experience withdrawal symptoms, followed by a euphoric rush witmtheidose—a
cycle that fuels a craving for OxyContin. For this reason, Dr. Theodore Cicero, a
neuropharmacologist at the Washington University School of Medicine in St. Loutsalleas
OxyContin’s 12-hour dosing “the perfect recipe for addictithKMany patients will exacerbate
this cycle by taking their next dose ahead of schedule or resorting to a reseus doother
opioid, increasing the overall amount of opioids they are taking.

245. It was Purdue’s decision to submit OxyContin for approval with 12-hour dosing.
While the OxyContin label indicates that “[t]here are no selitrolled clinical studies
evaluating the safety and efficacy with dosing more frequently than &2drgurs,” that is
because Purdue has conducted no such studies.

246. Purdue nevéhneless has falsely promoted OxyContin as if it were effective for a
full twelve hours. Its advertising in 2000 included claims that OxyContin provides isTems
Plasma Levels Over 12 Hours.” That claim was accompanied by amivadring the chart on
the previous page. However, this versionhef thardeceptivelyminimized the rate of endi-
dose failure by depicting 10 mg in a way that it appeared to be half of 100 mg ihlé'e ya
axis. That chart, shown below, depicts the same information as the chart above, botiaes s

way that makes the absorption rate appear more consistent:

® Harriet Ryan, “You Want a Description of Hell?’ OxyContin’s 12-Hour Probjéios
AngelesTimes, May 5, 2016, available laitp://www.latimes.com/projects/oxycortpartl/.
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247. Purdue’s 12-hour messaging was key to its competitive advantage over short-
acting opioids that required patients to wake in the middle of the night to take theiPpitidue
advertisements also emphasized “Q12h” dosing. These include an advertisetnertabruary
2005Journal of Painand 200&Clinical Journal of Painfeaturing an OxyContin logo with two
pill cups, reinforcing the twica-day messageA Purdue memo to the OxyContin launch team
stated that “OxyContin’s positioning statement is ‘all of the analgesic effafammediate
release oxycodone, with convenient q12h dosing,” and further that “[t}he convenience of q12h
dosing was emphasized as thestimportant benefit”

248. Purdue executives therefore maintained the messaging of thelwedosing

even when many reports surfaced that OxyContin did not last twelve hours. Instead of

T OxyContin launchLos Angeles Times (May 5, 2016),
http://documents.latimes.com/oxycontaunch1995/
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acknowledging a need for more frequent dosing, Purdue instructed its regresembgoush
higher-strength pills, even though higher dosing carries its own risks, as noted kladse.

means that patients will experience higher highs and lower lows, increlasingraving for

their next pill. (Urging higher doses to avoid end-of-dose failure is like advising a pilot to avoid
a crash by flying higher.) Nationwide, based on an analysis hyoth@&ngeles Timesore than
52% of patients taking OxyContin longer than three months are on doses greater than 60
milligrams pe& day—which converts to the 90 MED that the CDC Guideline urges prescribers to
“avoid” or “carefully justify.”’®

249. The information that OxyContin did not provide pain relief for a full twelve hours
was known to Purdue, and Purdue’s competitors, but was not disclosed to prescribers. Purdue’s
knowledge of some pain specialists’ tendency to prescribe OxyContin threegpi@meéay instead
of two was set out in Purdue’s internal documents as early as 1999 and is apparent from
MEDWATCH Adverse Event reports for OxyContin.

250. Even Purdue’s competitor, Endo, was aware of the problem; Endo attempted to
position its Opana ER drug as offering “durable” pain relief, which Endo understood tetsagge
contrast to OxyContin. Opana ER advisory board meetings featured pamtisfgeciting lack of
12-hour dosing as a disadvantage of OxyContin. Endo even ran advertisements for Opana ER
referring to “real” 12hour dosing.

251. For example, in a 1996 sales strategy memo from a Purdue regional manager, the
manager emphasized that repratives should “convinc[e] the physician that there is no need”

for prescribing OxyContin in shorter intervals than the recommended 12-hour indecya

8 CDC Guideline at 16.
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instead the solution is prescribing higher dog&©he sales manager instructed her team that
anything shorter than 12-hour dosing “needs to be nipped in the bud. Néw!!”

252. Purdue’s failure to disclose the prevalence of endesk failure meant that
prescribers were misinformed about the advantages of OxyContin in a mannerdéatguore
Purdue’s competitive advantage and profits, at the expense of patients, whoawedegp!
greater risk of overdose, addiction, and otiabrerse effects

I. Falsehood #9: New formulations of certain opioids successfully
deter abuse

253. Rather than take the widespread abudsend addiction to opioids as reason to
cease their untruthful marketing efforts, Marketing Defendants Purdueratalseized them as
a competitive opportunity. These companies developed and oversold tdiasent
formulations” (“ADF”) opioids as a solution to opioid abuse and as a reason that dmatlots
continue to safely prescribe their opioids, as well as an advantage of these eXpansied
drugs over other opioids. These Defendants’ false and misleading marketindpehéfies of
their ADF @ioids preserved and expanded their sales and falsely reassured pre$mibbis t
prolonging the opioid epidemic. Other Marketing Defendants, including Actavis and
Mallinckrodt, alsopromoted their branded opioids as formulated to be less addictive or less
subject to abuse than other opioids.

254. The CDC Guideline confirms that “[n]o studies” support the notion that “abuse-
deterrent technologies [are] a risk mitigation strategy for deterring oemiieg abuse,” notm

that the technologies “do not prevent opioid abuse through oral intake, the most common route of

9 Sales manager on 12-hour dosjihgs Angeles Times (May 5, 2016),
http://documents.latimes.com/satesnageion12-hour-dosing-1996/.

80 Harriet Ryan, Lisa Girion, and Scott Glovéfou Want a Description of Hell?” OxyContin’s
12-Hour Problem(May 5, 2016), http://www.latimes.com/projects/oxycontin-part1/.
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opioid abuse, and can still be abused by o@i+outes.” Tom Frieden, the former Director of
the CDC, reported that his staff could not find “any evidence showing the updated ofidkds [
opioids] actually reduce rates of addiction, overdoses, or death.”

I. Purdue’s deceptivemarketing of reformulated OxyContin and
Hysingla ER

255. Reformulated ADF OxyContin was approved by the FDA in April 2010. It was
not until 2013 that the FDA, in response to a citizen petition filed by Purdue, permiéeshoe
to the abuseleterrent properties in its label. When Hysingla ER (exteneledse hydrocodone)
launched in 2014, the product included similar alletefrent propertgeand limitations.But in
the beginning, the FDA made clear the limitedrakathat could be made about ADF, noting that
no evidence supported claims that ADF prevented tampering, oral abuse, or o aif rat
abuse.

256. Itis unlikely a coincidence thagformulated OxyContin was introduced shortly
before generic versions of OxyContin were to become available, threateningeédRerdue’s
market share and the price it could charge. Purdue nonetheless touted its introductién of AD
opioids as evidence of its good corporate citizenship and commitment to address the opioid
crisis.

257. Despite its setproclaimed good intention, Purdue merely incorporated its
generally deceptive tactics with respect to ADF. Purdue sales representgiviady
overstated and misstated the evidence for and impact of the ddteseent features of these
opioids. Specifically, Purdue sales representatives:

e claimed that Purdue’s ADF opioids prevent tampering and that its ADFs could not
be crushed or snorted;

e claimed that Purdue’ADF opioids reduce opioid abuse and diversion;

e asserted or suggested that its ADF opioids are non-addictive or less addictive,
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e asserted or suggested that Purdue’s ADF opioids are safer than other opioids,
could not be abused or tampered with, and were not sought out for diversion; and

o failed to disclose that Purdue’s ADF opioids do not impact oral abuse or misuse.

258. If pressed, Purdue acknowledged that perhaps some “extreme” patients rthight sti
abuse the drug, but claimed the ADF features protect theitgajbpatients. These
misrepresentations and omissions are misleading and contrary to Purdudab&BBFPurdue’s
own information, and publicly available data.

259. Purdue knew or should have known that reformulated OxyContin is not more
tamperresistanthan the original OxyContin and is still regularly tampered with and abused.

260. In 2009, the FDA noted in permitting ADF labeling that “the tanmesristant
properties will have no effect on abuse by the oral route (the most common mode of. albuse)”
the 2012 medical office review of Purdue’s application to include an almisgence claim in
its label for OxyContin, the FDA noted that the overwhelming majority of deiattedl to
OxyContin were associated with oral consumption, and that only 2% of dezrthasgociated
with recent injection and only 0.2% with snorting the drug.

261. The FDA'’s Director of the Division of Epidemiology stated in September 2015
that no data that she had seen suggested the reformulation of OxyContin “acadsla
reduction in abuse,” between continued oral abuse, shifts to injection of other drugdirfmcl
heroin), and defeat of the ADF mechanism. Even Purdue’s own funded research showfs that ha
of OxyContin abusers continued to do so orally after the reformulation rather thao skiifer
drugs.

262. A 2013 article presented by Purdue employees based on review of data from
poison control centers, concluded that ADF OxyContin can reduce abuse, it but ignored

important negative findings. The study revealed that abuse merely shifted to otseaik
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that, when the actual incidence of harmful exposures was calculated, theraoseinarmful
exposures to opioids after the reformulation of OxyContin. In short, the articletistebe
emphasized the advantages and ignored the disadvantages of ADF OxyContin.

263. Websites and message boards used by drug abusers, such as bluelight.org and
reddit.com, report a variety of ways to tamper with OxyContin and Hysingla ERdingl
through grinding, microwaving then freezing, or drinking sodfawt juice in which a tablet is
dissolved. Purdue has been aware of these methods of abuse for more than a decade.

264. Onethird of the patients in a 2015 study defeated the ADF mechanism and were
able to continue inhaling or injecting the drug. To the extent that the abuse of P&Md&e’s
opioids was reduced, there was no meaningful reduction in opioid abuse overall, as many users
simply shifted to other opioids such as heroin.

265. In 2015, claiming a need to further assess its data, Purdue abruptly withdrew a
supplemental new drug application related to reformulated OxyContin one dag BBfarstaff
was to release its assessment of the application. The staff review preceded aaviSOry
committee meeting related to new studies by Purdue “evaluating siserand/or abuse of
reformulated OxyContin” and whether those studies “have demonstrateldetmatdrmulated
product has a meaningful impact on abu8elJpon information and belief, Purdue never
presented the data to the FDA because the data would not have supported claims that
OxyContin’s ADF properties reduced abuse or misuse.

266. Despite its own evidence of abuse, and the lack of evidence regarding the benefit

of Purdue’s ADF opioids in reducing abuse, Dr. J. David Haddox, the Vice Presidenttbf Heal

81 Meeting Notice, Joint Meeting of the Drug Safety and Risk Managementakg\@@mmittee
and the Anesthetic and Analgesic Drug Products Advisory Committee; Nofitesding, May
25, 2015, 80 FR 30686.
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Pdicy for Purdue, falsely claimed in 2016 that the evidence does not show that Purdue’s ADF
opioids are being abused in large numbers. Purdue’s recent advertisements ih nationa
newspapers also continues to claim its ADF opioids as evidence of its effodsd¢e opioid

abuse, continuing to mislead prescribers, patients, payors, and the public aboidaby efits
actions.

il Endo’s deceptivemarketing of reformulated Opana ER

267. Endoalso made abusdeterrence a key to its marketing strategy.

268. Opana ER waparticularly likely to be tampered with and abused. That is because
Opana ER has lower “bioavailability” than other opioids, meaning that the gattarmaceutical
ingredient (the “API1” or opioid) does not absorb into the bloodstream as rapidly as othds opioi
when taken orally. Additionally, when swallowed whole, the extemdkzhse mechanism
remairs intact, so that only 10% of Opana ER’s APl is released into the patient’s bdamalstr
relative to injection; when it is taken intranasally, that rate as@e to 43%. The larger gap
between bioavailability when consumed orally versus snorting or injectionigaeegthe
incentive for users to manipulate the drug’s means of administration.

269. In December 2011, Endo obtained approval for a new formulati©paha ER
that added a hard coating that the company claimed made itresistant.

270. Even prior to its approval, the FDA had advised Endo that it could not market the
new Opana ER as abudeterrent.

271. However, Endo continued toarket Opana ER as ADwhile its commercial
window remained open.

272. Nonetheless, in August of 2012, Endo submitted a citizen petition asking the FDA
for permission to change its label to indicate that Opana ER was @sistent, both in that it

was less able to be crushed and snaatetithat it was resistant injection by syringe. Borrowing
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a page from Purdue’s playbook, Endo announced it would withdraw original Opana ER from the
market and sought a determination that its decisias made for safety reasons (its lack of
abusedeterence), which would prevent generic copies of original Opana ER.

273. Endo then sued the FDA, seeking to force expedited consideration of its citizen
petition. The court filings confirmed Endo’s true motives: in a declaration subtmwiitte its
lawsuit, Endo’s chief operating officer indicated that a generic version afeCpR would
decrease the company’s revenue by up to $135 million per year. Endo also clainfatig¢hat
FDA did not block generic competition, $125 million, which Endo spent on develogng th
reformulated drug to “promote the public welfare” would be $6sThe FDA responded that
“Endo’s true interest in expedited FDA consideration stems from business caratkenghan
protection of the public healtf®

274. Despite Endo’s purported concern with public safety, not only did Endo continue
to distribute original, admittedly unsafe Opana ER for nine months after tnenutdived version
became available, it declined to recall original Opana ER despite its dahgéast, Endo
claimed in Septaber 2012 to be “proud” that “almost all remaining inventory” of the original

Opana ER had “been utilize&

82 Plaintiff's Opposition to Defendants’ and Intervenor’s Motions to DismigsPdaintiff's

Reply in Support of Motion for Preliminary Injunction (“Endo Br.Endo Pharmaceuticals Inc.
v. U.S. Food and Drug Administration, et.aNo. 1:12ev-01936, Doc. 23 at 20 (D.D.C. Dec.14,
2012).

83 Defendants’ Response to the Court’s November 30, 2012 @migo, Pharmaceuticals Inc. v.
U.S. Food and Drug Administration, et.aNo. 1:12cv-01936, Doc. 9 at 6 (D.D.C. Dec. 3,
2012).

841d.; Endo News Release, Sept. 6, 2E®lo Pharmaceuticals Inc. v. U.S. Food and Drug
Administration, et aJ.No. 1:12ev-01936, Doc. 18-4(D.D.C. Dec. 9, 2012)..
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275. Inits citizen petition, Endo asserted that redesigned Opana ER had “safety
advantages.” Endo even relied on its rejected assertion that Opana was leddectasirgue
that it developed Opana ER for patient safety reasons and that the new fomwutatld help,
for example‘where children unintentionally chew the tablets prior to an accidental inge8ti

276. However, in rejecting the petition in a 2013 decision, the FDA found that “study
data show that the reformulated version's extemdksdse features can be compromised when
subjected to ... cutting, grinding, or chewing.” The FDA also determined thatrinafted
Opana ER” could also beéadily prepared for injections and more easily injected[.]” In fact,
the FDA warned that preliminary datancluding in Endo’s own studiessdggested that a
higher percentage of reformulated Opana ER abuse is via injection than wa® tvélcése
original formulation.

277. Meanwhile, in 2012, an internal memorandum to Endo account executives noted
that abuse of Opana ER had “increased significantly” in the wake of the purpaiede-
deterrent formulation. In February 2013, Endo received abuse data mggamiina ER from
Inflexxion, Inc., which gathers information from substance abusers enteritrgeérg¢and
reviews abuséocused internet discussions, that confirmed continued abuse, particularly by
injection.

278. In 2009, only 3% of Opana ER abuse was by intravenous means. Since the
reformulation, injection of Opana ER increased by more than 500%.’'ssmwlo data, presented

in 2014, found between October 2012 and March 2014, 64% of abusers of Opana ER did so by

85 CP, FDA Docket 2012-8-0895, at 2.
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injection, compared with 36%6r the old formulatiorf® The transition into injection of Opana
ER made the drugven less safe than the original formulation. Injection carries risks of HIV
Hepatitis C, and, in reformulated Opana ER'’s specific case, the blood-clottindedisor
thrombotic thrombocytopenic purpura (TTP), which can cause kidney failure.

279. Publicly, Endo sought to marginalize the problem. On a 2013 call with investors,
when asked about an outbreak of TTP in Tennessee from injecting Opana ER, Endo sought to
limit its import by assigning it téa very, very distinct area of the country.”

280. Despite its knowledge that Opana ER was widely abused and injected, Endo
marketed the drug as tamgesistant and abuse-deterrent. Upon information and belief, based
on the company’s detailing elsewhere, Esdtes representatives informed doctors that Opana
ER was abusdeterrent, could not be tampered with, and was safe. In addition, sales
representatives did not disclose evidence that Opana was easier to abuse intsaaadpiisl|
pressed by prescribersashed that while outlier patients might find a way to abuse the drug,
most would be protected.

281. Areview of national surveys of prescribers regarding their “takays” from
pharmaceutical detailing confirms that prescribers remember beingpalth®R watamper
resistant. Endo also tracked messages that doctors took from its in-persomiguafkedng the
advantages of Opana ER, according to participating doctors, was its “low aberstapdt

282. Inits written materials, Endo marketed Opana ER as hdaeg designed to be

crushresistant, knowing that this would (falsely) imply that Opana ER actuallyxak

86 Theresa Cassidf,he Changing Abuse Ecology: Implications for Evaluating the Abuse Pattern
of ExtendeeRelease Oxymorphone and Abuse-Deterrent Opioid Formulatfans Week

Abstract 2014, available at: https://www.painweek.org/assets/documental{&te
painweek2014acceptedabstracts.pdf.
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resistant and that this crusbsistant quality would make Opana ER less likely to be abused. For
example, a June 14, 2012 Endo press release announced “the completion of the company’s
transition of its Opana ER franchise to the new formulation designed to be sissinte’

283. The press release further stated that: “We firmly believe that the new ftionula
of Opana ER, coupled with our longrm @mmitment to awareness and education around
appropriate use of opioids will benefit patients, physicians and payers. The |[@ass re
described the old formulation of Opana as subject to abuse and misuse, but failed te ttisclos
absence of evidencedhreformulated Opana was any better. In September 2012, another Endo
press release stressed that reformulated Opana ER employed “INTAC Tegghanid
continued to describe the drug as “designed to be cass$tant.”

284. Similarly, journal advertisementldt appeared in April 2013 stated Opana ER
was “designed to be crush resistant.” A January 2013 article in Pain Medicirse iNsegd in
part on an Endo press release, described Opana ER asfesisthnt.” This article was posted
on thePain Medicine Ne/swebsite, which was accessible to patients and prescribers.

285. In March 2017, because Opana ER could be “readily prepared for injection” and
was linked to outbreaks of HIV and TTP, an FDA advisory committee recommenti€ptraa
be withdrawn from the market. The FDA adopted this recommendation on June 8/ E0#/.
announced on July 6, 2017 that it would agree to stop marketing and selling Op%ha ER.
However, by this point, the damage had been done. Even then, Endo continued to insist, falsely,

that it “has taken significant steps over the years to combat misuse arel’abus

87 Press Release, “FDA requests removal of Opana ER for risks relaieds®,” June 8, 2017,
available at:
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm562401.htm

88 Press Release, “Endo Provides Update on Opana ER,” July 6,a2@il#ble at:
http://www.endo.com/newsvents/presseleases

83



Case: 4:18-cv-01376 Doc. #: 1 Filed: 08/20/18 Page: 92 of 281 PagelD #: 92

iii. Other Marketing Defendants’ misrepresentations regarding
abuse deterrence

286. Kadian was not approved by the FDA as alieterrentand, upon information
and belief, Actavis had no studies to suggest it Wasvever, Actavis sales representatives
informed prescribers it was more difficult to abuse and less addictive than othidsopi

287. Mallinckrodt promoted both Exalgo (extendexlease hydromorphone) and
Xartemis XR (oxycodone and acetaminophen) as specifically formulatedutceraduse. For
example, Mallinckrodt’s promotional materials stated that “the physical propefttesALGO
may make it difficult to extract the active ingrent using common forms of physical and
chemical tampering, including chewing, crushing and dissohihigdne member of hFDA'’s
Controlled Substance Staff, however, noted in 2010 that hydromorphone has “a high abuse
potential comparable to oxycodone” and further stated that “we predict thgoBxdlhave
high levels of abuse and diversio.”

288. With respect to Xartemis XR, Mallinckrodt’s promotional materials stated that
“XARTEMIS XR has technology that requires abusers to exert additional effertact the

active ingredient from the large quantity of inactive and deterrent ingredfémtsanticipation

89 Mallinckrodt Press ReleaseéDA Approves Mallinckrodt’s EXALGO@ydromorphone HCI)
ExtendeeRelease Tablets 32 mg (ClI) for Opioid-Tolerant Patients with ModeoaBzvere
Chronic Pain(Aug. 27, 2012), available at
http://newsroom.medtronic.com/phoenix.zhtml?c=251324&p=irol-newsArticle&ID=2004159

% http://www.fda.govdownloads/advisorycommittees/committeesmeetingmaterials/
drugs/anestheticandanalgesicdrugproductsadvisorycommittee/ucm187490.pdbat 157-

91 Mallinckrodt, Responsible Use of Opioid Pain Medicatighr. 7, 2014)
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of Xartemis XR’sapproval, Mallinckrodt added 150-200 sales representatives to promote it, and
CEO Mark Trudeau said the drug could generate “hundreds of millions in rev&nue.”

289. While Marketing Defendants promote patented technology as the solution to
opioid abuse and addiction, none of their “technology” addresses the most common form of
abuse—eral ingestior—and their statements regarding abdeeerrent formulations give the
misleading impression that these reformulated opioids can be prescribed safely

290. In sum, each of #hnine categories ohisrepresentations discussed above
regarding the use of opioids to treat chronic pain was not supported by or was dorttrary
scientific evidence. In addition, the misrepresentations and omissions sebfmréhaad
elsewhere ithis Complaint are misleading and contrary to the Marketing Defendaatkigis’
labels.

2. The Marketing Defendants Disseminated Their Misleading Messages
About Opioids Through Multiple Channels

291. The Marketing Defendants’ false marketing campaign not onfyeted the
medical community who had to treat chronic pain, but also patients who experience pamni
292. The Marketing Defendants utilized various channels to carry out their nmarket
scheme of targeting the medical community and patients with decegtveation about
opioids: (1) “Front Groups” with the appearance of independence from the Marketing
Defendants; (230o-called “key opinion leaders” (“KOLs"), that is, doctors who were paid by the
Marketing Defendants to promote their pro-opioid mess@)€&ME programs controlled

and/or funded by the Marketing Defendants; (4) branded advertising; (5) unbrandeiadyer

92 Samantha Lissdylallinckrodt banks on new painkillers for sal&t. Louis Business Journal
(Dec. 30, 2013), available at http://argentcapital.com/mallinckrodt-bamkew-painkillersfor-
sales/
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(6) publications; (7direct, targeted communications with prescribers by sales representatives
“detailers”; and (8) speakers bares and programs.

a. The Marketing Defendants Directed Front Groups to
Deceptively Promote Opioid Use

293. Patient advocacy groups and professional associations also became vehicles to
reach prescribers, patients, and policymak&tarketing Defendantexerted mfluence and
effective controlbverthe messaging bthese groups by providing major funding directly to
them, as well as through KOLs who served on their boards. These “Front Groups” put out
patient education materials, treatment guidelines and CMEsupported the use of opioids for
chronic pain, overstated their benefits, and understated theiftigksfendants funded these
Front Groups in order to ensure supportive messages from these seeminglyandutratiible
third parties, and their funding did, in fact, ensure such supportive messaitgs-at the
expense of their own constituencies.

294. *“Patient advocacy organizations and professional societies like the Front Groups
‘play a significant role in shaping health policy debates, setting natiardgloes for patient
treatment, raising disease awareness, and educating the p#fdiEvén small organizations—
with ‘their large numbers and credibility with policymakers and the publigyve ‘extensive
influence in specific disease areas.’ Largemorgations with extensive funding and outreach

capabilities ‘likely have a substantial effect on policies relevant to theirtiydsmonsors.’®°

93 U.S. Senate Homeland Security & Governmental Affairs CommHeejng an Epidemic:
Exposing the Financial Ties Between Opioid Manufacturers and Third Party Advocacy GGroups
(February 12, 2018)ttps://www.hsdl.org/?abstract&did=8081{Fueling an Epidemiy, at

p. 3.

%1d. at p. 2.
%d.

86


https://www.hsdl.org/?abstract&did=808171

Case: 4:18-cv-01376 Doc. #: 1 Filed: 08/20/18 Page: 95 of 281 PagelD #: 95

Indeed, the U.S. Senate’s repéitieling an Epidemic: Exposing the Financial Ties Between
Opioid Manufacturers and Third Party Advocacy Gragpwhich arose out of a 2017 Senate
investigation and, drawing on disclosures from Purdue, Janssen, Insys, and other opioid
manufacturers, “provides the first comprehensive snapshot of the financial comshéetween
opioid manufacturers and advocacy groups and professional societies operatingaa tie a
opioids policy,®” found that the Marketing Defendants made miliarf dollars’ worth of
contributions to various Front Groufs.

295. The Marketing Defendants also “maddstantial payments to individual group
executives, staff members, board members, and advisory board members&afiiith the
Front Groups subject to the Senate Committee’s study.

296. As the SenatEueling an Epidemi®eport found, the Front Groups “amplified or
issued messages that reinforce industry efforts to promote opioid prescaptiaise, including
guidelines and policies minimizing the risk of addiction and promoting opioids for chronic
pain.”° They also “lobbied to change laws directed at ingrlopioid use, strongly criticized
landmark CDC guidelines on opioid prescribing, and challenged legal efforts to holciguingysi
and industry executives responsible for overprescription and misbrartfing.”

297. The Marketing Defendants took an active roleurdgg, reviewing, and

approving many of the false and misleading statements issued by the Front, @nsupsg that

% Fueling an Epidemic, supnaote 125p. 3.
1d. at p. 1.

%1d. at p. 3.

1d. at p. 10.

10014, at 12-15.

1011d. at 12.
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Defendants were consistently in control of their content. By funding, directiong
approving, and distributing these materials, Defendants exercised controhdatapted their
false and deceptive messages and acted in concert with the Front @ndujpsough the Front
groups, with each other to deceptively promote the use of opioids for the treatment af chroni
pain.

I. American Pan Foundation

298. The most prominent of the Front Groups was the American Pain Foundation
(“APF”). While APF held itself out as an independent patient advocacy organizatieality it
received 90% of its funding in 2010 from the drug and mediesiee indistry, including from
defendants Purdue, Endo, Janssen and Cephalon. APF received more than $10 million in funding
from opioid manufacturers from 2007 until it closed its doors in May 2012. By 2011, APF was
entirely dependent on incoming grants from Defendants Purdue, Cephalon, Endo, and others to
avoid using its line of credit. Endo was APF’s largest donor and provided more than rsalf of it
$10 million in funding from 2007 to 2012.

299. For example, APF published a guide sponsored by Cephalon and Puedlie titl
Treatment Options: A Guide for People Living with Raind distributed 17,200 copies of this
guide in one year alone, according to its 2007 annual report. This guide contaipemulti
misrepresentations regarding opioid use, which are discussed below.

300. APF also developed the National Initiative on Pain Control (“NIPC”), which ran a
facially unaffiliated websitenww.painknowledge.camNIPC promoted itself as an education
initiative led byits expert leadership team, including purported experts indinenpanagement
field. NIPC published unaccredited prescriber education programs (aedrpaiigrams are
reviewed by a third party and must meet certain requirements of independence from

pharmaceutical companies), including a series of “dinner dialogBesit was Endo that

88



Case: 4:18-cv-01376 Doc. #: 1 Filed: 08/20/18 Page: 97 of 281 PagelD #: 97

substantially controlled NIPC, by funding NIPC projects, developing, spegifgnd reviewing
its content, and distributing NIPC materialEndo’s control of NIPC was such that Endo listed it
as one of its “professional education initiative[s]” in a plan Endo submitted to the YD,
Endo’s involvement in NIPC was nowhere disclosed on the website pages descriiingrNIP
www.painknowledge.orgendo estimated it would reach 60,000 prescribers through NIPC.
301. APF was often called upon to provide “patient representatives” for the Marketing
Defendants’ promotional activities, including for Purdue’s “Partners AgRiais” and Janssen’s
“Let’'s Talk Pain.” Although APF presented itself as a patient advoca@naation, it
functioned largely as an advocate for the interests of the Marketing Defendat patients. As
Purdue told APF in 2001, the basis of a grant to the organization was Purdue’s desire to
strategically align its investments in nonprofit organizations that share [#i5Elsg interests.
302. In practice, APF operated in close collaboration with Defendants, submitting
grant proposals seeking to fund activities and publications suggested by Defendasts stimd)
in marketing projects for Defendants.
303. This alignment of interestsas expressed most forcefully in the fact that Purdue
hired APF to provide consulting services on its marketing initiatives. Purdue &hdmé€ted
into a “Master Consulting Services” Agreement on September 14, 2011. That agremvaent g
Purdue substantial rights to control APF’s work related to a specific promighi@nject.
Moreover, based on the assignment of particular Purdue “contacts” for each andj@dF's
periodic reporting on their progress, the agreement enabled Purdue to be regudagelpf the
misrepresentations APF was disseminating regarding the use of opiogkst tchiionic pain in
connection with that project. The agreement gave Purdue—but not APF—the right to end the

project (and, thus, APF’s funding) for any reason. Even for projects not produced during the
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terms of this Agreement, the Agreement demonstrates APF’s lack of indepeaddnce
willingness to harness itself to Purdue’s control and commercial interést$, would have
carried across all of APF’s work.

304. APF’s Board ofDirectors was largely comprised of doctors who were on the
Marketing Defendants’ payrolls, either as consultants or speakers isah®eents. The close
relationship between APF and the Marketing Defendants demonstrates AdF'ck of
independence, in its finances, management, and mission, and its willingness to aketngar
Defendants to control its activities and messages supports an inference tli¢feactant that
worked with it was able to exercise editorial control over its publicati@wer-when
Defendants’ messages contradicted APF’s internal conclusions. For exanmgledtable
convened by APF and funded by Endo also acknowledged the lack of evidence to support
chronic opioid therapy. APF’s formal summary of the meeting notes condluaed[An]
important barrier[] to appropriate opioid management [is] the lack of confirmaatayathout the
long-term safety and efficacy of opioids in noaAcer chronic pain, amid cumulative clinical
evidence.”

305. In May 2012, the U.S. Senate Finance Committee began looking into APF to
determine the links, financial and otherwise, between the organization and the nusersad
opioid painkillers. Within days of being targeted by the Senate investigatiéiis ABard voted
to dissolve the organizationlte to irreparable economic circumstances.” APF then “cease[d] to
exist, effective immediately.’"Without support fronMarketing Defendantso whom APF could

no longer be helpful, APF was no longer financially viable.
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il. American Academy of Pain Medicine andhe American Pain
Society

306. The American Academy of Pain Medicine (“AAPM”) and the American Pain
Society (“APS”) are professional medical societies, each of which receivedrsidd§unding
from Defendants from 2009 to 2013. In 1997, AAPM issuatbasensus” statement that
endorsed opioids to treat chronic pain and claimed that the risk that patients woulé becom
addicted to opioids was lo¥? The Chair of the committee that issued the statemeng,. Dr.
David Haddox, was at the time a paid spea&ePiurdue. The sole consultant to the committee
was Dr.RussellPortenoy, who was also a spokesperson for Pur@ihe.consensus statement,
which also formed the foundation of the 1998 Guidelines, was published on the AAPM’s
website.

307. AAPM'’s corporate council includes Purdue, Depomed, Teva and other
pharmaceutical companies. AAPM'’s past presidents include Haddox (1998 dirFishman
(“Fishman”) (2005), DrPerry G. Fine (“Fine”) (2011) and Drynn R. Webster (“Webster”)
(2013), all of whose connections to the opioid manufacturers are@la@limented as set forth
below.

308. Fishman, who also served as a KOL for Marketing Defendants, stated that he
would place the organization “at the forefront” of teaching that “the risks oftamdare . . .

small and cate managed!®?

102The Use of Opioids for the Treatment of Chronic PAIRS & AAPM (1997). Available at
http://www.stgeorgeutah.com/wgpntent/uploads/2016/05/OPIOIDES.DOLORCRONICO.pdf
(as viewed August 18, 2017).

103 Interview by Paula Moyer with Scott M. Fishman, M.D., Professor of Anesthggiand
Pain Medicine, Chief of the Division of Pain Medicine, Univ. of Cal., Davis (2005), available a
http://www.medscape.org/viewarticle/500829.
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309. AAPM received over $2.2 million in funding since 2009 from opioid
manufacturers. AAPM maintained a corporate relations council, whose memioe$2 5800
per year (on top of other funding) to participate. The benefits included allowinger®tn
present educational programs atsite dinner symposia in connection with AAPM’s marquee
event— its annual meeting held in Palm Springs, California, or other resort locations.

310. AAPM describes the annual event as an “exclusive venue” for off€fifigs to
doctors. Membership in the corporate relations council also allows drug conxesmyiees and
marketing staff to meet with AAPM executive committee members in small settings. Bretfend
Endo, Purdue, and Cephalon were members of the council esehped deceptive programs to
doctors who attended this annual event. The conferences sponsored by AAPM heavily
emphasized CME sessions on opioids — 37 out of roughly 40 at one conference alone.

311. AAPM'’s staff understood that they and their industry funeese engaged in a
common task. Defendants were able to influence AAPM through both their sign#frant
regular funding and the leadership of pro-opioid KOLs within the organization.

312. AAPM and APS issued their own guidelines in 2009 (“2009 GuidelineAR M,
with the assistance, prompting, involvement, and funding of Defendants, issued thentreatme
guidelines discussed herein, and continued to recommend the use of opioids to treat dnronic pa
Fourteen of the 21 panel members who drafted the 2009 Guidelines, including KOL Dr. Fine,
received support from Defendants Janssen, Cephalon, Endo, and Purdue. Of these individuals,
six received support from Purdue, eight from Teva, nine from Janssen, and nine from Endo.

313. One panel member, Dioel Saper, Cliniddrofessor of Neurology at Michigan
State University and founder of the Michigan Headache & Neurologid#ubes resigned from

the panel because of his concerns that the Guidelines were influenced by contrthatidngg
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companies, including Purdue, Endo, Janssen, and Teva, made to the sponsoring organizations
and committee members.

314. Dr. Gilbert Fanciullo, now retired as a professor at Dartmouth College’slGeise
School of Medicine, whalsoserved on the AAPM/APS Guidelines panel, has since described
them as “skewed” by drug companies and “biased in many important respedtsiingc¢he
high presumptive maximum dose, lack of suggested mandatory urine toxicology, testing
claims of a low risk of addiction.

315. The 2009 Guidelines have been a partidyleffective channel of deception
Theyhave influenced not only treating physicians, but also the sciditgfiatureon opioids;
they were reprinted in th#ournal of Pain have been cited hundreds of times in academic
literature, were disseminated during the relevant time period, and were andii@e@wonline.
Treatment guidelineare especially influential with primary care physicians and family doctors
to whom Marketing Defendants promoted opioids, whose lack of specialized training in pai
management and opioids makes them more reliant on, and less able to evaluate, thésesguidel
For that reason, thH@DC has recognized that treatment guidelines can “change prescribing
practices.%4

316. The 2009 Guidelines are relied upon by doctors, especially general practitioners
and family doctors who have no specific training in treating chronic pain.

317. The Marketing Defendants widely cited and promoted the 2009 Guidelines
without disclosing the lack of evidence to support their conclusions, their involvement in the
development of the Guidelines or their financial backing of the authors of thedeliGes. For

example, a speaker presentation prepared by Endo in 2009 tigeldole of Opana ER in the

1042016 CDC Guideline at 2.
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Management of Moderate to Severe Chronic Pelies on theAAPM/APS Guidelines while
omitting their disclaimer regarding the lack of evidence for recommgritdause of opioids for
chronic pain.

i. FSMB

318. The Federation of State Medical Boards (“FSMB”) is a trade organization
representing the various state medicalrds in the United States. The state boards that comprise
the FSMB membership have the power to license doctors, investigate complaintscigtidelis
physicians.

319. The FSMB finances opioid- and pain-specific programs through grants from
Defendants.

320. Sincel998, the FSMB has been developing treatment guidelines for the use of
opioids for the treatment of pain. The 1998 version, Model Guidelines for the Use of Controlled
Substances for the Treatment of Pain (“1998 Guidelines”) was produced “in collaborigtion w
pharmaceutical companies.” The 1998 Guidelines that the pharmaceutical cornpipeds
author taught not that opioids could be appropriate in only limited cases after ottmemtsa
had failed, but that opioids were “essential” for treatment ofretnmain, including as a first
prescription option.

321. A 2004 iteration of the 1998 Guidelines and the 2007 book, Responsible Opioid
Prescribing, also made the same claims as the 1998 Guidelines. These guigeknessted
online and were available to and intended to reach physicians nationwide, including in St.
CharlesCounty.

322. FSMB’s 2007 publicatiorResponsible Opioid Prescribirvgas backed largely by
drug manufacturers, including Purdue, Endo and Cephalon. The publication also received

support from the American Pain Foundation and the American Academy of Pain Medicine. The
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publication was written by DFishman, and Dr. Fine served on the Board of Advisors. In all,
163,131 copies dResponsible Opioid Prescribingere distributed by state medical boardwd(a
through the boards, to practicing doctors). The FSMB website describes the btaklaading
continuing medical education (CME) activity for prescribers of opioid meditati This
publication asserted that opioid therapy to relieve pain and imfuaggon is a legitimate
medical practice for acute and chronic pain of both cancer andamuer origins; that pain is
under-treated, and that patients should not be denied opioid medications except in ligit of cle
evidence that such medications aaerhful to the patient.?®

323. The Marketing Defendants relied on the 1998 Guidelines to convey the alarming
message that “undéreatment of pain” would result in official discipline, but no discipline
would result if opioids were prescribed as part of an ongoing patient relationshipescription
decisions were documented. FSMB turned doctors’ fear of discipline on its head: doletors, w
used to believe that they would be disciplined if their patients became addicted to, opéoéls
taught instead that theyould be punished if they failed to prescribe opioids to their patients
with chronic pain.

iv. The Alliance for Patient Access

324. Founded in 2006, the Alliance for Patient Access (“APA”) is a self-described
patient advocacy and health professional organization that styles itselfaisof@al network of

physicians dedicated to ensuring patient access to approved therapies andaa@miopcial

105 Scott M. FishmarResponsible Opioid Prescribing: A Physician’s Gugde (Waterford Life
Sciences 2007).
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care.’t |t is run by Woodberry Associates LLC, a lobbying firm that was alsblestad in
2006197 As of June 2017he APAlisted 30 “Associate Members and Financial Supporters.”
The list includes Johnson & Johnson, Endo, Mallinckrodt, Purdue and Cephalon.

325. APA’s board members have also directly received substantial funding from
pharmaceutical companié® For instance, boardaé president DiSrinivas Nalamachu
(“Nalamachu™), who practices in Kansas, received more than $800,000 from 2013 through 2015
from pharmaceutical companiesiearly all of it from manufacturers of opioids or drugs that
treat opioids’ side effects, ¢luding from defendants Endo, Insys, Purdue and Cephalon.
Nalamachu'’s clinic was raided by FBI agents in connection with an invésitigd Insys and its
payment of kickbacks to physicians who prescribed Sul¥8@ther board members include
Dr. Robert A. Yapundich from North Carolina, who received $215,000 from 2013 through 2015
from pharmaceutical companies, including payments by defendants Cephalon amckhdalk;

Dr. Jack D. Schim from California, who received more than $240,000 between 2013 and 2015
from pharmaceutical companies, including defendants Endo, Mallinckrodt and Cephalon;

Dr. Howard Hoffberg from Maryland, who received $153,000 between 2013 and 2015 from

106 About AfPA The Alliance for Patient Access, http://allianceforpatientacaggsabout-
afpa/#membership (last visited Jan. 4, 2018). References herein to APA includdlimtedff
groups: the Global Alliance for Patient Access and the Institute for Patiees#cc

107 Mary Chris JaklevicNon+profit Alliance for Patient Access usesirnalists and politicians to
push Big Pharma’s agendalealth News Review (Oct. 2, 2017),
https://www.healthnewsreview.org/2017/10/nmofit-alliance patientaccesaisesjournalists
politicianspush-bigpharmasagenda/ (hereinafter “Jakleyidon-profitAlliance for Patient
Accesb).

108 Al information concerning pharmaceutical company payments to doctors in thgggah is
from ProPublica’s Dollars for Docs database, available at
https://projects.propublica.org/docdollars/.

109 Andy Marso FBI seizes reards of Overland Park pain doctor tied to Insi@nsas City Star
(July 20, 2017), http://www.kansascity.com/news/business/health-carel&#689383.html.
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pharmaceutical companies, including defendants Endo, Purdue, Insys, Mallinckrodt and

Cephalon; and Dr. Robin K. Dore from California, who received $700,000 between 2013 and

2015 from pharmaceutical companies.

326. Among its activities, APA issued a “white paper” titled “Prescription Pain

Medication: Preserving Patient Access While Curbing Abd¥sXmong other things, the white

paper criticizes prescription monitoring programs, purporting to expressrodgheéethey are

burdensome, not user friendly, and of questionable efficacy:

327.

Prescription monitoring programs that are difficult to use and
cumbersome can place substantial burdens on physicians and their
staff, ultimately leading many to stop prescribing pain medications
altogether. This forces patients to seek pain relief medications
elsewhere, which may be much less convenient and famurdar

may even be dangerous or illegal.

* * *

In some states, physicians who fail to consult prescription
monitoring databases before prescribing pain medications for their
patients are subject to fines; those who repeatedly fail to consult
the databasesi¢e loss of their professional licensure. Such
penalties seem excessive and may inadvertently target older
physicians in rural areas who may not be facile with computers and
may not have the requisite office staff. Moreover, threatening and
fining physicias in an attempt to induce compliance with
prescription monitoring programs represents a system based on
punishment as opposed to incentives. . . .

We cannot merely assume that these programs will reduce
prescription pain medication use and abti3e.

The white paper also purports to express concern about policies that have been

enacted in response to the prevalence of pill mills:

110 prescription Pain Medication: Preserving Patient Access While CurlingeA Institute for
Patient Access (Oct. 2013)ttps://goo.gl/EISYhW

1111d. at 45 (footnote omitted).
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Although well intentioned, many of the policies designed to

address this problem have made it difficult for legitimate pain
management centers to operate. For instance, in some states, [pain
management centers] must be owned by physicians or professional
corporations, must have a Board certified medical director, may
need to pay for annual inspections, and are subject tasede

record keeping and reporting requirements. . . . [l]t is not even
certain that the regulations are helping prevent abdses.

328. In addition, in an echo of earlier industry efforts to push back against what they
termed “opiophobia,” the white paper lametiis stigma assaated with prescribing and taking

pain medication:

Both pain patients and physicians can face negative perceptions
and outright stigma. When patients with chronic pain can't get
their prescriptions for pain medication filled at a pharm#uogy

may feel like they are doing something wrongr-even

criminal. . . . Physicians can face similar stigma from peers.
Physicians in non-pain specialty areas often look down on those
who specialize in pain managemera situation fueled by the
numerous regulations and fines that surround prescription pain
medications:®

329. In conclusion, the white paper states that “[p]rescription pain medications, and
specifically the opioids, can provide substantial relief for people who are reapfrexrm
surgery, afflicted by chronic painful diseases, or experiencing pain aesbwith other
conditions that does not adequately respond to over-the-counter dttigs.”

330. The APA also issues “Patient Access Champion” financial awards to members of
Congress, including 50 such awards in 2015. The awards were funded by a $7.8 million donation

from unnamed donors. While the awards are ostensibly given for protecting pattaess to

1121d. at 56.
131d. at 6.
H41d. at 7.
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Medicare, and are thus touted by their recipients as demonstrating a contriotpreecting
the rights of senior citizens and the middle class, they appear to be given to poseid®and
reward members of Congress who have supported the APA’s atfénda.

331. The APA also lobbies Congress directly. In 2015, the APA signed onto a letter
supporting legislation proped to limit the ability of the DEA to police pill mills by enforcing
the “suspicious orders” provision of the Comprehensive Drug Abuse Prevention and Control Act
of 1970, 21 U.S.C. 880dt seq(“CSA” or “Controlled Substances Act”)The AAPM is also a
signatory to this letter. An internal U.S. Department of Justice (“DOJ”) mema s$tetiethe
proposed bill “could actually result in increased diversion, abuse, and public healtHetpd sa
consequences'® and, according to DEA chief administrative law judge John J. Mulrooney
(“Mulrooney”), the law would make it “all but logically impossible” to prosecutsnafacturers
and distributors, like the defendants here, in the federal cdifse law passed both houses of
Congress and was signed into law in 2016.

V. The U.S. Pain Foundation (“USPF”)

332. The USPF was another Front Group with systematic connections and
interpersonal relationships with the Marketing Defendants. The USPF was bedarfest

recipients of contributions from the Marketing Defendants, collecting ngantgillion in

115 Jaklevig Nonprofit Alliance for Patient Accessupra n.74.

116 Bjll Whitaker, ExDEA Agent: Opioid Crisis Fueled by Drug Industry and Congr€&sS
News (Oct. 17, 2017), https://www.cbsnews.com/newdéaagent-opioiderisisfueledby-
drug-industryandcongress/ (hereinafter, “Whitaker, Opioid Crisis Fueled by Drug tnglis

117 3ohn J. Mulrooney, K& Katherine E. Legel, Current Navigation Points in Drug Diversion
Law: Hidden Rocks in Shallow, Murky, Drug-Infested Waters, 101 Marquette L. Rev.
(forthcoming Feb. 2018), https://www.documentcloud.org/documents/4108a&juettel aw-
ReviewMulrooneyiegelhtml.
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payments between 2012 and 2015 alone. T8 USPF was also a critical component of the
Marketing Defendants’ lobbying efforts to reduce the limits on over-ppgsnri The U.S. Pain
Foundation advertises its ties to the Marketing Defendants, listing opioid mamefadike

Pfizer, Teva, Depomed, Endo, Purdue, McNeil (i.e. Janssen), and Mallinckrodt asutR]at
“Gold,” and “Basic” corporate membet&) Industry Front Groups like the American Academy
of Pain Mamagement, the Amaan Academy of Pain Medicine, the American Pain Society, and
PhRMA are also members of varying levels in the USPF.

Vi. American Geriatrics Society (“AGS”)

333. The AGS was another Front Group with systematic connections and interpersonal
relationsips with the Marketing Defendants. The AGS was a large recipient of contributions
from the Marketing Defendants, including Endo, Purdue and Janssen. AGS contracted with
Purdue, Endo and Janssen to disseminate guidelines regarding the use of opioids fopaihronic
in 2002 (The Management of Persistent Pain in Older Persons, hereinafter “2002 AGS
Guidelines”) and 2009 (Pharmacological Management of Persistent Pain in eisiengt®®
hereinafter “2009 AGS Guidelines”). According to news reports, AG3dtasved at least
$344,000 in funding from opioid manufacturers since 260%GS’s complicity in the common

purpose with the Marketing Defendants is evidenced by the fact that AGS liglismussions in

118 Fyeling an Epidemicsupranote 125, p. 4.

1191d. at 12; Transparency, U.S. Pain Foundation, https://uspainfoundation.org/transparency/
(last accessed on March 9, 2018).

120 pharmacological Management of Persistent Pain in Older Persohg. Am. Gaatrics
Soc’y 1331, 1339, 1342 ( 2009), available at
https://www.nhqualitycampaign.org/files/AmericanGeriatricSoeRtynGuidelines2009. pdf
(last accessed on March 9, 2018).

121 John Fauber & Ellen Gabler, “Narcotic Painkiller Use Booming Among EldeMijwaukee
J. SentinelMay 30, 2012.
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August 2009 reveal that it did not want to receive-up front funding from drug companies, which
would suggest drug company influence, but would instead accept commercial support to
disseminate propioid publications.

334. The 2009 AGS Guidelines recommended that “[a]ll patients with moderate to
severe pain... should be considered for opioid therapy.” The panel made “strong
recommendations” in this regard despite “low quality of evidence” and concloaletthé risk of
addiction is manageable for patients, even with a prior history of drug &8uEkese
Guidelines further recommended that “the risks [of addiction] are exceedavgiy lolder
patients with no current or past history of substance abuse.” These recomomsnalatinot
supported by any study or other reliable scientific evidence. Neveghtieg have been cited
over 1,833 times in Google Scholar (which allows users to search scholarly publitdaions
would be have been relied on by researchers and prescribers) since their 2008gruafhidaas
recently as this year.

335. Representatives the Marketing Defendants, often at informal meetings at
conferences, suggested activities, lobbying efforts and publications for AGSte pikGS
then submitted grant proposals seeking to fund these activities and publications, khatving t
drug compaies would support projects conceived as a result of these communications.

336. Members of AGS Board of Directors were doctors who were on the Marketing
Defendants’ payrolls, either as consultants or speakers at medical evemtsscAibed below,

many of theKOLs also served in leadership positions within the AGS.

1229009 AGS Guidelines at 1342.

101



Case: 4:18-cv-01376 Doc. #: 1 Filed: 08/20/18 Page: 110 of 281 PagelD #: 110

b. The Marketing DefendantsPaid Key Opinion Leaders to
Deceptively Promote Opioid Use

337. To falsely promote their opioid#he Marketing Defendants paid and cultivated a
select circle of doctors who wethosen and sponsored tine Marketing Defendantsr their
supportive messages. As set forth below, pro-opioid doctors have been at théhleub of
MarketingDefendants’ welfunded, pervasive marketing scheme since its inception and were
used to create the grave misperception science and legitimate medical pnafetsrored the
wider and broader use of opioids. These doctors include Dr. Russell Portenoy andrDr. Ly
Webster, as set forth in this section, as well as Dr. Perry Fine and Dr. iShatbR,as set forth
further below.

338. Although these KOLs were funded by the Marketing Defendants, the KOLs were
used extensively to present the appearance that unbiased and reliable medical resear
supporting the broad use of opioid therapy for chronic pain had been conducted and was being
reported on by independent medical professionals.

339. As the Marketing Defendants’ false marketing scheme picked up steam, these
pro-opioid KOLs wrote, consulted on, edited, and lent their names to books and articles, and
gave spedtes and CMEs supportive of opioid therapy for chronic pain. They served on
committees that developed treatment guidelines that strongly encouragee tfi®pi®ids to
treat chronic pain and they were placed on boards of pro-opioid advocacy groups and
professional societies that develop, select, and present CMEs.

340. Through use of their KOLs and strategic placement of these KOLs throughout
every critical distribution channel of information within the medical community, th&dfiag
Defendants were able taart control of each of these modalities through which doctors receive

their information.
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341. Inreturn for their preopioid advocacythe MarketingDefendants’ KOLs
received money, prestige, recognition, research funding, and avenues to padlisikample,

Dr. Webster has received funding from Endo, Purdue, and CephaloRin®has received
funding from Janssen, Cephalon, Endo, and Purdue.

342. The Marketing Defendants carefully vetted their KOLs to ensure that they were
likely to remain oAmessage and suppi@e of the MarketingDefendants’ agendalhe
MarketingDefendants also kept close tabs on the content of the materials published by these
KOLs. And, of coursethe Marketing Defendants kept these KOLs virtided to enable them
to pushthe MarketingDefendants’ deceptive message out to the medical community.

343. Oncethe MarketingDefendants identified and funded KOLs and those KOLs
began to publish “scientific” papers supportthg MarketingDefendants’ false position that
opioids were safe and effectif@ treatment of chronic paithe MarketingDefendants poured
significant funds and resources into a marketing machine that widely citedcendted their
KOLs and studies or articles by their KOLs to drive prescription of opioids fonihpain. The
MarketingDefendants cited to, distributed, and marketed these studies and articles by thei
KOLs as if they were independent medical literature so that it would beetgeived by the
medical community.By contrastthe MarketingDefendants did not support, acknowledge, or
disseminate the truly independent publications of doctors critical of the useniccbpioid
therapy.

344. In their promotion of the use of opioids to treat chronic gamMarketing
Defendants’ KOLs knew that their statements wergefahd misleading, or they recklessly
disregarded the truth in doing so, but they continued to publish their misstatements to benefi

themselves anthe MarketingDefendants.
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I. Dr. Russell Portenoy

345. In 1986, Dr.Russell Portenoy, who later became Chairman of the Department of
Pain Medicine and Palliative Care at Beth Israel Medical Center in New Yol& atlthe same
time serving as a top spokesperson for drug companies, published an articlagebatti[flew
substantial gains in employment or social tiort could be attributed to the institution of opioid
therapy.*2?

346. Writing in 1994, Dr. Portenoy described the prevailing attitudes regarding the
dangers of long-term use of opioids:

The traditional approach to chronic non-malignant pain does not
accept thdong-term administration of opioid drug$his

perspective has been justified by the perceived likelihood of
tolerance, which would attenuate any beneficial effects over time,
and the potential for side effects, worsening disability, and
addiction. According to conventional thinking, the initial response
to an opioid drug may appear favorable, with partial analgesia and
salutary mood changes, but adverse effects inevitably occur
thereatfter. It is assumed that the motivation to improve function
will cease asnental clouding occurs and the belief takes hold that
the drug can, by itself, return the patient to a normal3iézious
management problems are anticipated, including difficulty in
discontinuing a problematic therapy and the development of drug
seekiig behavior induced by the desire to maintain analgesic
effects, avoid withdrawal, and perpetuate reinforcing psychic
effects. There is an implicit assumption that little separates these
outcomes from the highly aberrant behaviors associated with
addiction1?4

123R, Portenoy &K. Foley, ChronicUseof Opioid Analgesics Non-MalignantPain: Report of
38 cases25(2)Pain171(1986).

124 R. PortenoyQpioid Therapy for Chronic Nonmalignant Pain: Current Statu®rogress in
Pain Res. & Mgmt., 247-287 (H.L. Fields and J.C. Liebeskind eds., 1994) (emphasis added).
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(emphasis added.) According to Dr. Portenoy, the foregoing problems could constitute
“compelling reasons to reject lostgrm opioid administration as a therapeutic strategy in all but
the most desperate cases of chronic nonmalignant {#&in.”

347. Despite hawng taken this position on lortgrm opioid treatment, DPortenoy
ended up becoming a spokesperson for Purdue and other Marketing Defendants, promoting the
use of prescription opioids and minimizing their risks. A respected leader in theffighin
treatment, Dr.Portenoy was highly influential. Dr. Andrew Kolodny, cofounder of Physicians
for Responsible Opioid Prescribing, described him “lecturing around the coumtngkgious-
like figure. The megaphone for Portenoy is Purdue, which flies in people to resorts hahea
speak. It was a compelling message: ‘Docs have been letting patientsrsulftaty really gets
addicted; it's been studied®®

348. As one organizer of CME seminars who worked with Portenoy and Purdue
pointed out, “had Portenoy not had Purdue’s money behind him, he would have published some
papers, made some speeches, and his influence would have been minor. With Purdue’s millions
behind him, his message, which dovetailed with their marketing plans, was hugely
magnified.22

349. Dr. Portenoy was also a critical component of the Marketing Defendants’ control
over their Front Groups. Specifically, Dr. Portenoy sat as a Director doo#nd of the APF. He

was also the President of the APS.

125 Id

126 Sam QuinonefHreamland: The True Tale of America’s Opiate Epide&ii¢ (Bloomsbury
Press 2015).

1271d. at 136.
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350. Inrecent years, some tife Marketing Defendants’ KOLs have conceded that
many of their past claims in support of opioid use lacked evidence or support in tiiicscie
literature!?® Dr. Portenoy has now admitted that he minimized the risks of opioids, and that he
“gave innumerable lectures in the late 1980s and ‘90s aboiatiaddhat weren't true ¥2° He
mused, “Did | teach about pain management, specifically about opioid therapy, yritzatva
reflects misinformation? Well, against the standards of 2012, | guess.|.ié.

351. Ina 2011 interview released by Physicians for Responsible Opioid Prescribing
Portenoy stated that his earlier work purposefully relied on evidencedsatat “real” and left
real evidence behind:

| gave so many lectures to primary care audiences in which the
Porter and Jick artielwas just one piece of data that | would then
cite, and | would cite six, seven, maybe ten different avenues of
thought or avenues of evidencene of which represented real
evidenceand yet what | was trying to do was to create a narrative
so that the primary care audience would look at this information in
[total] and feel more comfortable about opioids in a way they
hadn’t beforeln essence this was education to destigmatize

[opioids], and because the primary goal was to destigmatize, we
often left eidence behind!

128 Sege.g, John FaubemRainkiller boom fueled by networkingournal Sentinel (Feb. 18,
2012),http://archive.jsonline.com/watchdogtehdogreports/painkiller-boofeledby-
networking-dp3p2rn-139609053.htn(teporting that a key Endo KOL acknowledged that
opioid marketing went too far).

129Thomas Catan and Evan Per&2RainDrug Champion Has Second Thouglftae Wall
Street Journal (Bc. 17, 2012, 11:36am),
https://www.wsj.com/articles/SB10001424127887324478304578173342657044604

130 Id

131 JacobsOneparagraph lettey supra n.25; Andrew Kolodn@pioids for Chronic Pain:
Addiction is NOT RareYouTube (Oct. 30, 2011),
https://www.youtube.com/watch?v=DgyuBWN9D4w&feature=youtu.be.
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352. Several years earlier, when interviewed by journalist Barry Merdni§ 2003
book, Pain Killer, Dr. Portenoy was more direct: “It was pseudoscience. | guess I'm going to
have always to live with that oné>2

il Dr. Lynn Webster

353. Another KOL, Dr. Lynn Webster, was the dounder and Chief Medical Director
of the Lifetree Clinical Research & Pain Clinic in Salt Lake City, UtahMDebster was
President in 2013 and is a current board member of AAPM, a Front Group that ardently supports
chronic opioid therapy. He is a Senior EditoiPaiin Medicine the same journal that published
Endds special advertising supplements touting Opana ER. Dr. Webster was the author of
numerous CMEs sponsored by Cephalon, Endo, and Purdue. At the same thvieb&er was
receiving significant funding from Defendants (including nearly $2 milliomfCephalon).

354. Dr. Webster created and promoted the Opioid Risk Tool, a five question, one-
minute screening tool relying on patient selports that purportedly allows doctors to manage
the risk that their patients will become addicted to or abuse opioids. Thnedlability to pre
sort patients likely to become addicted is an important tool in giving doctors confidence t
prescribe opioids long-term, and for this reason, references to screeningiapae@us
industry-supported guidelines. Versions of Bfebser’s Opioid Risk Too[“ORT”) appear on,
or are linked to, websites run by Endo, Janssen, and Purdue. In 200ehli3ter presented, via
webinar, a program sponsored by Purdue titiéaihaging Patient’s Opioid Use: Balancing the
Need and the RiskDr. Webster recommended use of risk screening tools, urine testing, and
patient agreements to prevent “overuse of prescriptions” and “overdose deaths.éfinigrw

was available to and was intended to reach doct@s iGharlesCounty.

132 Meier, supranote 16, at 277.
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355. Dr. Webster was himsetfed to numerous overdose deaths. He and the Lifetree
Clinic were investigated by the DEA for overprescribing opioids after tweatignts died from
overdoses. In keeping with the Marketing Defendants’ promotional messagégeiixter
apparently beliewetthe solution to patients’ tolerance or addictive behaviors was more opioids:
he prescribed staggering quantities of pills.

356. At an AAPM annual meeting held February 22 through 25, 2006, Cephalon
sponsored a presentation by Webster and others tidgenlabel study of fentanyl effervescent
buccal tablets in patients with chronic pain and breakthrough pain: Interim ssfeltg i’ The
presentation’s agenda description states: “Most patients with chronic paireagpapisodes of
breakthrough pain, yeto currently available pharmacologic agent is ideal for its treatment.” The
presentation purports to cover a study analyzing the safety of a new formaniytdmiccal
tablets in the chronic pain setting and promises to show the “[ijnterim results stiuithy
suggest that FEBT is safe and wtellerated in patients with chronic pain and BTHliis CME
effectively amounted to off-label promotion of Cephalon’s opioids—the only drugs in this
category—for chronic pain, even though they were approved onlgdacer pain.

357. Cephalon sponsored a CME written by D#ebster Optimizing Opioid
Treatment for Breakthrough Painffered by Medscape, LLC from September 28, 2007 through
December 15, 2008. The CME taught that non-opioid analgesics and combination opioids
containing nompioids such as aspirin and acetaminophen are less effective at treating
breakthrough pain because of dose limitations on the non-opioid component.

ii. Dr. Perry Fine

358. Dr. Perry Fine’s ties to the Marketing Defendants have been well documented. He

has authored articles and testified in court cases and before state and federtibesirand he,

too, has argued against legislation restricting fuigke opioid prescription for narancer
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patients. He has served on Purdue’s advisory board, pravidédtal legal consulting for

Janssen, and participated in CME activities for Endo, along with serving in tipesgties for

several other drug companies. Heatmired the APRAPM Opioid Guideline Panel, served as
treasurer of the AAPM from 2007 to 2010 and as president of that group from 2011 to 2013, and
was also on the board of directors of APF.

359. Multiple videos feature Fine delivering educational talks about prescription
opioids. He even testified at trial that the 1,500 pills a month prescriloetetarity Anna Nicole
Smith for pain did not make her an addict before her death.

360. He has also acknowledged having failed to disclose numerous conflicts of
interest. For example, DFine failed to fully disclose payments received as required by his
employer, the University of Utah—telling the university that he had received under $5,000 in
2010 from Johnson & Johnson for providing “educational” services, but Johnson & Johnson’s
website states that the company paid him $32,017 for consulting, promagiissahteals and
travel that yeat3*

361. Dr. Fine and DrPortenoy cewrote A Clinical Guide to Opioid Analgesian
which they downplayed the risks of opioid treatment, such as respiratory depression and
addiction:

At clinically appropriate doses, . . . resping rate typically does

not decline. Tolerance to the respiratory effects usually develops
quickly, and doses can be steadily increased without risk.

Overall, the literature provides evidence that the outcomes of drug
abuse and addiction are rare amonigepés who receive opioids

133 Scott M. Fishman, MDIncomplete Financial Disclosures in a Letter on Reducing Opioid
Abuse and Diversiqr806 (13) JAMA 1445 (Sept. 20, 2011),
https://jamanetwork.com/journals/jama/artielestract/1104464?redirect=true

134 \Weber and Ornsteisupranote 61.
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for a short period (i.e., for acute pain) and among those with no

history of abuse who receive lotgrm therapy for medical

indications®®

362. In November 2010, Diine and others published an article presenting the results

of another Cephalon-sponsored study titled “Ldregm Safety and Tolerability of Fentanyl
Buccal Tablet for the Treatment of Breakthrough Pain in Opioigrant Patients with Chronic
Pain: An 18-Month Study?®In that article, DrFine explained that the @onth “opentabel”
study “assessed the safety and tolerability of FBT [Fentora] for the-{ésng treatment of BTP
in a large cohort . . . of opioid-tolerant patients receiving ardhedtock . . . opioids for
noncancer pain.” The article acknowledged that: (a) “[tlhere has been a steadgdnorihe use
of opioids for the management of chronic noncancer pain over the past two decades”; (b) the
“widespread acceptance” had led to the publishing of practice guidelines “to providecevide
and consensus-based recommendations for the optimal use of opioids in the management of
chronic pain”; and (c) those guidelines lacked “data assessing theelomdpenefits and harms
of opioid therapy for chronic pain?

363. The article concluded: “[T]he safety and taleility profile of FBT in this study

was generally typical of a potent opioid. The [adverse events] observed weret tasess

135 Perry G. Fine, MD and Russell K. Portenoy, MOClinical Guide to Opioid Analgesi20
and 34, McGraw-Hill Companies (2004),
http://www.thblack.com/links/RSD/OpiocidHandbook.pdf.

136 perry G. Fineet al, Long-Term Safety and Tolerability of Fentanyl Buccal Tablet for the
Treatment of Breakthrough Pain in Opiol@lerant Patients with Chronic Pain: An 18-Month
Study 40(5) J. Pain & Symptom Management 747-60 (Nov. 2010).

137 Id
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predictable, manageable, and tolerable.” They also conclude that the number otktiade
events was “small%8

364. Multiple videos feature Dif-ine delivering educational talks about the drugs. In
one video from 2011 titled “Optimizing Opioid Therapy,” he sets forth a “GuidelineHooric
Opioid Therapy” discussing “opioid rotation” (switching from one opioid to another) ngt onl
for cancer patients, but for n@ancer patients, and suggests it may take four or five switches
over a person’s “lifetime” to manage pditiHe states the “goal is to improve effectiess
which is different from efficacy and safety.” Rather, for chrqgram patients, effectiveness “is a
balance of therapeutic good and adverse ews@isthe course of yeafsrhe entire program
assumes that opioids are appropriate treatment over a “protracted penod’@rtd even over a
patient’s entire “lifetime.’"He even suggests that opioids can be used toslesgt apneaHe
further states that the associated risks of addiction and abuse can be manageat$grmbc
evaluated with “tools,” but leaves that for “a whole other lecttt®.”

iv. Dr. Scott Fishman

365. Dr. Scott Fishman is a physician whose ties to the opioid drug industry are legion.
He has served as an APF board member and as president of the AAPM, and hagexarticipa
yearly in numerous CME activities for which he received “market rate haadrAs discussed
below, he has authored publications, including the seminal guides on opioid prescribing, which

were funded by the Marketing Defendants. He has also worked to oppose legistptionge

138 Id

139perry A. FineSafe and Effective Opioid RotatiorouTube (Nov. 8, 2012),
https://www.youtube.com/watch?v=_G3I119yqgXI.
140 |d
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doctors and others to consult pain specialists before prescribing high doses of opioids to non-
cancer patients. He has himself acknowledged his failure to disclose all glatentlicts of

interest in a letter in thdournal of the American Medical Associatititted “Incomplete

Financial Disclosures in a Letten Reducing Opioid Abuse and Diversiof?”

366. Dr. Fishman authored a physician’s guide on the use of opioids to treat chronic
pain titled “Responsible Opioid Prescribing,” in 2007 which promoted the notion thatdong-
opioid treatment was a viable and safe option for treating chronic pain.

367. 1In 2012, Dr. Fishman updated the guide and continued emphasizing the
“catastrophic” “undettreatment” of pain and the “crisis” such undexatment created:

Given the magnitude of the problems related to opioid analgesics,
it can be tempting to resort to draconian solutions: clinicians may
simply stop prescribing opioids, or legislation intended to improve
pharmacovigilance may inadvertently curtail patient access to care.
As we work to reduce diversion and misuse of prescription

opioids, it’s critical to remember that the problem of unrelieved
pain remains as urgent as eV&r.

368. The updated guide still assures that “[o]pioid therapy to relieve pain and improve
function is legitimate medical practice for acute and chronit gboth cancer and noncancer

origins."43

141 ScottM. Fishman)ncomplete Financial Disclosures in a Letter on Reducing Opioid Abuse
and Diversion 306(13) JAMA 1445 (2011); Tracy Weber & Charles Ornsteimp Leaders in
Pain Treatment Have Long Ties to Drug IndusRyoPublica (Dec. 23, 2011, 2:14 PM),
https://www.propublica.org/article/twi@adersin-paintreatmenthavelong-tiesto-drugindustry
(hereinafter “WeberTwo Leaders in Paii).

142 Scott M. FishmanResponsible Opioid Prescribing: A Guide for Michigan Cliniciat@-11
(Waterford Life Science2012).

143 Id
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369. In another guide by DFishman, he continues to downplay the risk of addiction:
“I believe clinicians must be very careful with the label ‘addict.’ | drawstrgttion between a
‘chemical coper’ and an addict** The guide also continues to present symptoms of addiction
as symptoms of “pseudoaddiction.”

C. The Marketing Defendants Disseminated Their
Misrepresentations Through Continuing Medical Education

Programs

370. Now that the Marketing Defendants had both a group of physician promoters and
had built a false body of “literature,” Defendants needed to make sure theimi@iketing
message was widely distributed.

371. One way the Marketing Defendants aggressively distributed their falssage
was through thousands of Continuing Medical Education courses (“CMES").

372. A CME is a professional education program provided to doctors. Doctors are
required to attend a certain number and, often, type of CME programs each geamalition of
their licensure. These programs arewdkd in person, often in connection with professional
organizations’ conferences, and online, or through written publications. Doctors relyes CM
not only to satisfy licensing requirements, but also to get information on new develspment
medicine or to deepen their knowledge in specific areas of practice. Becauseaypially are
taught by KOLs who are highly respected in their fields, and are thoughlect tbkese
physicians’ medical expertise, they can be especially influential with doctor

373. The countless doctors and other health care professionals who participate in

accredited CMEs constitute an enormously important audience for opioid reeducatore As

144 Scott M. Fishman,istening to Pain: A Physician’s Guide to Improving Pain Management
Through Better Communicatiats (Oxford University Press 2012).
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target, Defendants aimed to reach general practitioners, whose broad assdicd grd lack of
expertise and specialized training in pain management made them particularigel®pupon
CMEs and, as a result, especially susceptible to the Marketing Defendants’atexepti

374. The Marketing Defendants sponsored CMEs that were delivered thousands of
times, promoting chronic opioid therapy and supporting and disseminating the deaggtive
biased messages described in this Complaint. These CMEs, while oftecajbntled to
relate to the treatment of chronic pain, focus on opioids to #tlastan of alternative treatments,
inflate the benefits of opioids, and frequently omit or downplay their risks and adfferss.e

375. Cephalon sponsored numerous CME programs, which were made widely
available through organizations like Medscape, LLC (“Ma@sf) and which disseminated false
and misleading information to physicians across the country.

376. Another Cephalon-sponsored CME presentation tBleshkthrough Pain:
Treatment Rationale with Opioidgas available on Medscape starting September 16, 2003 and
was given by a selfrofessed pain management doctor who “previously operated back, complex
pain syndromes, the neuropathies, and interstitial cystitis.” He describesth@ocess as a
nontime-dependent continuum that requires a balanced analggs@aah using “targeted
pharmacotherapeutics to affect multiple points in the-p@jnaling pathway¥** The doctor lists
fentanyl as one of the most effective opioids available for treatingthreagh pain, describing
its use as an expected and normal part of the pain management process. Nowhedkighe C
cancer or canceelated pain even mentioned, despite FDA restrictions that fentanyl use be

limited to cancerelated pain.

145 Daniel S. BennetBreakthrough Pain: Treatment Rationale With Opipidedscape,
http://www.medscape.org/viewarticle/461612 (last visited Oct. 10, 2017).
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377. Teva paid to have a CME it sponsorégioid-Based Management of Persistent
and Breakthrough Paimpublished in a supplement of Pain Medicine News in 2009. The CME
instructed doctors that “clinically, broad classification of pain syndromegtas cancerer
noncancerelated has limited utility” and recommended Actiq and Fentora for patients with
chronic pain. The CME is still available online.

378. Responsible Opioid Prescribirvgas sponsored by Purdue, Endo and Teva. The
FSMB website described it as the “leading continuing medical education (CNN&)yefor
prescribers of opioid medications.” Endo sales representatives distributedafdpesponsible
Opioid Prescribingwith a special introductory letter from Dr. Scott Fishman.

379. Inall, more than 163,000 copieskRésponsible Opioid Prescribinvgere
distributed nationally.

380. The American Medical Association (“AMA”) recognized the impropriety that
pharmaceutical comparynded CMEs creates; stating that support from drug companies with a
financial interest in the content being promoted “creates conditions in whsimabinterests
could influence the availability and/or content” of the programs and urges that f[wissible,
CME[s] should be provided without such support or the participation of individuals who have
financial interests in the education subject matt&t.”

381. Physicians attended or reviewed CMiponsored by the Marketing Defendants
during the relevant time period angre misled by them.

382. By sponsoring CME programs put on by Front Groups like APF, AAPM, and

others, the Marketing Defendants could expect instructors to deliver metsagable to them,

148Opinion 9.0115Financial Relationships with Industry in CMEm. Med. Ass’'n (Nov.
2011).
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as these organizations were dependenhemMarketing Defendantsif other projects. The
sponsoring organizations honored this principle by hiring pro-opioid KOLs to give tatks tha
supported chronic opioid therapilarketing Defendanrtlriven content in these CMEs had a
direct and immediate effect on prescribers’ vi@nopioids. Producers of CMEs atine
MarketingDefendants both measure the effects of CMEs on prescribers’ views on opioids and
their absorption of specific messages, confirming the strategic mayletrpose in supporting
them.

d. The Marketing DefendantsUsed “Branded” Advertising to
Promote their Products to Doctors and Consumers

383. The Marketing Defendants engaged in widespread advertising campaigng touti
the benefits of their branded drugs. The Marketing Defendants published prinisedvents in
a bioad array of medical journals, ranging from those aimed at specialists ssied@urnal of
PainandClinical Journal of Painto journals with wider medical audiences, such adobenal
of the American Medical Associatiofihe Marketing Defendants ltectively spent more than
$14 million on the medical journal advertising of opioids in 2011, nearly triple what they spent
in 2001. The 2011 total includes $8.3 million by Purdue, $4.9 million by Janssen, and $1.1
million by Endo.

384. The Marketing Defendastalso targeted consumers in their advertising. They
knew that physicians are more likely to prescribe a drug if a patientisplgifequests it*’

They also knew that this willingness to acquiesce to such patient requestsu®lelgen for

147 In one study, for example, nearly 20% of sciatica patients requestingdmne received a
prescription for it, compared with 1% of those making no specific request. J.B. MgKirdd,
Effects of Patient Medication Requests on Physician Prescribing Beha2{@) Med. Care 294
(2014).
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opioids and for conditions for which they are not approcEndo’s research, for example,
also found that such communications resulted in greater patient “brand loyalty,bmgtr |
durations of Opana ER therapy and fewer discontinuatibhe.Marketing Defendds thus
increasingly took their opioid sales campaigns directly to consumers, mglinlough patient-
focused “education and support” materials in the form of pamphlets, videos, or other
publications that patients could view in their physician’s office.

e. The Marketing Defendants Used “Unbranded” Advertising To
Promote Opioid Use For Chronic Pain Without FDA Review

385. The Marketing Defendants also aggressively promoted opioids through
“unbranded advertising” to generally tout the benefits of opioids with@adifsgally naming a
particular branehame opioid drug. Instead, unbranded advertising is usually framed as “disease
awareness>encouraging consumers to “talk to your doctor” about a certain health condition
without promoting a specific product and, therefore, without providing balanced disclosures
about the product’s limits and risks. In contrast, a pharmaceutical compargrsi&ol’
advertisement that identifies a specific medication and its indicationlfeecohdition which the
drug is approved to treat) must also include possible side effects and contraminsleathat the
FDA Guidance on pharmaceutical advertising refers to as “fair balance.” Braddedising is
also subject to FDA review for consistency with the drug's FDA-approved |diebugh
unbranded materials, the Marketing Defendants expanded the overall acceptantdearhand
for chronic opioid therapy without the restrictions imposed by regulations on branded

advertising.

148 Id
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386. Many of the Marketing Defendants utilized unbranded websites to promote opioid
use without promoting a specific branded drug, such as Purdue’mpasgement website,
www.inthefaceofpain.conThe website contained testimonials from several dozen “advocates,”
including health care providers, urging more pain treatnidrg website presented the advocates
as neutral and unbiased, but an investigation by the New York Attorney Genernasd\atded
that Purdue paid the advocates hundreds of thousands of dollars.

f. The Marketing Defendants Funded, Edited And

Distributed Publications That Supported Their
Misrepresentations

387. The Marketing Defendants created a body of false, misleading, and unsupported
medical and popular literature about opioids that (a) understated the risks and alv#rstate
benefits of longerm use; (bappeared to be the result of independent, objective research; and
(c) was likely to shape the perceptions of prescribers, patients, and payorgefdtisré served
marketing goals, rather than scientific standards, and was intended to perstadeathac
consumers that the benefits of long-term opioid use outweighed the risks.

388. To accomplish their goal, the Marketing Defendars®metimes through third
party consultants and/or Front Groups—commissioned, edited, and arranged forehee ptaaf
favorablearticles in academic journals.

389. The Marketing Defendants’ plans for these materials did not originate in the
departments with the organizations that were responsible for research, dewe|aprary other
area that would have specialized knowledge about the drugs and their effects os; patiesrt
they originated in the Marketing Defendants’ marketing departments.

390. The Marketing Defendants made sure that favorable articles were disseminated
and cited widely in the medical literature, even when the BtarggDefendants knew that the

articles distorted the significance or meaning of the underlying studyiitathe Porter & Jick
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letter. The MarketingDefendants also frequently relied on unpublished data or posters, neither
of which are subject to peer review, but were presented as valid scientific evidence.

391. The Marketing Defendants published or commissioned deceptive review articles
letters to the editor, commentaries, cagely reports, and newsletters aimed at discrediting or
suppressing negative orimation that contradicted thalaims or raised concerns about chronic
opioid therapy.

392. For example, in 2007 Cephalon sponsored the publication of an article titled
“Impact of Breakthrough Pain on Quality of Life in Patients with Chronic, NocexaPain
Patient Perceptions and Effect of Treatment with Oral Transmucosal AeDitrate,*°
published in the nationally circulated jourrizhin Medicingto support its effort to expand the
use of its branded fentanyl products. The article’s authors (ingwin_ynn Webster,
discussed above) stated that the “OTFC [fentanyl] has been shown to relieveoB Rpidly
than conventional oral, normal-release, or ‘short acting’ opioids” and that “[t]pegiof [the]
study was to provide a qualitative evaloatof the effect of BTP on the [quality of life] of
noncancer pain patients.” The number-one-diagnosed cause of chronic pain in the patient
studied was back pain (44%), followed by musculoskeletal pain (12%) and head pain (7%). The
article cites Portenognd recommends fentanyl for noancer BTP patients:

In summary, BTP appears to be a clinically important condition in
patients with chronic noncancer pain and is associated with an
adverse impact on QoL. This qualitative study on the negative
impact of BIP and the potential benefits of BBpecific therapy

suggests several domains that may be helpful in developing BTP-
specific, QoL assessment toots.

149 Donald R. Tayloret al., Impact of Breakthrough Pain on Quality of Life in Patients With
Chronic, Noncancer Pain: Patient Perceptions and Effect of Treatment With Oral Tuensah
Fentanyl Citrate (OTFC, ACTIQB(3) Pain Med. 281-88 (Mar. 2007).

150 Id
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g. The Marketing Defendants Used Detailing To
Directly Disseminate Their Misrepresentations To Prescribers

393. The Marketing Defendants’ sales representatives executed carefully crafted
marketing tactics, developed at the highest rungs of their corporate ladders;h targeted
doctors with centrally orchestrated messagdse MarketingDefendants’ sales repredatives
also distributed thirgbarty marketing material tineir target audience that was deceptive.

394. Each Marketingdefendant promoted opioids through sales representatives (also
called “detailers”) and, upon information and belief, small group speaker prograesch out
to individual prescribers. By establishing close relationships with dottersjarketing
Defendants were able to disseminate their misrepresentations in targeted;@reesettings
that allowed them to promote their opioids and to allay individual prescribers’rosradgout
prescribing opioids for chronic pain.

395. In accordance with common industry practites Marketing Defendants
purchase and closely analyze prescription sales data from IMS Healthdd), a healthcare
data cdlection, management and analytics corporation. This data allows them to trasklgrec
the rates of initial and renewal prescribing by individual doctors, which allowstthérget and
tailor their appeals. Sales representatives visited hundreds of thousands of daictors a
disseminated the misinformation and materials described above.

396. Marketing Defendants devoted and continue to devote massive resources to direct
sales contacts with doctors. In 2014 alone, Marketing Defendants spent $166 million lorgdetai
branded opioids to doctors. This amount is twice as much as Marketing Defendants spent on
detailing in 2000. The amount includes $108 million spent by Purdue, $34 million by Janssen,

$13 million by Teva, and $10 million by Endo.
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397. Cephalon’s quarterly spending steadily climbed from below $1 million in 2000 to
more than $3 million in 2014 (and more than $13 million for the year), with a peak, coinciding

with the launch of Fentora, of more than $27 million in 2007, as shown below:

All Promotional Spending on Non-Injectable Opioids by Defendant Cephalon (Quarterly)
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398. Endo’s quarterly spending went from the $2 million to $4 million range in 2000-
2004 to more than $10 million following the launch of Opana ER in mid-2006 (and more than
$38 million for the year in 2007) and more than $8 million coinciding with the launch of a

reformulatedversion in 2012 (and nearly $34 million for the year):
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All Promotional Spending on Non-Injectable Opioids by Defendant Endo (Quarterly)
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399. Janssen’s quarterly spending dramatically rose from less than $5 mil26A0n
to more than $30 million in 2011, coinciding with the launch of Nucynta ER (with yearly

spending at $142 million for 2011), as shown below:

All Promotional Spending on Non-Injectable Opioids by Defendant Janssen (Quarterly)
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400. Purdue’s quarterly spending notably decreased from 2000 to 2007, as Purdu
came under investigation by the Department of Justice, but then spiked to above $25 million in

2011 (for a total of $110 million that year), and continues to rise, as shown below:

All Promotional Spending on Non-Injectable Opioids by Defendant Purdue (Quarterly)
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401. For its opioid, Actig, Cephalon also engaged in direct marketing intdire
contravention of the FDA'’s strict instructions that Actig be prescribed onlyrtortal cancer
patients and by oncologists and pain management docfoes@xced in treating cancer pain.

h. Marketing Defendants Used SpeakeifsBureaus
and Programsto Spread Their Deceptive Messages

402. In addition to making sales calls, Marketers’ detailers also identified rdacto
serve, for payment, on their speakers’ bureaus and to attend programs with spehkeesls
paid for by the Marketing Defendants. These speaker programs and asspeaked sainings
serve three purposes: they provide an incentive to doctors to prescribe, or inciease the
prescriptions of, agrticular drug; to qualify to be selected a forum in which to further market to

the speaker himself or herself; and an opportunity to market to the speaker’sTgeers
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Marketing Defendants grade their speakers, and future opportunities atehageeaing
performance, post-program sales, and product usage. Purdue, Janssen, Endo, Cephalon, and
Mallinckrodt each made thousands of payments to physicians nationwide, forexctnagtuding
participating on speakers’ bureaus, providing consulting sendodspther services.

403. As detailed below, Insys paid prescribersfakespeakersprograms in exchange
for prescribing its product, Subsys. Insysthemes resulted in countless speakmsgrams at
which the designated speaker did not speak, and, on many occasions, speaker programs at
the only attendees at the events were the speaker and an Insys sales repeesewasia pay
to-prescribe program.

404. Insys used speakensrograns as a front to pay for prescriptions, and paid to push
opioids onto patients who did not need them.

3. The Marketing Defendants
Targeted Vulnerable Populations

405. The Marketing Defendants specifically targeted their marketing at two vulaerabl
populations—thelderly and veterans.

406. Elderly patients taking opioids have been found to be exposed to elevated fracture
risks, a greater risk for hospitalizations, and increased vulnerability tosadyierg effects and
interactions, such as respiratory depressiorchvbccurs more frequently in elderly patients.

407. The Marketing Defendants promoted the notiomithout adequate scientific
foundation—that the elderly are particularly unlikely to become addicted to opiba#sAGS
2009 Guidelines, for example, which Purdue, Endo, and Janssen publicized, described the risk of
addiction as éxceedingly lovin older patients with no current or past history of substance
abuse.” (emphasis added). As another example, an Endo-sponsored CME put on by NIPC,

Persistent Pain in th®Ider Adult taught that prescribing opioids to older patients carried
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“possibly less potential for abuse than in younger patients.” Contrary to tisestoas,
however, a 2010 study examining overdoses among long-term opioid users found thatGfatients
or older were among those with the largest number of serious overdoses.

408. According to a study published in the 2QI&irnal of American Medicine
veterans returning from Iraq and Afghanistan who were prescribed opioids haweia hig
incidence of adverse clinical outcomes, such as overdoses antfls¢#fd and accidental
injuries. A 2008 survey showed that prescription drug misuse among military perdounhleld
from 2002 to 2005, and then nearly tripled again over the next three years. Vetetanseas
likely as non-veterans to die from an opioid overdose.

409. Yet the Marketing Defendants deliberately targeted veterans with deceptive
marketing. For example, a 2009 publication sponsored by Purdue, Endo, and Janssen, and
distributed by APF with grants from Janssen and Endo, was written as a pers@isienaf
one veteran but was in fact another vehicle for opioid promotion. Gaki¢&Voundsthe
publication describes opioids as “underused” and the “gold standard of pain medicahidas” w
failing to disclose significant risks of opioid use, including the risks of fatal interectvith
benzodiazepines. According to a VA Office of Inspector General Report, 92.6% @nsewho
were prescribed opioid drugs were also prescribed benzodiazepis@se tlee increased danger
of respiratory depression from the two drugs together.

410. Opioid prescriptions have dramatically increased for veterans and the .elderl
Since 2007, prescriptions for the elderly have grown at twice the rate of ptiessrifor adlts
between the ages of 40 and 59. And in 2009, military doctors wrote 3.8 million prescriptions for

narcotic pain pills—four times as many as they did in 2001.
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4, Insys Employed Fraudulent, lllegal, and Misleading Marketing
Schemes to Promote Subsys

411. Insyss opioid, Subsys, was approved by the FDA in 2012 for “management of
breakthrough pain in adult cancer patients who are already receiving andevtbleaant to
around-the-clock opioid therapy for their underlying persistent cancer pain.” Bbderules,
Insys could only market Subsys for this use. Subsys consists of the highly aduictiotc,
fentanyl, administered via a sublingual (under the tongue) spray, which proypid®nset pain
relief. Itis in the class of drugs described as TranssaldmmediateRelease Fentanyl
(“TIRF").

412. To reduce the risk of abuse, misuse, and diversion, the FDA instituted a Risk
Evaluation and Mitigation Strategy (“REMS”) for Subsys and other TIRBymts, such as
Cephalon’s Actig and Fentora. The purpose of FEEN&S to educate “prescribers, pharmacists,
and patients on the potential for misuse, abuse, addiction, and overdose” for this tygeasiddru
to “ensure safe use and access to these drugs for patients who neetttHerastribers must
enroll in the TIRF REMS before writing a prescription for Subsys.

413. Since its launch, Subsys has beenxreeely expensive medication, and its
price continues to rise eaghar. Depending on a patient’s dasteengthand frequency of use, a
month’s supply of Subsys could cost in the thousands of dollars.

414. Due to its high cost, in most instances prescribers must submit Subsys
prescriptions to insurance companies or health benefit payors for prior autbartpatietermine
whether they will pay for the drug prior to theipat attempting to fill the prescription.

According to the U.S. Senate Homeland Security and Governmental Affairs GeenMihority

151 press Release, FDRDA Approves Shared System REMS for TIRF ProdDets. 29, 2011.
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Staff Report (“Staff Report”), the prior authorization process includes ifoaation that the
patient had an active camaiagnosis, was being treated by an opioid (and, thus, was opioid
tolerant), and was being prescribed Subsys to treat breakthrough pain that the oitieoojd
not eliminate. If any one of these factors was not present, the prior authorizatiloibes
denied . .. 2

415. These prior authorization requirements proved to be daunting. Subsys received
reimbursement approval in only approximately 30% of submitted claims. In orderéase
approvals, Insys created a prior authorization unit, callechhyes IReimbursement Center
(“IRC"), to obtain approval for Subsys reimbursements. This unit employed a number o
fraudulent and misleading tactics to secure reimbursements, includinghgsifgdical
histories of patients, falsely claiming that patidmas cancer, and providing misleading
information to insurers and payors regarding patients’ diagnoses and medicabognditi

416. Subsys has proved to be extremely profitable for Insys. Insys made
approximately $330 million in net revenue from Subsys last year. Between 2013 and 2016, the
value of Insys stock rose 296%.

417. Since its launch in 2012, Insys aggressively worked to grow its profits through
fraudulent, illegal, and misleading tactics, including its reimbursenetgied fraud. Through
its sales re@sentatives and other marketing efforts, Insys deceptively promoted Subafs as
and appropriate for uses such as neck and back pain, without disclosing the lack of approval or

evidence for such uses, and misrepresented the appropriateness of Subsysrfent those

152y.S. Senate Homeland Security & Governmental Affairs CommHealjng an Epidemic,
Insys Therapeutics and the Systemic Manipulation of Prior Authorization
https://www.documentcloud.org/documents/39878&EPOR FFuelinganEpidemicinsys
Therapeutics.html
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conditions. It implemented a kickback scheme wherein it paid prescribers fapideers’
programs in exchange for prescribing Subsys. All of these fraudulent and nmiglseldeémes
had the effect of pushing Insys’s dangerous opioid onto patients who did not need it.

418. Insys incentivized its sales force to engage in illegal and fraudulent conduct.
Many of the Insys sales representatives were new to the pharmaceuticayiaddgheir base
salaries were low compared to industry standard. The compensation structheawbs
weighted toward commissions and rewarded reps more for selling higher (anéxpensive)
doses of Subsys, a “highly unusual” practice because most companies consider gdaserg-a
specific decision that shalibe made by a doctér®

419. The Insys “speakers program” was perhaps its most widespread and damaging
scheme. A former Insys salesman, Ray Furchak, alleged in a qui tam laatitretsole purpose
of the speakers program was “in the words of his then supervisor Alec Burlékafét ‘money
in the doctor’s pocket.” Furchak went on to explain that “[t]he catch . . . was that dettors
increased the level of Subsys prescriptions, and at higher dosages (such as 400 or 800
micrograms instead of 200 micrograms), would receive the invitations to the progradrthe
checks.®™* It was a pasto-prescribe program.

420. Insys’s sham speaker program and other fraudulent and illegal tacticsaesve b
outlined in great detail in indictments and guilty pleas of Insys executivedpyeas, and
prescribers across the country, as well as in a number of lawsuitst dlgaiosmpany itself.

421. In May of 2015, two Alabama pain specialists were arrested and charged with

illegal prescription drug distribution, among other charges. The doctorshveei@ptprescribers

153 Id

154 Roddy Boyd)nsys Therapeutics and the New ‘Killing It'Southern Investigative Reporting
Foundation, The Investigator, April 24, 2015.
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of Subsys, though neither were oncologists. According to prosecutors, the docteedrecei
illegal kickbacks from Insys for prescribing Subsys. Both doctors had pres&tesys to treat
neck, back, and joint pain. In February of 2016, a former Insys sales manager pye guilt
conspiracy to commit health care fraud, including engaging in a kickback scheme itoorder
induce one of these doctors to prescribe Subsys. The plea agreement statesdytladitafeie
Subsys prescriptions written by the doctor were off-label to non-cancer patienMay of
2017, one of the doctors was sentenced to 20 years in prison.

422. In June of 2015, a nurse practitioner in Connecticut described as the state’s
highest Medicare pregber of narcotics, pled guilty to receiving $83,000 in kickbacks from
Insys for prescribing Subsys. Most of her patients were prescribed the dogdioic pain.
Insys paid the nurse as a speaker for more than 70 dinner programs at afgphp$in@00 per
event; however, she did not give any presentations. In her guilty plea, the nuitsedadm
receiving the speaker fees in exchange for writing prescriptions for Subsys

423. In August of 2015, Insys settled a complaint brought by the Oregon Attorney
General. In its complaint, the Oregon Department of Justice cited Insgsrfong other things,
misrepresenting to doctors that Subsys could be used to treat migraine, neck gamajrijaand
other uses for which Subsys is neither safe nor effective, and using speakiag) Kexdacks to
incentivize doctors to prescribe Subsys.

424. In August of 2016, the State of Illinois sued Insys for similar deceptive aggalill
practices. The Complaint alleged that Insys marketed Subsys tediighe prescribers of
opioid drugs instead of to oncologists whose patients experienced the breakthrougbaance
for which the drug is indicated. The Illinois Complaint also details how Inggitsspeaker

program to pay high volume prescribers to prescribe Subsysspdaker events took place at
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upscale restaurants in the Chicago area, and lllinois speakers receivnetharatium” ranging
from $700 to $5,100, and they were allowed to order as much food and alcohol as they wanted.
At most of the events, the “speakbeing paid by Insys did not speak, and, on many occasions,
the only attendees at the events were the speaker and an Insys sales repeesentati

425. In December of 2016, six Insys executives and managers were indicted and then,
in October 2017, Insys’s founder and owner was arrested and charged with melipiesfin
connection with an alleged conspiracy to bribe practitioners to prescribe Subsysrand def
insurance companies. A U.S. Department of Justice press release explainachbng other
things: “Insys executives improperly influenced health care providers taipeeagowerful
opioid for patients who did not need it, and without complying with FDA requirements, thus
putting patients at risk and contributing to the current opioid crt8¥s& Drug Enforcement
Administration (“DEA”) Special Agent in Charge further explained thehdrmaceutical
companies whose products include controlled medications that can lead to addiction and
overdose have a special obligation to operate in a trustwdorédmgparent manner, because their
customers’ health and safety and, indeed, very lives depend’6h it.”

5. The Marketing Defendants’ Scheme Succeeded, CreatindPaiblic
Health Epidemic

a. The Marketing Defendantsdramatically expanded opioid
prescribing and use

426. The Marketing Defendants necessarily expected a return on the enormous

investment they made in their deceptive marketing scheme, and worked to naealsexeand

155 press Release, DOJ, U.S. Attorney’s Office, Dist. of M&ssinder and Owner of
Pharmaceutical Company Insys Arrested and Charged with Racket¢@ahd?6, 2017),
available at https://www.justice.gov/usaw/pr/foundeandownerpharmaceuticatompany
insysarrestedandchargedracketeering.

156 Id
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their success. Hy knew they were influencing prescribers and increasing prescriptions.
Studies also show that in doing so, they fueled an epidemic of addiction and abuse.

427. Endo, for example directed the majority of its marketing budget to sales
representatives-with good results: virtually all of Endo’s opioid sales—and profitgere from
a maket that did not exist ten years earlier.

428. Cephalon also recognized the return of its efforts to market Actig and Fentora off
label for chronic pain. In 2000, Actig generated $15 million in sales. By 2002, Actiq sdles ha
increased by 92%, which Cephalattributed to “a dedicated sales force for ACTIQ” and
“ongoing changes to [its] marketing approach including hiring additionead sgbpeesentatives
and targeting our marketing efforts to pain specialists Actiq became Cephalon’s second
bestselling dug. By the end of 2006, Actig’s sales had exceeded $500 mitfo@nly 1% of
the 187,076 prescriptions for Actiq filled at retail pharmacies during theikrstanths of 2006
were prescribed by oncologists. One measure suggested that “more thareB0qigratients
who use[d] the drug don’t have cancét®”

429. Upon information and belief, each of the Marketing Defendants tracked the
impact of their marketing efforts to measure their impact in changing dbptaceptions and
prescribing of their drugs. HBy purchased prescribing and survey data that allowed them to
closely monitor these trends, and they did actively monitor tHésninstance itey monitored
doctors’ prescribing before and after detailing visits, and at various levddsadling intengy,

and before and after speaker programs. Defendargsted in their aggressive and deceptive

157 Cephalon, Inc. Annual Report (Form 10-K) at 28 (Mar. 31, 2003),
https://www.sec.qgov/Archives/edgar/data/873364/000104746903011137/a2105971z10-k.htm

158 CarreyrouNarcotic Lollipop
159 Id.
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marketing for one reason: it worked. As described in this Complaint, both in spestifinces
and more generally, Defendants’ marketing changed presgnifadli ngness to prescribe
opioids, led them to prescribe more of their opioids, and persuaded them to continue prescribing
opioids or to switch to supposedbsafer” opioids, such as ADF.

430. This success would have come as no surpilsag company markitg
materially impacts doctors’ prescribing behavitt. The effects of sales calls on prescribers’
behavior is well documented in the literature, including a 2017 study that found that pisysicia
ordered fewer promoted braméme medications and prescribadre costffective generic
versions if they worked in hospitals that instituted rules about when and how pharcahceut
sales representatives were allowed to detail prescribers. The changes in pgebehbavior
appeared strongest at hospitals that implemented the strictest detailing policredatedt!
enforcement measuregnother study examinef@ur practices, including visits by sales
representatives, medical journal advertisements, dioexbnsumer advertising, and pricing, and
found that sales representatives have the strongest effect on drug utilizatiadditional study
found that dotor meetings with sales representatives are related to changes in botHimgescri

practices and requests by physicians to add the drugs to hospitals’ forsaularie

160 See, e.g.P. Manchanda & P. ChintagunResponsiveness of Physician Prescription

Behavior to Salesforce Effort: An Individual Level Analy$ (2-3) Mktg. Letters 129 (2004)
(detailing has a positive impact on prescriptions writteratkin, Restrictions on

Pharmaceutical Detailindgreduced Off.abel Prescribing of Antidepressants and Antipsychotics

in Children 33(6) Health Affairs 1014 (2014) (finding academic medical centers thattextr

direct promotion by pharmaceutical sales representatives resulted in a 34% ohechlabel

use of promoted drugsee als®. Van Zee,The Promotion and Marketing of OxyContin:
Commercial Triumph, Public Health Trage®9(2) Am J. Pub. Health 221 (2009) (correlating

an increase of OxyContin prescriptions from 670,000 annually in 1997 to 6.2 million in 2002 to a
doubling of Purdue’s sales force and trebling of annual sales calls).
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431. MarketingDefendants spent millions of dollars to market their drugs to
prescribers and patients and meticulously tracked their return on that invesimame. recent
survey published by the AMA, even though nine in ten general practitioners reported
prescription drug abuse to be a moderate to large problem in their communities, 88% of the
repondents said they were confident in their prescribing skills, and nearly hal€aefertable
using opioids for chronic nocancer pairt®* These results are directly due to the Marketing
Defendants’ fraudulent marketing campaign focused on several misreptiesent

432. Thus, both independent studies amarketingDefendants’ own tracking confirm
that Defendants’ marketing scheme dramatically increased their sales.

b. Marketing Defendants’ deception in expanding their market
created and fueled the opioid epidein

433. Independent research demonstrates a close link between opioid prescriptions and
opioid abuse. For example, a 2007 study found “a very strong correlation between tleerapeut
exposure to opioid analgesics, as measured by prescriptions filled, and their'&biiseas
been estimated that 60% of the opioids that are abused come, directly or indinemtigh
physicians’ prescriptions.

434. There is a parallel relationship between the availability of prescription opioid

analgesics through legitimate pharmabwnnels and the diversion and abuse of these drugs and

161 Research LetteRrescription Drug Abuse: A National Survey of Primary Care Physicians
JAMA Intern. Med. (Dec. 8, 2014), E43.

162 Theodore J. Ciceret al. Relationship Between Therapeutic Use and Abuse of Opioid
Analgesics in Rural, Suburban, and Urban Locations in the United Si#tes
Pharmacoepidemiology and Drug Safety, 897(2007).
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associated adverse outcom@se opioid epidemic is “directly related to the increasingly
widespread misuse of powerful opioid pain medicatidfs.”

435. In a 2016 report, the CDC explained that “[o]pio&rpreliever prescribing has
guadrupled since 1999 and has increased in parallel with [opioid] overdoses.” Patewitsgec
opioid prescriptions for chronic pain account for the majority of overdoses. For thesestea
the CDC concluded that efforts to rein in the prescribing of opioids for chronic painteaa
“to reverse the epidemic of opioid drug overdose deaths and prevent opioid-relatedtynorbidi

E. Defendants Throughout the Supply Chain Deliberately Disregarded Their

Duties to Maintain Effective Controls and to Identify, Report, and Take
Steps to Halt Suspicious Orders

436. The Marketing Defendants created a vastly and dangerously larger market for
opioids. All of the Defendants compounded this harm by facilitating the supply obfar m
opioids that could have been justified to serve that market. The failure of the Deféadants
maintain effective controls, and to investigate, report, and take steps halttbedeéhey knew or
should have known were suspicious breached both their statutory and common law duties.

437. For over a decade, as the Marketing Defendants increased the demand for opioids,
all the Defendants aggressively sought to bolster their revenue, increasapdofirow their
share of the prescription painkiller market by unlawfalhyd surreptitiously increasing the
volume of opioids they sold. However, Defendants are not permitted to engage ineadimitl
expansion of their sales through the unlawful sales of regulated painkillerser Rest described
below, Defendants are subject to various duties to report the quantity of Scheduledlled
substances in order to monitor such substances and prevent oversupply and diversion into the

illicit market.

163 http://www.nejm.org/doi/full/10.1056/NEJMsr1601307
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438. Defendants are all required to register as either manufacturers or tssribu
pursuant to 21 U.S.C. § 823 and 21 C.F.R. 8§ 1301.11, 1301.74.

439. Marketing Defendants’ scheme was resoundingly successful. Chronic opioid
therapy—the prescribing of opioids longrm to treat chronic pairhas become a
commonplace, and often firBhe, treatment. Manufacturing Defendants’ deceptive marketing
caused prescribing not only of their opioids, but of opioids as a class, to skyrocketdiAgdo
the CDC opioid prescriptions, as measured by number of prescriptions and morphgramnilli
equivalent (“MME”) per person, tripled from 1999 to 2015. In 2015, on an average day, more
than 650,000 opioid prescriptions were dispensed in the U.S. While previously a small minority
of opioid sales, today between 80% and 90% of opioids (measured by wskghire for
chronic pain. Approximately 20% of the population between the ages of 30 and 44, and nearly
30% of the population over 45, have used opiofdpioids are the most common treatment for
chronic pain, and 20% of office visits now include the prescription of an opioid.

440. In a 2016 report, the CDC explained that “[o]pioid pain reliever prescribing has
quadrupled since 1999 and has increased in parallel with [opioid] overdés&atients
receiving opioid prescriptions for chronic pain account for the majority of ovesdés® these
reasons, the CDC concluded that efforts to rein in the prescribing of opioids forcgbaonare
critical “to reverse the epidemic of opioid dragerdose deaths and prevent opicatited

morbidity."16>

164 CcDC, January 1, 2016 Morbidity and Mortality Weekly Report; Rudd, Roset Al,
"Increases in drug and opioid overdose deaths—United States, 2000—2014." American Journal of
Transplantation 16.4 (2016): 1323-1327.

165 Id
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1. All Defendants Have a Duty to Report Suspicious Orders and Not to
Ship Those Orders Unless Due Diligence Disproves Their Suspicions

441. Multiple sources impose duties on the Defendants to report suspicious orders and
further to not ship those orders unless due diligence disproves those suspicions.

442. First, under the common law, the Defendants had a duty to exercise reasonable
care in delivering dangerous narcotic substances. By floddisgpuriwith more opioids than
could be used for legitimate medical purposes and by filling and failing to @plers that they
knew or should have realized were likely being diverted for illicit uses, Defenbierdched that
duty and both created and failed to prevent a foreseeable risk of harm.

443. Second, each of the Defendants assumed a duty, when speaking publicly about
opioids and their efforts to combat diversion, to speak accurately and truthfully.

444. Third, each of the Defendants was required to register witBE#eto
manufacture and/or distribute Schedule Il controlled substaisae21 U.S.C. 8§ 823(a), (e);

28 C.F.R. 8 0.100. As registrants, Defendants were requireddint[ain]. . . effective controls
against diversion” and to “design and operasgsiem to disclose. . suspicious orders of
controlled substances.” 21 U.S.C. § 823(a)-(b); 21 C.F.R. § 130Daténdants were further
required to take steps to halt suspicious orders. Defendants violated theirarigigater
federal law.

445. Fourth, Defendants also had duties under applicable state laws.

446. Recognizing a need for greater scrutiny over controlled substances due to their
potential for abuse and danger to public health and safety, the United States Cemaptessthe
Controlled Substances Act in 1970. The CSA and its implementing regulations crelatseta
system of distribution for all controlled substances and listed chemicals. Cospeesfically

designed the closed chain of distribution to prevent the diversion of legallycesbdantrolled
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substances into the illicit market. Congress was concerned with the diversionsobdt g
legitimate channels of distribution and acted to halt the “widespread diversiantbjed
substances] out of legitimate channels into tlegdl market.” Moreover, the clossgstem
was specifically designed to ensure that there are multiple ways of idemtiyd preventing
diversion through active participation by registrants within the drug dglokein. All
registrants- which includes all manufacturers and distributors of controlled substanuest —
adhere to the specific security, recordkeeping, monitoring and reportingerequis that are
designed to identify or prevent diversion. When registrants at any level falfiid heir
obligations, the necessary checks and balances collapse. The resultosithe staddiction
that has occurred.

447. The CSA requires manufacturers and distributors of Schedule Il substances like
opioids to: (a) limit sales within a quota set by theAd&r the overall production of Schedule Il
substances like opioids; (b) register to manufacture or distribute opioidsaif@ain effective
controls against diversion of the controlled substances that they manufactussrloutd; and
(d) design and operate a system to identify suspicious orders of controlledcheebshkelt such
unlawful sales, and report them to the DEA.

448. Central to the closesdystem created by the CSA was the directive that the DEA
determine quotas of each basic class of Schéduld 1l controlled substances each year. The
guota system was intended to reduce or eliminate diversion from “legitimatesthahtrade”
by controlling the “quantities of the basic ingredients needed for the manufaicicoatoolled
substances], and the requirement of order forms for all transfers of thesé &g
evaluating production quotas, the DEA was instructed to consider the following ationm

a. Information provided by the Department of Health and Human Services;

b. Total net disposal dhe basic class [of each drug] by all manufacturers;
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C. Trends in the national rate of disposal of the basic class [of drug];
d. An applicant’s production cycle and current inventory position;
e. Total actual or estimated inventories of the class [of drug] aat of

substances manufactured from the class and trends in inventory
accumulation; and

f. Other factors such as: changes in the currently accepted medical use of
substances manufactured for a basic class; the economic and physical
availability of raw materials; yield and sustainability issues; potential
disruptions to production; and unforeseen emergencies.

449. It is unlawful to manufacture a controlled substance in Schedule Il, like
prescription opioids, in excess of a quota assigned to that class of contubktahses by the
DEA.

450. To ensure that even drugs produced within quota are not divEgeekral
regulations issued under the CSA mandate that all registrants, manufaatwreistributors
alike, “design and operate a system to disclose to the registigitious orders of controlled
substances.” 21 C.F.R. 8 1301.74(b). Registrants are not entitled to be passive (but profitable
observers, but rather “shall inform the Field Division Office of the Admiristran his area of
suspicious orders when discovered by the registrddt.”"Suspicious orders include orders of
unusual size, orders deviating substantially from a normal pattern, and orders of unusual
frequency.ld. Other red flags may include, for example, “[o]rdering the same controlled
subgance from multiple distributors.”

451. These criteria are disjunctive and are not all inclusive. For example, if an orde
deviates substantially from a normal pattern, the size of the order does restandtthe order
should be reported as suspicious. Likewise, a distributor or manufacturer need nat avai
normal pattern to develop over time before determining whether a particularsosdspicious.

The size of an order alone, regardless of whether it deviates from a normiad, patenough to
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trigger the responsibility to report the order as suspicious. The determinationtibémdne

order is suspicious depends not only on the ordering patterns of the particular custofser but a
on the patterns of the entirety of the customer base and the patterns throughdexahe re
segment of the industry. For this reason, identification of suspicious orders akswéo identify
excessive volume of the controlled substance being shipped to a particular region.

452. In sum, Defendants have several respolisgis under state and federal law with
respect to control of the supply chain of opioids. First, they must set up a systemnetd prev
diversion, including excessive volume and other suspicious orders. That would include
reviewing their own data, relygnon their observations of prescribers and pharmacies, and
following up on reports or concerns of potential diversion. All suspicious 