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Plaintiff, the State of Nevada, by and through the undersigned attorneys, file
Complaint againsPlaintiff, the State of Nevada, by Aaron D. Ford, Attorney General
A St at e othis ConplaintaggirstDefendantdMcKesson CorporatignCardinalHealth,
Inc.; Cardinal Health 105, IngCardinal Health 108, LLQOCardinal Health 110, LLOCardinal

Health 200, LLC Cardinal Health 414, LLCCardinal Health Pharmacy Services, LLC;

AmerisourceBergen Drug CorporatioWalgreens Boots Alliance, IncWalgreenCo,

Walgreen Eastern Co., In®Valmartinc.; CVS Health CorporatigrCVS Pharmacy, IncTeva
Pharmaceuticals USA, Inc.; Teva Pharmaceutical Industries, Atdgvis Pharma, Inc.;
Purdue Pharma L.PPurduePharmalnc.; Purdue Holdings L.P.The Purdue Frederick
Company, Inc.P.F. Laboratories, IncRichard S. Sacklerdonathan D. SackleMortimer
D.A. Sackler Kathe A. Sacklerllene Sackler LefcourtDavid A. Sackler Beverly Sackler
Theresa SacklePLP Associates Holdings L;PRosebay Mdical Company L.P.Beacon
Company Doe Entities 110; Mallinckrodt plc; Mallinckrodt LLG SpecGx LLGC Insys
Therapeutics, IncJohn KapoarRichard M. SimonSunrise LepJoseph A. RowgrMichael
J. Gurry Michael Babich Alec Burlakoff ( col | ect i v el and didges,f upon
information and belief, as follows:

. INTRODUCTION

1. The State of Nevada, by and through Aaron Ford, Attorney General for the
of Nevada, and Ernest Figueroa, Consumer Advocate, files this Complaint on diethalf
State to eliminate the hazard to public health and safety caused by the opioid epidemic, {
the nuisance in this State,andt@ cover ci vi | f i n e dalsadecegtiver
andunfairmarketing and/or unlawful diversionpfr e scr i pti on opi oild
Such economic damages were foreseeable to Defendants and were sustained be

Defendant sé i ntenti onanissiana.d/ or unl awf ul

I1As used herein, the term fAopioido r ef e systheticandsdme

synthetic opiates.

5 this
the

d a

State

0 ab:
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2. The State asserts two categories of claims: (1) claims agaegharmaceutical
manufacturersf prescriptioropioid drugsthatengagedn amassivedalsemarketingcampaign
to drastically expand the market for such drugs and their own market share and (2)
against entities in the supply chain tmeaped enormous financial rewards by refusing
monitor and restrict the improper distribution of thdseys.

3. Opioid analgesicsarewidely divertedandimproperlyused,andthewidespread
use of the drugs has resulted in a national epidemic of opioidaseedeaths aratidictions?

4. The Centers for Disease Control
opioid misuse costs the United States $78.5 billion per year, taking into account hea
expenses, lost productivity, addiction treatment, aimdical justice involvement.In 2015,
over 33,000 Americans died as a result of opioid overdose, while an estimated 2 million
in the United States suffered from substance abuse disorders relating to presupiptasf

5. This case arises fronthe worst mammade epidemic in modern medic:
historyd the misuse, abuse, diversion, and gwesscription of opioids. Nevada has bes
greatly impacted by this opioid crisis. By 2016, Defendants had flooded the State with e
opioid prescriptions for 8@ut of every 100 Nevadans and Nevadan overdoses well excq
the national average for opioid deathBhe i mpact of Def endan
deceptively promote the use of opioids is evident in the numerous instances of overpreg
inNevada communities; for example, Dr. Rol
Steven Holper in Clark County who has been indicted for prescribing excess quanti

Insys product, Subsys, to his patients, one of whom died from a Subsys ovenddse, la a

Pharmacy, the Las Vegas top five seller of OxyContin in the nation.

claim

to

cribir
Der
ies o

mo

2 SeeNora D. Volkow & A. Thomas McLellanQpioid Abuse in Chronic PaihMisconceptions and Mitigatiopn
Strategies374 N.Eng. J. Med. 1253 (2016).
3 SeeCurtis S. Florence, et alThe Economic Burden of Prescription Opioid Overdose, Abuse, and Dependénce ir
the United State®013, 54 Medical Care 901 (2016).

4 SeeRose A. Rudd et allpcreases in Drug and OpioithvolvedOverdose DeatlisUnited States, 2012015 65
Morbidity & Mortality WkIy. Rep. 1445 (2016); Slubs
Health and Human Serv&ational Survey on Drug Use and Health, 2015 Detailed Tg21@$6).

5 Nev. Div. of Pub. and Behavioral Healtfihe Scope of Opioid Use in Neva@816,NEv. DIv. OF PUB. AND
BEHAVIORAL HEALTH (DPBH), 1 (Oct. 18, 2017),
http://dpbh.nv.gov/uploadedFiles/dpbhnvgov/content/Resources/opioids/Opioid%20Infographic.pdf.

2
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6. The opioid crisis is nAdirectly rg{
powerful opioid pairme di c a®t i ons . 0

7 Opioidsareregulatedas Scheduldl controlledsubstanceanderboth Nevada
and federal lawSeeNAC § 435.520(aj. Controlled substances are categorized in f
schedules, ranked in order of their potential for abuse, with Schedule | being the
dangerousSeeNAC, 88 435.510 to 435.550. The Nevada ContrdBatistances Act impose
a hierarchy of restrictions on prescribing and dispensing drugs based on their medicina
likelihood of addiction or abuse, and safety. Opioids generally are categorized as Sche
or Schedule 11l drugs. Schedule 1l drugsve a high potential f@buse andhay lead to severg
psychological or physical dependence. Schedule Il drugs are deemed to have a lower p
for abuse, but their abuse still may lead to moderate or low physical dependence ¢
psychological depndence.

8. Hydrocodoneis the most frequently prescribed opioid in the United States
is associatewith moredrugabuseanddiversionthananyotherlicit or illicit opioid. Its street
names include Hydro, Norco, and Vikes. It is an orally active agest frequently prescribeg
for the treatment of moderate to moderately severe pain. There are numerous brand and
hydrocodoneproducts marketedin the United States. The most frequently prescribed
combination is hydrocodone aratetaminophen (for example, Vicodin®, Lorcet®, a
Lortab®). Other examples of combination products include those containing aspirin (4
ASA®), ibuprofen (Vicoprofen®andantihistaminegHycomine®) .Mostoftenthesedrugsare

abusedy oralrather tha intravenousdministratior

6 SeeRobert M. Califf et al.A Proactive Response to Prescription Opioid Ab33& N. Eng. J. Med. 1480
(2016).

" TheNevadaControlled Substances Act and Administrative Code incorporate by reference relevant federa
and regulationdNAC 435.100, 435.1@, 435.150, 639.426, 639.266, 639.2B&ferences made to the federal
Controlled Substances Act, 2ISCA 801 et seq. (ACSA0) are for ref
under Nevadatort law, notto allege an independent federal cause of actiomatit allege any substantial
federal questionSeeSection lll,infra.

8SeeDr ug Enf ®tug Fad fheeat: Hydrocodor(a.d.),
https://www.dea.gov/druginfo/drug_data_slséidiydrocodone.pdf.
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9. Oxycodoneis a semisynthetic narcotic analgesic and historically has beg

popular drug of abuse among the narcotic abusing population. Its street names include H
Heroin, Kicker, OC, Ox, Oxy, Perc, and Roxy. Oxycodas marketed alone as OxyContin
in 10, 20, 40 and 80 mg controlleelease tablets and other immedisgkease capsules like §
mg OxyIR®. It is also marketed in combination products with aspirin such as Percoda
acetaminophen such as Roxicet®. Oxdmoe is abused orally or intravenously. The tabl
are crushedndsniffed or dissolvedin waterandinjected.Othersheata tabletthat hasbeen
placedon a piece of foil then inhale tivapors®

10. By now, most Americans have been affected, edlvectly or indirectly, by the
opioid disaster. But few realize that t
deceptive marketing strategy to expand
deliberate efforts to evade restibns on opioid distribution. Manufacturers and distributg
alike acted without regard for the lives that would be trammeled in purguifaf

11.  From 1999 through 2016, overdoses killed more than 350,000 Ametfcg
Over 200,000 of them, more than wekiléed in the Vietnam War, died from opioids prescribg
by doctors to treat paitt. These opioids include brasraime prescription medications such
OxyContin, Opana ER, Vicodin, Subsys, and Duragesic, as well as generics like oxyc
hydrocodone, anféntanyl.

12. " Most of the overdoses from nqmescription opioids are also directly related
prescription pills. Many opioid users, having become addicted to but no longer able to
prescription opioids, have turned to heroin. According to the AmeBoarety of Addiction
Medicine, 80% of people who initiated heroin use in the past decade started with presg
opioid® which, at the molecular level and in their effect, closely resemble heroin. In

people whoare addictedto prescriptionopioids are 40 times more likely than peoplenot

°SeeDr ug Enf ®tug Fad Sheet: Oxycodorie.d.),
https://www.dea.gov/druginfo/drug_data_sheets/Oxycodone.pdf.

10 Understanding the EpidemiCtrs. for Dsease Control and Prevention,
https://www.cdc.gov/drugoverdose/epidemic/indexlhiast updated Aug. 30, 2017).
11 prescription Opioid Overdose Dat&trs. for Disease Control and Prevent
https://www.cdc.gov/drugoverdose/data/overdosd.fiamt updated Aug. 1, 2017).
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addictedto prescription opioids to become addicted to heroin, and the Centers for Di
Control and Prevention (ACDCO) identi fi
risk factor for heroiraddiction*?

13- Asa result, in part, of the proliferation of opioid pharmaceuticals betweer
late 1990sand2015,thelife expectancyor Americansdecreaseébr thefirst timein recorded

history. Drug overdoses are now the leading cause of death forcameundeb0.

Sseas

1 the

14. Meanwhile, the Defendants made blockbuster profits. In 2012 alone, opioids

generated $8 billion in revenue for drug companies. By 2015, sales of opioids gr
approximately $9.®illion.

15. TheStatebringsthissuitagainsthemanufacturesof thesehighly addictivedrugs.
The manufacturers aggressively pushed highly addictive, dangerous opioids, falsely repr
to doctors that patients would only rarely succumb to drug addiction. These pharma
companies aggressively advertised and persuaded doctors to prescribe highly addig
dangerous opioids, turned patients into drug addicts for their own corporate profit. Such
were intentional and/or unlawful.

16. The State also brings this suit against the wholesale distribdtthrase highly

addictive drugs, which breached their legal duties umier alia the Nevada Controlled

SubstancesAct, Nev. Rev. Stat. 88 453.005t0 453.730 and the Nevada Administrative

Code, Nev. Admin. Code, 88 639.010 to 639.978, to mord&tect, investigate, refuse, an
report suspicious orders of prescription opiates. On the supply side, the crisis was fuel
sustained by those involved in the supply chain of opioids, including manufacty
distributors, and pharmacies who failedtaintain effective controls over the distribution
prescription opioids, and who instead have actively sought to evade such controls. Defg
have contributed substantially to the opioid criisselling and distributing far greater

guantitiesof prescriptionopioidsthantheyknowcould benecessarfor legitimatemedicaluses,

2Todayds HeroifimOvepgiddbemri cPreventi ond Prevéntion,Ct r s. f
https://www.cdc.gov/drugoverdose/opioids/heroin Inflasst updated Aug. 29, 2019;e e al so Tod 8
Epidemig Ctrs. for Disease Control and Preventidtps://www.cdc.gov/vitalsigns/heroin/index.Ht(tast updated
July 7, 2015).
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while failing to report,andto takestepsto halt suspicious orders when they were identifie
thereby exacerbating the oversupply of such drugs and fueling an illegatiagcoarket.

17 Defendantsd conduct has exacted,
State of Nevada. Categories of damages sustained by the State ibatuale not limited to
Medi caid funds paid out as a result o f
Nevada; the prospective damages associated with abating the nuisance created
Defendants; as well as fines attributable to the thousands, if not millions, idéntg of
wrongful conduct by Defendants within the State.

18. The Statebringsthis actionexclusivelyunderthe law of the Stateof Nevada.No
federal claims are being asserted, and to the extent that any claim or factual assertion
herein may beanstrued to have stated any claim for relief arising under federal law, such
is expressly and undeniably disavowed and disclaimed by the State.

19.  In addition,notwithstandinganythingto the contrary,underno circumstances
the Statdringingthisadion againstor bringinganactionor claimof anykind directedto, any
federalofficer or persomactingunderanyofficer of the United Statedor or relatingto anyact
undercolor of such office; nothing in this Complaint raises such an actiontoatie extent
that anything in the Complaint could be interpreted as potentially bringing an action aga
directed to any federal officer or person acting under any officer of the United States

relating to any act undeolorof suchoffice, thenall suchclaims,actionsor liability, in law or

d,

by 1

set f

clair

nst o

for o

in equity, are denied and disavowed in their entirety. Specifically and without limitation,

nothing in the Stateds Compl aint seeks
Defendant, in law or iequity, or to otherwise impose any liability or injunction, related to 3
United States government contract, including without limitation any Pharmaceutical H
Vendor (PPV) contract that the McKesdBarporation(or any affiliated entity) or anyother
Defendanhasor hadwith theUnited States Veterans Administrati@pecifically,and without
limitation, nothing in this Complaint challengesanyway,in law or in equityor otherwise,
actionsof McKessonpursuanto acontract it has or ever hadth the United States Veteran

Administration.
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20.  Nordoesthe Statebringthis actionon behalfof a classor anygroupof persons

that can be construed as a class. The claims asserted herein are brought solely by the §

State

are wholly independent of anglaims that individual users of opioids may have against

Defendants.

I. PARTIES

A. Plaintiff

21. The State of Nevada is a body politic created by the Constitution and lay
the State;as such,it is not a citizen of any state.This actionis broughtby the Statein its
sovereign capacity in order to protect the interests of the State of Nevada and its citiZ
parens patriagby and through Aaron D. Ford, the Attorney General of the State of Ney
Attorney GeneralFord is acting pursuantto his authoriy under,inter alia, NRS 228.310,
338.380, 228.390, and 598.0963(3).

B. Defendants

22.  Plaintiff is informed and believes, and based thereupon alleges, that
relevant timesgeachDefendanthas occupiedagency,employment,joint venture,or other
relationshipsvith each of the other named Defendants; that at all times herein mentione(
Defendant has acted within the course and scope of said agency, employment, joint V
and/or other relationship; theachotherDefendanhasratified, corsentedo, andapprovedhe
actsof its agentsemployees, joint venturers, and representatives; and that each has a
participated in, aided and abetted, or assisted one another in the commission of the wrof
alleged in thisComplaint.

23. At all relevant times Defendants, together and independently, have enga
the business of, or were successors in interest to, entities engaged in the business of res
licensing, designing,formulating, developing, compounding, testing, manufacturing,
producing,processing, assembling, inspecting, distributing, marketing, labeling, promd
packaging, advertising, distributing, and/or selling the prescription opioid drugs to indivi

and entities in the State of Nevada.
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24. At all relevant times, Defendants have sold and supplied opioid prescrig
drugs to individuals and entities located within every county of the State of Nevada.

1. Manufacturer Defendants

25. The Manufacturer Defendants are defined below. At all relevant times
Manufactirer Defendantshave packageddistributed,supplied,sold, placedinto the stream
of commercelabeled,described marketed,advertisedpromotedand purportedto warn or
purported to inform prescribers and users regarding the benefits and risks assuithatiee
use of the prescription opioid drugs.

a. TevaEntities

26 Def endant Teva Phar maceuticals U
corporation with its principal place of business in North Wales, Pennsylvania. Teva US/
in thebusines®f sellinggenericopioids,includingagenericform of OxyContinfrom 2005to

2009. Teva USA is a whoHgwned subsidiary of Defendant Teva Pharmaceutical Indust

Ltd. (ATeva Ltd. o), an I sraeli <cor poesaft|i

America and the state of Nevada.

27. Defendant Actavis Pharma, Inc. (f/k/a Watson Pharma, Inc.) is registered
business with the Nevada Secretary of State as a Delaware corporation with its principal
business ifParsippanyTroy Hills, New XErsey. Actavis Pharma, Inc. was previousigponsiblé
for sales of Kadian and Norco. Actavis Pharma, Inc. was sold to Teva Pharmadedtisties|

Ltd. as part of Allergan plcdéds 2016 sal

28. TevaUSA, Teva Ltd.andActavis Pharmalnc., togetherwith their DEA and

Nevadar egi strant and |icensee subsidiaries

to manufacture, promote, distribute and sell brand name and generic versions (ing

Kadian, Duragesic, and Opana) of opioids nationally, and in Nevada, incthdifgllowing:

Product Name | Chemical Name

Actig Fentanyl citrate

tion
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Fentora Fentanyl buccal

Kadian Morphine sulfate, extended release

Norco Hydrocodone bitartrate and acetaminop

29. From 2000 forward, Teva, directly and through its named amoamed

subsidiaries and/or agents, has made thousands of payments to physicians nationwide,

man

whom were not oncologists and did not treat cancer pain, ostensibly for activities including

participating on speaker sces,hsaistirganpesjarkeging g

safety surveillance and other services. In fact, these payments were made to dec
promote and maximize the useogfioids.

b. PurdueEntities and the Sackler Defendants

300 Defendant Pur due Plmitedpadnership BrganiZed undy

the laws of Delaware with its principal place of business in Stam@wdnecticut ands
registeredvith the NevadaSecretaryf State to do business in Nevada.
31. DefendantPurduePharmalnc. ( fi P Hsl adNew York corporationwith its

principal place of business in Stamfo@hnnecticut.

3. Defendant Purdue Holdings L.P. (A
wholly owns the limited partnership interest in Purdue Pharma L.P.

33. Defendant The Purdue Frederick Compan | nc . (APFCO
corporation with its principal place of business in StamiGahnecticut.

3. Defendant P.F. Laboratories, 1Ilnc.

its principal place of business in Totowa, New Jersey.

35. PPL, PPI, PHL, PFC, and PF Labstogetherwith their Drug Enforcement
Administration( A DEA 0 ) and Nevada registrant a
(collectively, APurdueo) , are engaged i

opioids nationally, ashin Nevada, including the following:

) VI

pptive

L O

P H




EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

Product Chemical Name

OxvContin Oxvcodone hvdrochloride., extended release

MS Contin Morphine sulfate. extended release

Dilaudid Hvdromorphone hvdrochloride

Dilaudid-HP Hvdromorphone hvdrochloride

Butrans Buprenorphine

Hysinala ER | Hydrocodone bitrate

Tarainia ER | Oxvcodone hvdrochloride and naloxone hvdrochlorig

36. Purdue made thousands of payments to physicians nationwide, ostensil
activities incl udi rbgreapsaproviding copsalting sergicex assiss
in postmarketing safety surveillance and other services. In fact, these payments were nj
deceptively promote and maximize the use of opioids.

37. OxyContinis P u r d largestselling opioid. Since2009,P u r d nagobad
annual salesf OxyContinhavefluctuatedbetweer$2.47billion and$3.1billion, up four-fold
from 2006 salesf $800million. OxyContinconstitutegoughly30% of the entiremarketfor
analgesidrugs (.e., painkillers). Salesof OxyContin(launchedn 1996)wentfrom amere$49
million in its first full year on the market to $1.6 billion in 2002.

38. In 2007, Purdue settled criminal and civil charges against it for misbran

OxyContin and agreed to pay a $635 million finat thetime, one of the largest settlements

with a drug company for marketing misconduct. None of this stopped Purdue. In fact, R
continuedo createthe falseperceptiorthatopioidsweresafeandeffectivefor long-termuse,
even after being caught, by ngiunbranded marketing methods to circumvent the system
May 8, 2007, as part of these settlements, Purdue entered into a consent judgment
State of Nevada, in which it agreed to a number of terms intended to prevent any 1
misleading mar&ting in the State of Nevada. In short, Purgaelthe fine whencaughtand

thencontinuedusinesssusual deceptivelynarketingand selling billions of dollars of opioidg
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eachyear.

39. At all relevant times, Purdue, which is a collectiorpdfate companies, has

D

been controlled by members of the extended Sackler family, who are the ultimate intende

beneficiaries of wvirtwually all of Purdu
in this action are the remaining living Sackfamily members who served on the board
Purdue Phar ma, Il nc. (the APur due b ensakingd

for all of Purdue.

40. Defendant Richard S. Sackler became a member of the Purdue board ir
and became its echair in 20@, which he remained until he left the board in 2018. He
also Purdueb6s head of research and dev
president from 1999 through 2003. He resides in New York, Florida, and Texas. He cu
holds an activelicense to practice medicine issued by the New York State Educa
Department. He is a trustee of the Sackler School of Medicine, a director and the vice pr

of the Raymond and Beverly Sackler Foundation, and a director and the president aret ti

of the Richard and Beth Sackler Foundation, Inc., all three of which are New Y oiflorNot

Profit Corporations.

41. Def endant Jonathan D. Sackl er wa
through 2018. He resides in Connecticut. He is a trustee of the Sachtwsl of Medicine, the
president and CEO of the Raymond and Beverly Sackler Foundation, and the vice presi
the Richard and Beth Sackler Foundation Inc., all three of which are New Y offoriNertofit
Corporations.

42. Defendant Mortimer D.A. Sackleehs been a member o
1993. He resides in New York. Mortimer is a director and the president of the Mortime
Jacqueline Sackler Foundation, and a director and the vice president and treasurel
Mortimer D. Sackler Foundation, dn both of which are New York Ndor-Profit
Corporations.

43. Def endant Kat he A. Sackl er was

Q)
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through 2018. She resides in New York and Connecticut. Kathe is a director and presi(
the Shack Sackler Foundation, a dicg and vice president and secretary of the Mortimer
Sackler Foundatiomc. andis a governor of the New York Academy of Sciences, all threg
which are New York Nefor-Profit Corporations.

44, Def endant |l  ene Sackl| er L edaddetween
1990 and 2018. She resides in New York. She is a director of Columbia University and
president of the Sackler Lefcourt Center for Child Development Inc., both of which are
York Not-for-Profit Corporations.

45. Defendant David A. Sacklewas a member of Pur
through 2018. He resides in New York.

46. Def endant Beverly Sackler was a m
2017. She resides in Connecticut. Beverly Sackler serves as a Director and the Secre]
Treasure of the Raymond and Beverly Sackler Foundation, a New YorkfdteRrofit
Corporation.

47. Def endant Theresa Sackler was a m
2018. She resides in New York and the United Kingdom.

48.  These individual Defendants used a nembf known and unknown entitie
named as Defendants herein as vehicles to transfer funds from Purdue directly or indire
themselves. These include the following:

49. Defendant PLP Associates Holdings L.P., which is a Delaware lim
partnership and anhited partner of Purdue Holdings L.P. Its partners are PLP Assoc
Holdings Inc. and BR Holdings Associates L.P.

50. Defendant Rosebay Medical Company L.P., which is a Delaware Iim
partnership ultimately owned by trusts for the benefit of one or mbrheoindividual
Defendants. Its general partner is Rosebay Medical Company, Inc., a citizen of Delawg
Connecticut. The Board of Directors of Rosebay medical Company, Inc. includes

members Richard S. Sackler and Jonathan D. Sackler.
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51. Defendant Bacon Company, which is a Delaware general partner
ultimately owned by trusts for the benefit of members of one or more of the indiv
Defendants.

52. Defendant Doe Entities -10, which are unknown trusts, partnershiy

companies, and/or other legal iies, which are ultimately owned and/or controlled by, a‘nd

the identities of which are particularly within the knowledge of, one or more of the indivi
Defendants.
5. The foregoing i ndi vidual Def enda

Sac k| e rfosegoing enthies they used as vehicles to transfer funds from Purdue di
or indirectly to themselves are referr¢g

the Sackl er Entities are referred to caoa

c. SpecGX and Mallinckrodt Entities

54.  Defendant Mallinckrodt plc is an lIrish public limited company with
headquartersn StainesuponThames, Surrey, United Kingdom. Mallinckrodt plc w3
incorporated in Januarg013 with the purpose of holding tipdarmaceuticals business (
Covidien plc, which was fullyransferred to Mallinckrodt plc in June of that year. Mallinckrd
plc also operates under thegistered business name Mallinckrodt Pharmaceuticals, witl
U.S. headquarters in Hazelwoddissourt.

55. Defendant Mallinckrodt LLC is a limited liability company organized a
existing undethelawsof the Stateof Delaware.

56. Defendant SpecGx LLC is a Delaware limited liability company viish
headquarters Clayton,Missouri,andis registeredwvith the NevadaSecretaryof State to do
business in Nevada.

57.  Mallinckrodt plc, Mallinckrodt LLC, and SpecGx LLC, together with their DH
and Nevada registrant and | icensee sub
manufacturemarket, sell, and distribute pharmaceutical drugs throughout the United S

and in Nevada. Mallinckrodt is the largest U.S. supplier of opioid pain medications and 3
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the top ten generic pharmaceutical manufacturers in the United States, baesdrgutions.

58.  Mallinckrodt manufactures and markets two branded opioids: Exalgo, whi

extendedeleasehydromorphone,sold in 8, 12, 16, and 32 mg dosagestrengths,and
Roxicodone, which is oxycodone, sold in 15 and 30 mg dosage strengths. In 200@kkaalt

Inc., a subsidiary of Covidien plc, acquired the U.S. rights to Exalgo. Exalgo was approv

ch is

ed fo

the treatment of chronic pain in 2012. Mallinckrodt further expanded its branded gpioid

portfolio in 2012 by purchasing Roxicodone from Xanodyne Phaeuticals. In addition,
Mallinckrodt developed Xartemis XR, an extendettase combination of oxycodone ar
acetaminophen, which the FDA approved in March 2014, and which Mallinckrodt has
discontinued. Mallinckrodt promoted its branded opioid pobslwvith its own direct saleg

force.

59. while it has sought to develop its branded opioid products, Mallinckrodt

long beeraleadingmanufactureof genericopioids. Mallinckrodtalsoestimatedbase®nIMS
Health data for 2015, that igenerics claimed an approximately 23% market share of O
Schedules Il and IIl opioid and oral solid dosedications3

60. Mallinckrodt operates a vertically integrated business in the United Statg
importing raw opioid materials, (2) manufacturing génepioid products, primarily at it
facility in Hobart, New York, and (3) marketing and selling its products to drug distrib
specialty pharmaceutical distributors, retail pharmacy chains, pharmaceutical benefit m
with mail-order pharmaciesnd hospital buyingroups.

61. Among the drugs Mallinckrodt manufactures or has manufactured arg

following:

Product Name | Chemical Name

Exalgo Hydromorphone hydrochloride, extended release

3 Mallinckrodt plc 2016, Annual Report (Form <), at 5 (Nov. 29, 2016),

https://www.sec.gov/Archives/edgar/data/1567892/000156789216000098/0001 5 2P 098index.htm.
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Roxicodone Oxycodone hydrochloride

Xartemis XR Oxycodone hydrochloride and acetaminophen
Methadose Methadone hydrochloride

Generic Morphine sulfate, extended release

Generic Morphine sulfate oral solution

Generic Fentanyl transdermal system

Generic Oral transmucosal fentanyl citrate

Generic Oxycodone and acetaminophen

Generic Hydrocodone bitartrate and acetaminophen
Generic Hydromorphone hydrochloride

Generic Hydromorphone hydrochloride, extended release

Product Name | Chemical Name

Generic Naltrexone hydrochloride
Generic Oxymorphone hydrochloride
Generic Methadone hydrochloride
Generic Oxycodone hydrochloride
Generic Buprenorphine and naloxone

62.  Mallinckrodt madethousand®f paymentgo physiciansationwide ostensibly
for activities includingpar t i ci pating on speakersodé b
assisting in postnarketing safety surveillance and other services. In fact, these paymentg

made to deceptively promote and maximize the usgioids.

d. InsysTherapeutics anbhsys Executives

63. Defendant I nsys Therapeutics, 1[I ngqg.

principal place of business in Chandler, Arizona. Insys manufactures, promotes, sel

distributes the opioid fentanyl also known as Subsys, in the Usigteds, including in Nevadal
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Subsys is I nsyso6s prireveue: pal product and s

Product Name | Chemical Name

Subsys Fentanyl

64. Insys made thousands of payments to physicians nationwide, ostensibly for

activitiesincludingpar t i ci pating on speakersd bure

au

in postmarketing safety surveillance and other services. In fact, these payments were made

deceptively promote and maximize the usembids.

65. Subsys is d@ransmucosal immediatelease formulation (TIRF) of fentanyl

containedin a singledosespraydeviceintendedfor oral, underthetongueadministration.

Subsys was approved by the FDA solely f

patients 18years of age and older who are already receiving and are tolerant to-greund

clock opioid therapy for their underlying persistent capcari'h . 0

66. In 2016, Insysmadeapproximately$330million in netrevenuefrom Subsys.

Insys promotes, sells, ardistributes Subsys throughout the United States, and in Neyada.

Subsys wad n s yoslydnsarketedproduct from March 2012 until July 2017. Insys is a
pharmaceutical company, wholesaler, and distributor in the State of Nevada.

67.  Subsys is notorious in Nevadsa the drug prescribed by Dr. Steven Holper
the late Henderson Municipal Court Judge Diana Hampton, which was determined to

cause of her fatal overdoge.

be th

68. Defendant John Kapoor, the founder of Insys Therapeutics, Inc. and fgrmer

Executive Chairma, was a member of |l nsysdéds boand

Phoenix, Arizona.

4 Highlights of Prescribing Information, SUBSYS® (fentanyl sublingual spray), @2D16),
https://www.accessdataddyov/drugsatfda_docs/label/2016/202788s0161bl.pdf.

15 SeeScott Hampton, as Heir, Executor and Personal Representative of the Estate of &igrtartv. Steven A.

Holper, Insys Therapeutics, et al., Case Nd.8A770455C (Clark Co., Nev.).
16
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69. Defendant Richard M. Simon was a former National Director of Sales for |

during the time relevant to the allegations of this action. He resides in Seal Beafdnni@al

NSys

70. Defendant Sunrise Lee was a former Regional Sales Director of Insyg. He

resides in Bryant City, Michigan.
71.  Defendant Joseph A. Rowan was a former Regional Sales Director of
during the time relevant to the allegations of this action. He resid@snama City, Florida.

72.  Defendant Michael J. Gurry was a former Vice President of Managed Ma

nsys

rkets

for Insys during the time relevant to the allegations of this action. He resides in Scotfsdale

Arizona.
73.  Defendant Michael Babich was the former presidet @GEO of Insys during

the time relevant to the allegations of this action. He resides in Scottsdale, Arizona.

74.  Defendant Alec Burlakoff was the former vice president of sales for Insys

during the time relevant to the allegations of this action. He resmdé&harlotte, North

Carolina.

75. The foregoing individual Defendants

Executives. 0
76. I nsysds founder and owner, John
racketeering in a case brought by the MassachusettstBepdarof Justice. Insys executive

Richard M. Simon, Sunrise Lee, Joseph A. Rowan, and Michael J. Gurry, were all con

Ka
B,

victe

in the same case. Michael L. Babich, former Insys chief executive, pleaded guilty to congpirac

and mail fraud charges. Alec Bakioff pled guilty to one count of racketeering conspiracy.

2. Distributor Defendants

77. The Distributor Defendantsare defined below. At all relevanttimes, the

Distributor Defendants have distributed, supplied, sold, and placed into the stream o

commerce the prescription drug opioids, without fulfilling their fundamental duty of wholgsale

drug distributors taetectandwarnof diversionof dangerousirugsfor norrmedicalpurposes.

The Statealleges that the unlawful conduct by the Distributorddefants is a substantial cause

17
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for the volume of prescription opioids plaguing the State and that the negligence of

Distributor Defendants caused catastrophic harm to the state of Nevada and its*€itizeng.

a. McKessonCorporation

78.  DefendantMcKesson Corporation is fifth on the list of Fortune 500 compan
ranking immediately after Apple and ExxonMobil, with annual revenue of $191 billion in 2
McKesson Corporation, together with and through its DEA and Nevada registrant and lig
subs di ari es and affiliates (collectively
that distributes opioids throughout the country, including in Nevada. McKesson operatg

licensed pharmacy wholesaler in the State of Nevada and is and whsettvant times

thos

es,
016.

ENSE

d as

registered with the Nevada Secretary of State as a Delaware corporation with its principal offic

located in San FranciscGalifornia.

79. In January 2017, McKesson paid a record $150 million to resolve
investigation bythe U.S. Departmenbdf Justice( fi D Ofdr &aijing to reportsuspiciousorders
of certaindrugs, including opioids. In addition to the monetary penalty, the DOJ reqt
McKesson to suspend sales of controlled substances from distribution centers in Ohio, R
Mi chi gan and Col orado. The DOJ descri bg

severe sanctions ever agreed to by a [Drug Enforcement Administration] registered r |

b. Cardinal HealtlEntities

80. Defendant Cardinal Health, Inc. and its subsidmCardinal Health 105, Inc.
CardinalHealth 108, LLC; CardinalHealth110, LLC; CardinalHealth200, LLC; Cardinal
Health 414, LLC; and Cardinal Health Pharmacy Services, LLC operated as licensed ph3

wholesalers in the State of Nevada and willrkbe f erred to col | ectli

Heal t h. 0O

81. Defendant Cardinal Health, Inc. is an Ohio corporation with its principal p

of businessn Dublin, Ohio.CardinalHealth,Inc. describedtselfasafi g | aritegratechealth

18 Although addressed in Section 1(e), Defendant Mallinckrodt LLC and related entities are direct distributd
drugs relevant to this action in the statdNefvzada and should be considered both a manufacturer defendant g
as distributor defendant.
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care serviceandproductsc o mp aamdis, the fifteenth largestcompanyby revenuen the
U.S.,with annuakevenueof $121billion in 2016.Basedon DefendanCardinalH e a | awh ¢
estimatespne out of every six pharmaceutical products dispensed to United Safitersts
travels through the Cardinal Health network.

82. Defendant Cardinal Health 105, Inc. d/b/a Xiromed, LLC is an Ohio corporg
with its principal place of business in Dubl®hio.

83. DefendantCardinalHealth108,LLC f/k/a CardinalHealth108,Inc.is and was
at allrelevanttimesregisteredo do businessvith the NevadaSecretaryf Stateasa Delaware
limited liability company with its principal place of busines3 @annessee.

84. Defendant Cardinal Health 110, LLC d/b/a ParNRgirmaceuticals is and wa
at allrelevanttimesregisteredo do businessvith theNevadaSecretaryf Stateasa Delaware
limited liability company with its principal place of business in Dulihjo.

85. Defendant Cardinal Health 200, LLC is and waalktelevant times registereq
to dobusinessvith theNevadaSecretaryf Stateasa Delawardimited liability companywith
its principal place of business in Waukegidimois.

86. Defendant Cardinal Health 414, LLC is and was at all relevant times regis
to dobusinessvith the NevadaSecretaryf Stateasa Delawardimited liability companywith
its principal place of business in Dublin, Ohio.

87. DefendantCardinalHealthPharmacyServices L LC is andwasat all relevant
times registered to dbusiness with the Nevada Secretary of State as a Delaware i

liability company with its principal place of business in Housi@xas.

c. AmerisourceBergen Drugorporation

88. Defendant AmerisourceBergen Drug Corporation, together with and throug
DEA ad Nevada registrant and licensee subsidiaries and affiliates (collecti
AAmeri sourceBergeno), i s a wholesal er
throughout the country, including in Nevada. AmerisourceBergen, at all relevant t

operdaedasalicensedpharmacywholesalein the Stateof Nevadaandis andwasregistered to
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dobusinessvith theNevad&Secretaryf StateasaDelawarecorporatiorwith its principal place
of business in Chesterbrook, PennsylvaranerisourceBergen is the eleventh largq

company by revenue in the United States, with annual revenue of $147 biRi@bein

d. Walgreen€ntities

89. Defendant Walgreens Boots Alliance, Inc. is a Delaware corporation wit
principalplaceof businessn Illinois.
90. DefendanWalgreenCo.is andwasregisteredo do business with the Nevadi

Secretary of State as an lllinois with its principal place of business in Deerfield, Illi

St

h its

&

NoIS.

Walgreen Co. is a subsidiary of Walgreens Boots Alliance, Inc. and does business under tt

trade name Walgreens.

91. Defendant Walgreen E@sn Co., Inc. is a New York corporation with if
principal place of business in Deerfield, lllinois.

92. Defendants Walgreens Boots Alliance, Inc., Walgreen Eastern Co.,
Wal green Co. are collectively ref eiousBEA
registeredsubsidiariesand affiliated entities, conductsbusinessas a licensedwholesale
distributor. At all times relevant to this Complaint, Walgreens distributed prescription op
throughout the United States, including in Nevada.aAtrelevant times, this Defendari

operated as a licensed pharmacy wholesaler in the State of Nevada.

e. WalmartEntities

93. DefendanWalmartinc.,( A Wa | roamedyknpwnasWal-Mart Stores|nc.,
is and was registered to do business with the Nevada Sgcodt&tate as a Delawars
corporationwith its principal place of businessn Arkansas.Walmart, throughits various
DEA registerecsubsidiariesandaffiliated entities,conductsbusinessasa licensedwholesale
distributor under named businesstities including WaMart Warehouse #6045 a/k/a Wa
Mart Warehouse #45. At all times relevant to this Complaint, Walmart distributed prescri
opioids throughout the United States, including in Nevada. At all relevant times, this Defe

operated aa licensed pharmacy wholesaler in the State of Nevada.
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f. CVSEntities

94. Def endant CVS Health Corporation
with its principal place of business in Woonsocket, Rhode Island. CVS HC conducts bu
as a licensed wholesalesttibutor under the following named business entities, among ot}
CVvVS Orlando FL Distribution L.L.C. and
times relevant to this Complaint, CVS distributed prescription opioids throughout the U
Statesjncluding in Nevada.

95. Defendant CVS Phar macy, Il nc. (A
corporation with its principal place of business in Woonsocket, Rhode Island. CVS Pha
is a subsidiary of CVS HC. At all times relevant to this Complaint, CVS Phgrapesated as
a licensed pharmaayholesalergdistributorandcontrolledsubstancéacility in Nevada.

9%. Defendants CVS HC, and CVS Phar ma
CVS conducts business as a licensed wholesale distributor. At all timesntelevthis
Complaint, CVS distributed prescription opioids throughout the United States, includi

Nevada.

C. Agency and Authority

97. All of theactionsdescribedn this Complaintarepartof, andin furtheranceof,
the unlawful conduct alleg¢gde r ei n, and wer e authorized
officers,agentsemployeesor otherrepresentativewhile activelyengagedn themanagement
of Defendantsdéd affairs within the cours

Def endant sé6 actwual , aahomyar ent, and/ or os

[I. JURISDICTION & VENUE

(1
sines
ners:

C \

nited

cv

rmac

cy

ng in

98. Subject matter jurisdiction for this case is conferred upon this Court pursuant to,

inter alia, Article 6, Section 6 of the Nevada Constitution.

99. This Court has personal juristion over Defendants because Defendants
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businessn Nevadaand/orhavethe requisiteminimum contactswith Nevada necessary t(

constitutionally permit the Court to exercise jurisdiction with such jurisdiction also withir]

contemplation ofthflevada Al ong ar mo statut e, NRS
100. TheinstantComplaintdoesnot conferdiversity jurisdiction uponthe federal

courts pursuartb 28USC8 1332,asthe Stateis nota citizenof anystateandthis actionis not

=4

the

subject to the jurisdiction of the &s Action Fairness Act of 2005. Likewise, federal question

subject matter jurisdiction pursuant to 28 USC 8 1331 is not invoked by the Complaint
sets forth hereiexclusivelyviable statelaw claimsagainstDefendantsNowherehereindoes
Plaintiff plead, expressly or implicitly, any cause of action or request any remedy that
under federal law. The issues presented in the allegations of this Complaint do not im
any substantial federal issussddo notturnonthenecessarinterpretatiorof federallaw. No
federalissueis important to the federal system as a whole under the criteria set by the Su
Court in Gunn v. Minton 568U.S.251(2013)(e.g, federaltax collectionseizuresfederal
governmenbonds).Specifically, the causes of action asserted, and the remedies sought |
are founded upon the positive statutory, common, and decisional laws of Nevada. Furth
assertion of federal jurisdiction over the claims made herein would improperly dilsar
congressionally approved balance of federal and state responsibilities. Accordingly
exercise of federal jurisdiction is without basis in laviamt.

101. InthiscomplaintPlaintiff citesfederalstatutesndregulationsPlaintiff doesso

to statethe duty owed under Nevada tort lawgt to allege an independent federal cause

action andhot to allege any substantial federal question ur@enn v. Mintoni A c | a|

negligence in Nevada requires that the plaintiff satisfy four elements: (Kisim@ duty of

car e, (2) breach, ( 3) | e Guaner v.c Mandalayt $portdy

,as i

arise:

plicat

prem

nereir
er, tt
b

an

of

Entertainment, LLC124 Nev. 213, 180 P.3d 1172 (Nev. 2008). The element of duty is to be

determined as a matter of law based on foreseeability of the.ifgstate of Smith ex rel|
Smith v. Mahoneyo6s Silver Nugget, l nc. ,
clear, Plaintiffcitesfederalstatutesandfederalregulationsor the solepurposeof statingthe

duty owed under Nevada law to the citizens of Nevada. Thus, any attempted removal
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complaint based on a federal cause of action or substantial federal question is without 1
102. Venue is proper in this Court pursuant to NRS 8§ 598.0989(3) bec

Defendah s & conduct alleged herein took pl 4

IV. FACTUAL ALLEGATIONS COMMON TO ALL CLAIMS Y/

A. Opioids and Their Effects

103. Opioidsarea classof drugsthat bind with opioid receptorsin the brain and
includes natural, synthetic, aseémisynthetic opioids. Natural opioids are derived from t
opium poppy. Generally used to temporarily relieve pain, opioids block pain signals but
treat the source dhe pain. Opioids producemultiple effectson the humanbody, the most

significantof whichare analgesia, euphoria, and respiratigyression.

104. " The medicinal properties of opioids have been recognized for milerasdnas
their potential for abuse and addiction. The opium poppy contains various opium alka
three of whit are used in the pharmaceutical industry today: morphine, codeine, and theg
Early use of opium in Western medicine was with a tincture of opium and alcohol d
laudanum, whicltontainsall of theopiumalkaloidsandis still availableby prescripton today.

Chemistdirst isolated the morphine and codeine alkaloids in the &8€0s.

105. 1827, the pharmaceutical company Merck began{stg& production and

commercialmarketingof morphine.During the AmericanCivil War, field medicscommonly
used morphine, laudanum, and opium pills to temporarily relieve the pain of the wounde
many veteranwereleft with morphineaddictionsBy 1900,anestimated800,000peoplewere
addicted tapioidsin the United Statesandmanydoctorsprescribedopioidssolelyto prevent
therpati ents from suffering withdrawal S

HamiltonWr i ght , remarked in 1911, AThe hab

"The allegations in this Complaint are made upon facts, as well as upon information and belief. The State
the right to seek leave to amend or cortaid Complaint based upon analysis of DEA data or other discovs
including, upon analysis of the ARCOS, IMS Health, and other date and upaar faxéstigation and discovery.
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extent. Our prisons and otwospitals are full of victims of it, it has robbed ten thousg

businessmen of moral sense and made them beasts who prey upon their fellows . .|.

become one of the most fertile causes of unhappiness and sin in the®nitad®e s . 0

106. Pharmaceuticatonpaniedriedto developsubstitutegor opiumandmorphine
that would provide the same analgesic effects without the addictive properties. In 1898,
Pharmaceutical Company began marketing diacetylmorphine (obtained from acetylat
morphine)undet he trade name PM@AHer oi n. o-adBictiyeeaughy
and cold remedy suitable for children, but as its addictive nature became clear,
distribution in theU.S.waslimited to prescriptiononly in 1914andthenbannedaltogethera
decaddater.

107. Although heroin and opium became classified as illicit drugs, there is
difference between them and prescription opioids. Prescription opioids are synthesize
the same plant as heroin, have similar molecular structures, andlilve&lsame receptors i
the humarbrain.

108. Due to concerns about their addictive properties, prescription opioids
usuallybeen regulated at the federal level as Schedule Il controlled substances by th

DrugEnf or cement Admisnmied970.at i on ( ADEAO?)

109. Throughoutthe twentieth century, pharmaceuticacompaniescontinuedto
develop prescription opioids like Percodan, Percocet, and Vicodin, but these opioidg
generally produced in combination with other drugs, with relativelydpigidcontent.

110. In contrast, OxyContin, the product whose launch in 1996 ushered in
modern opioid epidemic, is pure oxycodone. Purdue initially made it available in the follg
strengths: 10ng, 15 mg, 20 mg, 30 mg, 40 mg, 60 mg, 80 mg, and160 mg. The weakest

OxyContindelivers as much narcotic as the strongest Percocet, and some OxyContin

18 Nick Miroff, From Teddy Roosevelt to Trump: How Drug Companies Triggere@@ioid Crisis a
Century Ago The Wash. Post (Oct. 17, 2017),
https://www.washingtonpost.cdnews/retropolis/wp/2017/09/294yreaed-drug-fiendsin- the-world-an
americaropioid-crisisin-1908/?utm_term=.7832633fd7ca.
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delivered sixteen times that.

111. Medical professionalsdescribethe strengthof various opioids in terms of

mor phine mil |l i gr amAceayding to ahe €DQ, doses &t MdrivaBave b

MME/day double the risk of overdose compared to 20 MME/day, and one study foun
patients who died of opioid overdose were prescribed an averag®idiBRlay.

112. Different opioids provide varying levels of MMBESor example, just 33 mg 0f
oxycodone ©provides 50 MMHaily dosing,sthe 50aMME/Qa/
threshold is nearly reached by a prescription of 15 mg twice daily. One 160 mg tal
OxyContin, which Purdue took off the market in 2001jwaebd 240MME.

113. The wide variation in the MME strength of prescription opioids renders
misleading anyeffort to captureii ma r ktea byetlte numberof pills or prescriptions
attributedto Purdueor other manufacturers. Purdue, in particufaguses its business o

branded, highly potent pills, causing it to be responsible for a significant percent of the

let o

h

b tota

amount of MME in circulation, even though it currently claims to have a small percentage of

the market share in terms of pills or pnegtions.

114. Fentanylis a syntheticopioid thatis 100timesstrongerthanmorphineand50
times stronger than heroin. First developed in 1959, fentanyl is showing up more and
of t en i n the mar ket for opi oi ds crm, sitht
particularly lethal consequences.

115. The effects of opioids vary by duration. Leagc t i ng opi oi ds
OxyContin and MS Contin and Actavisobés K
and are purported to provide continuous apiterapy for, in general, 12 hours. Skacting
opi oi ds, s uc h amslFeQi@garedekignedo Ise taldewint additionto long-
actingopioidstoaddressie pi sodi ¢ paino (also referre
fastacting, supfemental opioid therapy lasting approximately 4 to 6 hours. Still other-sk
term opioids, such as I nsysoés Su dygopioida

to specifically address breakthrough carnuain, excruciatingpain sufferedby somepatients
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with endstagecancer. The Manufacturer Defendants promoted the idea that pain shoul
treated by taking longcting opioids continuousndsupplementinghemby alsotakingshort
acting,rapidonsetpioidsfore p i s o dri eca kotr hpafirtdbu g h 0

d be

116. Patients develop tolerance to the analgesic effect of opioids relatively quickly.

As tolerance increases, a patient typically requires progressively higher doses in order tg
the same perceived level of pain reduction. The satngei®f the euphoric effects of opiodls

the Ahigh. 0 However, opioids depress re
respiration altogether. At higher doses, the effects of withdrawal are more severg¢ednon

opioid use can also caukgperalgesia, a heightened sensitivitpam.

117. Discontinuing opioids after more than just a few weeks of therapy will ca
most patients to experience withdrawal symptoms. These withdrawal symptoms in
severe anxiety, nausea, vomitinggadaches, agitation, insomnia, tremors, hallucinatig
delirium,pain, and other serious symptoms, which may persist for months after a cor
withdrawal from opioids, depending on how long the opioids weeel.

118. As a leading pain specialist doctor pytthe widespread, lontgrm use of
opi oi dcdefaétoegsrimenbnthepopulationoftheUnitedStatesltw a s mrar@omized,

itwasnot controll ed, and no data wdsatd slt

B. The Resurgence oDpioid Use in the UnitedStates

1. The Sackler Family Integrated Advertising andMedicine.

119. Given the history of opioid abusein the U.S. andthe medicalpr o f e s
resulting warinessthe commercialsuccessof the ManufacturerD e f e n dheesctripgod
opioidswould not havebeenpossiblewithoutafundamentashiftinp r e s ¢ percépgoros
therisksandbenefits of longterm opioiduse.

120. As itturned out, Purdue Pharma was uniquely positioned to execute just 4
maneuver, thanks thé¢ legacy of a man named Arthur Sackler. The Sackler family is the

owner of Purdue and one of the wealthiest families in America, with a net worth of $13 4
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as of 2016. All of the companyods '8Yeothei
Sacklers havavoidedpublicly associatinghemselvesvith Purdue)etting othersserveasthe

spokespeople for thmompany.

121. The Sackler brothedsArthur, Mortimer, and Raymordd purchased a smal

patentmedicine company called the Purdtrederick Company in 1952. It was Arthur Sackler

who createdhe pharmaceuticahdvertisingndustryaswe know t, laying the groundworkfor
the OxyContin promotion that would make the Sacllélisnaires.

122. Arthur Sackler was both a psychiatrist and aketing executive. He pioneere
both print advertising in medical journ
form of seminars and continuing medical education courses. He also understood the pef

power of recommendationsrom fellow physicians anddid not hesitateto manipulate

a l

suas

information when necessary. For example, one promotional brochure produced by his firm fo

Pfizer showed businesardsof physiciandrom variouscitiesasif theyweretestimonialdor
thedrug,butwhen a purnalist tried to contact these doctors, he discovered that they di
exist?°

123. It was Arthur Sackler who, in the 1960s, made Valium into the first $1
million drug, so popular it became knoy
Roche, deeloped Valium, it already had a similar drug, Librium, another benzodiazepin
the market for treatment of anxiet$o, Ar t hur invented a <co
t e n Diessendally stre§sand pitched Valium as the solutiéhThe campaign, for wibh

Arthur was compensated based on volume of pills @oldis a remarkablguccess.

124.  Arthur Sackler created not only the advertising for his clients but also the ve

19 David Armstrong,The Man at the Center of the Secret OxyContin FBFAT News (May 12, 2016),
https://www.statnews.com/2016/05/12/rmezantersecretoxycontinfiles/.

2oBarry MeierPain Kill er: A fAiWonder 06 Dra04g(RalaleT r
2003)

(hereinafter AMeiero).

211d. at 202 see also, One Family Reaped Billions From OpiowiBUR On Point (Oct.

23, 2017), http://www.wbur.org/onpoint/2017/10/23/éamily-reapedbillions-from-opioids.
22 Meier, supra,at 202203.
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to bring their advertisement$o doctor® a biweekly newspapecalledthe Medical Tribune
which wasdistributedfor freeto doctorsnationwide Arthur alsoconceiveda companycalled
IMS Health Holdingdnc. (now calledIQVIA), which monitorsprescribingpracticesof every
doctorin the

U.S and sells this valuable datapiearmaceutical companies like Manufacturer Defendal

who utilize it to target and tailor their sales pitches to individual physicians.

2. Purdue Developed and Aggressively Promoted OxyContin.

125. After the Sacklerbrothersacquiredthe PurdueFrederickCompanyin 1952,
Purdue sold products ranging from earwax remover to antiseptic, and it became a prd
business. As an advertising executive, Arthur Sackler was not involved, on paper at |g
running Purdue, which would have been a conflict of intefRaymond Sackler becam
Purdueds head executive, whaiflli@e. Mor ti mer

126. Inthe 1980s, Purdue, through its UK affiliate, acquired a Scottish drug proc
that had developed a sustairretease technology suitable for morphinerdee marketed this
extendedreleasemorphineasMS Contin,andit quickly becameP u r d bestselker. As the
patent expiration for MS Contin loomed, Purdue searched for a drug to replace it. Arour
ti me, Raymondds ol dest alksoartrainedRghysibianrbecang ang
involved in the management of the company. Richard had grand ambitions for the con
accordingtoalong i me Purdue sales representat.
bigd | meanreallyb i & RiohardbelievedPurdueshoulddevelopanotheuseforitsii C o n t
timedreleasesystem.

127 n 1990,P u r dwcepdesidentf clinical researchRobertKaiko, sentamemo

to Richard and other executives recommending that the company work on a pill iognt

oxycodone. At the time, oxycodone was perceived as less potent than morphine,

23 Christopher GlazekThe Secretive Family Making Billions from the Opioid Cri&isquire (Oct. 162017),
http://www.esquire.com/newgolitics/al2775932/sacklgamily-oxycontin/.
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because it was most commonly prescribed as Percocet, a relatively weak oxyc
acetaminophen combination pill. MS Contin was not only approaching patent expiratid
had always been limitdaly thestigmaassociateavith morphine. Oxycodonedid nothavethat
problem,andw h a t 0 s it wassomefimesmistakenlycalledii o x y ¢ o avieiah also,
contributedto the perception of relatively lower potency, becausgleine is weaker thar
morphine. Purdue acknowledged using this to its advantage when it later pled guilty to cr
charges of fAmisbrandingo in 2007, admit
by many physicians that oxycodone was wveak t han mor phi neodo a
anything 6to make phy wasstrongaosequalio mo k p hortiaa
0 t aakyesteps. . . thatwould affecttheuni que position that
physicians’*

128. For Purdue and Ox sedlybnité Pudue neededto botl

distance its new product from the traditional view of narcotic addicisbnandbroaden the

drugds uses beyond cancer pain and hsaep|i

executives in March 1995 recommended that if Purdue could show that the risk of abu
lower with OxyContinthanwith traditionalimmediatereleasenarcotics saleswvouldincrease.
As discussed belowRurduedid not find or generateany suchevidence,but this did not stop
Purdugrom making that claimegardless.

129. To achieve its marketing goals a
opioids, Purdue persuaded the FDA examiner, over internal objections within the FQ
approve alabed t at i ng: ADel ayed absorption as
reduce the abuse liability of a drug. o

130. The basis for this reduced abuse liability claim was entirely theoretical an
based on any actual research, data, or empirical saestipport, and the FDA ultimately
pull ed this | anguage from OxyContinbés |

131. Nonetheless, as set forth in detail below, Purdue made reduced risk of add

241d.
3d.
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and abuse the cornerstone of its marketing efforts.

132. At the OxyContin launclparty, Richard Sackler asked the audience to imag
a series of natural disasters: an earthquake, a volcanic eruption, a hurricane, and a bliz]
sai d, Aithe | aunch of OxyContin Tabl ets
buryte competition. The prescription bliz

133. Armedwith this andothermisrepresentatiorebouttherisksandbenefitsof its
new drug, Purdue was able to open an enormous untapped market: patients \gitidofon
life, non acute, everyday aches and pains. As Dr. David Haddox, a Senior Medical Dir

at Purdue, declared on the Early Show,

patients in this country who have caéaverpni

single day. OxyContin is one of the c#o|i

134 In pursuit of these 50 million potential customers, Purdue poured resource

OxyContinbs sales force and audenae ofprimary carg
physicians who treated patients with chronic pain complaints. The graph below show
promoti onal spending in the first six
spending on MS Contif:

135. Prior t o PurOdyCentinsno bragwompdny had ever promot

such a pure, higbtrength Schedule Il narcotic to so wide an audience of ggmacdtioners.

136. I n the two decades following Oxy(C

substantial resources to its promaabefforts.
137. Purdue has generated estimated sales of more than $35 billion from o
since 1996rakingin morethan$3billion in 2015alone Remarkablyits opioid salescontinued

to climb evenafteraperiodof mediaattentionandgovernmentnquiriesregardingOxyContin

26 Meier, supra at 269.

27U.S. General Accounting)xyContin Abuse and Diversion a&fforts to Address the Proble@ffice
Report to Congressional Requesters at 22 (Dec. 2688)/www.gao.gov/new.items/d04110.pdf.

30

ne
rard.

Wi

hioids



http://www.gao.gov/new.items/d04110.pdf

EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

abusan the early 2000s and a criminal investigation culminating in guilty pleas in 2007. Py
proved itself skillecdtevadingull responsibilityandcontinuingto sellthroughthecontroversy.
Thec o mp a nnpaopioidsaesof $3 billion in 2015represenafour-fold increasdrom its
2006salesof $800 million.

138. Facing increasing domestic scrutiny from the public and increasing awaré
of theharmtheirdrugscausePurdueandRichardSacklemow havetheir eyeson evengreater
profits. Under the name of Mundipharma International, the Sacklers are looking to new m
for their opioid® employing the exact same playbook in South America, China, and Ind
they did in the Unite®tates.

139. In May 2017, a dozen members of Congress sent a letter to the World H
Organization, warning it of the deceptive practices Purdue is unleashing on the rest of the

throughMundipharma:

We write to warn the international community of the deceptive
and dagerous practices of Mundipharma Internatiénah 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 Wdd Health Organization (WHO) to do everything in

its poweto avoid allowing the same people to begin a worldwide
opioid epidemic. Please learn from our experience and do not
all ow Mundipharma to carry on Pu
global stage. . ..

Internal documents revealed in court proceedings now tell us that
sincetheearlydevelopmenof OxyContin,Purduewvasawareof

the high risk of addiction it carried. Combined with the
misleading and aggressiwearketingof thedrugby 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 scrutiapd diminished U.S. sales,
the Sacklers have simply moved on. On December 18, the Los
Angeles Timepublishedanextremelytroublingreportdetailing
howin spite ofthescoresf lawsuitsagainsPurduefor itsrolein
theU.S.opioid crisis, andens of thousands of overdose deaths,
Mundipharma now aggressively markets OxyContin
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internationally. In fact, Mundipharma uses many of the same
tactics that caused the opioid epidemic to flourish in the U.S.,
though now in countries with far fewer resaes¢o devote to the
fallout.2®

140. With the opioid epidemic in the United States now a national public hg
emergency, Purdue announced on February 9, 2018, that it had reduced its sales fq
would no longer promote opioids directly to prescribers.Under this new policy, sales
representativewill no longervisitd o c t officest@discussopioid products Despiteits new
policy, however Purdue continues to use the same aggressive sales tactics to push op
othercount ri es. pwottodntagpédparket® afteraxtractingsubstantiaprofits
from Americancommunities and leaving local governments to address the devastating af
growing damage the company causein | v ser ves t o u rdims wwe

been knowing, intentional, and motivated by profits throughout this sting

3. Other Manufacturer Defendants Leapt at the Opioid Opportunity.
141. purdue created a market for the use of opioids for a range of common ach
pains by misrepsenting the risks and benefits of its opioids, but it was not alone. The
Manufacturer Defendantd already manufacturers of prescription opioid® positioned
themselves ttakeadvantag®f the opportunityPurduecreateddevelopingooth brandedand

genericopioids to compete with OxyContin, while, together with Purdue and each @

alth

rce c

oids

nd stil

DI ¢

S an

hther

ther,

misrepresenting the safety and efficacy of their products. These misrepresentations a

described in greater detail below.
142. Actavis also pursued a broader chronic pasrket. Its predecessor, Watsg
Pharmaceuticals, Inc., obtained approval for Norco (hydrocodone and acetaminophe

launched the product in 1997. Actavis also developed Kadian (morphine sulfate) and w

28 | etter from Members of Congress to Dr. Margaret Chan, Dirggtareral, World Health Organization (May
3, 2017), http://katherineclark.house.gov/_cache/files/a5775Bac4bb9 bdba
1ca71c784113/mundipharnrhettersignatures.pdf.
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contract manufacturerfor Kadian starting in 2005. Actavis then acquired Kadian in
December 2008’ Kadian sales grew 50 percent from 2007 to 2011 to approximately §
million for the year ending September 30, 2011 and Actavis then introduced a generic \
of the drug®® As described with more pattilarity below, Actavis deceptively promote
Kadian to its highest prescribers in order to increase sales and stated that Kadian was le
to be abused when it had no evidence of this.

143. Mallinckrodt also pursued a broader chronic pain manketrketng its branded
and generic drugs by misrepresenting their addictive nature and falsely claiming that thq
could be taken in higher doses but without disclosing the greater risks of addiction. Fron|
to 2014 Mallinckrodt expandedts brandedopioid portfolio while alsomaintainingits role as

leading manufacturer of generic opioids. As described with more particularity be

b275
ersio
d

ss lik

2 drug

n 200

2low,

Mallinckrodt, through its website, sales force, and unbranded communications, promoted it

opioids byconsistently mischaracterizing the risk of addiction. Specifically, Mallinckr

promoted both Exalgo (hydromorphone hydrochloride) and Xartemis XR (oxyco

pdt

Hone

hydrochloride and acetaminophen) as formulated to reduce abuse when it had no evidence

this. In anticipation of XartemisX R 6 approval, Mallinckrodt added 150-200 sales
representativet® promoteit.

144. As described with more particularity below, Insys Executives also decept
promoted their product Subsys (fentanyl) as safe and appropriate fosude as neck ang
back pain, without disclosing that the drug had not been approved for such uses. Subs
approved in 2012 only for management o
were already receivin@nd were tolerant to opioid th@nafor underlying persistent cance
pain. Insys was only allowed to market Subsys for this use.

145. Since its launch in 2012, Insys Executives aggressively worked to grow

29 Actavis Acquires Kadian; Extends Specialty Drug Portfolio in UBSisiness Wire (Decemb8&60, 2008)
https://www.businesswire.cdmews/hane/20081230005227/en/Actavigequires KadianExtendsSpecialty
Drug-Portfolio.

30 Actavis Launches Generic KADIAN® Capsules in the,PB.Newswire, (Nov. 11, 2011),
https://www.prnewswire.comewsreleases/etavislaunchesggenerickadiarcapsulesn-the-us 133689873.html.
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profits through deceptive, illegal, and misleading tactics, including its reimbardeelated
scheme. Through sales representatives and other marketing efforts, Insys Exe

i mpl emented a kickback scheme wherein t

exchange for prescribing Subsys. All of these deceptive and migleschemes had the effe¢

of pushing I nsysdés dangerous opioid ont

146. Byaddingopioid product®rexpandingheuseof theirexistingopioidproducts,

the other Manufacturer Defendants took advantage of the market created doy BU

aggressive promotion of OxyContin and reaped enormous profits. For example, Insyg

approximately $330 million in net revenue from Subsys in 2015.

C.Defendantsé Conduct CrNeigahce.d an Abat a

147. As allegedthroughoutthis Complaint,D e f e n c@nduttaeateda public
health crisis and a public nuisance.

148. The public nuisan@i.e., the opioid epidemit created, perpetuated, an
maintained by Defendants can be abated and further recurrence of such har
inconvenience can kabated byinter alia, (a) educating prescribers (especially primary c;
physicians and the most prolific prescribers of opioids) and patients regarding the trug
and benefits ofopioids, including the risk of addiction, in order to prevent the ngzle of
addiction; (b) providing effectivdpng-termaddictiontreatmento patientswho arealready
addictedo opioids;(c) making naloxone and other overdose reversal drugs widely availaly
that overdoses are less frequently fatal; and (d) ewgpuhat state regulators have th
information they need to investigate compliance.

149. Defendants have the ability to act to abate the public nuisance, and th
recognizes that they are uniquely wadisitioned to do so. It is the manufacturer of a drug t
has primary responsibilityto assurethe safety, efficacy, and appropriatenessf ad r u g
marketing and promotion. And, all companies in the supply chain of a controlled substar

primarily responsiblefor ensuringthat such drugs are only distributed and dispensedto
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appropriatepatients anahot diverted.Theseresponsibilitieexistindependenodf any FDA or
DEA regulationtoensure that their products and practices meet state consumer protectio
and regulations, as well as the obtigns under the Nevada Controlled Substances Act ang
Nevada Administrative Code. As registered manufacturers and distributors of cont
substances, Defendardse placedin a position of specialtrust and responsibilityand are
uniquelypositioned, basedn theirknowledgeof prescriber@ndorderso actasafirst line of

defense.

D The Manuf act ur er -PhegtdsSnhdmerotChange Mredcriber Habif

and Public Perception to Increase Demand fo©pioids

150. In order to accomplish éhfundamental shift in perception that was key
successfully marketing their opioids, the Manufacturer Defendants designed and impler]
a sophisticated and deceptive marketing strategy. Lacking legitimate scientific reseg
support their claims,he Manufacturer Defendants turned to the marketing techniques
pioneered by Arthur Sackler to create a series of misperceptions in the medical commur

ultimately reverse the lorgettled understanding of the relative risks and benefapiofds.

151. The Manufacturer Defendants promoted, and profited from, t
misrepresentationaboutthe risks and benefitsof opioidsfor chronic pain eventhoughthey
knew that their marketing was false and misleading. The history of opioids, as veskasch
and clinical experience over the last 20 years, established that opioids were highly ad
and responsiblfor alonglist of very seriousadverseutcomes.The FDA andotherregulators
warned Manufacturer Defendants of these risks. The Matw&r Defendants had access
scientific studies, detailed prescription data, and reports of adverse events, including rej
addiction, hospitalizatiomnddeath® all of whichmadecleartheharmsromlong-termopioid
useandthat patients were dnare suffering from addiction, overdoses, and death in alarn
numbers. More recently, the FDA and CDC issued pronouncements based on existing 1

evidence that concl usi vely e x pnassepreséntatonsk
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152. The deceptive marketing scheme to increase opioid prescriptions cer

around nine categories of misrepresentations, which are discussed in detail below.

Manufacturer Defendants disseminated these misrepresentations througls chdonels,
including through advertising, sales representatives, purportedly independent organi:
these defendants funded awnal Ilcochtirmdu £td
Leaders, 0 and Continuing Medi gsaed subsdquentyy

below.

1. The Manufacturer DefendantsPromoted Multiple FalsehoodsAbout Opioids.

153. The Manufacturer Defendants® mi si
categories:
a. Falseor misleadingclaimsthattherisk of addictionfrom chronicopioidtherapy
is low.

b. False or misleading claims that to the extent there is a risk of addiction, it

easily identified and managed.

c. False or misleading claims that signs of addictive behavior are actually sig
Apseudoaddring moreopiojd®s r e q U |

d. False or misleading claims that opioid withdrawal can be avoidéapkying.

e. False or misleading claims that there are no risks associated with t
increased doses of opioids.

f. False or misleading claims that leteym opioid usémprovesfunctioning.

g. False or misleading claims that alternative forms of pain relief pose greater

thanopioids.

36

terec

ratior

Yy
ti

ep

can b

ns of

aking

risks




EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

h. False or misleading claims that certain opioids, including, but not limitg

OxyContin, provide twelve hours of paielief.

i. False or misleading claims that new formulations of certain opioids succes:
deterabuse.

154. Each of these propositions was false. The Manufacturer Defendants kney
but they nonetheless set out to convince physicians, patients, and the puble @it thegruth
of each of these propositions in order to expand the market foopieids.

155. The categories of misrepresentations are offered to organize the num
statements the Manufacturer Defendants made and to explain their role in the ovéetihgna
effort, not as a checklist for assessi
Manufacturer Defendant deceptively promoted their opioids specifically, and, togethef

other Manufacturer Defendants, opioids generally, not every Maturer Defendant

propagated (or needed to propagate) ea¢

conduct, and each misrepresentation, contributed to an overall narrative that @naeul t

didd mislead doctors, patients, and payors about theanskbenefits of opioids. While this

Complaint endeavors to documenéxamples of each Manufacturer De f e n d
misrepresentationgnd the mannerin which they were disseminated, they are justdtha
examples. The Complaint is not, especially prior to disggwen exhaustive catalog of th

nature and manner of each deceptive statelyesdich Manufacturéddefendant.

a. Falsehoodtl: Thefalseor misleadingclaimsthatthe risk of addictionfrom

chronic opioid therapy i®w.

156. Central to theManuf act ur er Defendant so
misrepresentation that opioids are rarely addictive when taken for chronic pain. Throug
marketingefforts, the ManufactureDefendantsadvancedheideathattherisk of addictionis

low whenopioids aretakenasprescribecoyi | e g i tpainpaignts.Dhat,in turn, directly
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ledtothe expected and intended result that doctors prescribed more opioids to moredpat
thereby enriching the Manufacturer Defendants and substartda@illyibuting to the opioid
epidemic.

157. Each of the Manufacturer Defendants claimed that the potential for addi

from its opioids was relatively small or n@xistent, even though there was no scientif

evidence to support those claims. None of them la@kaowledged, retracted, or corrects
their false statements.

158. In fact, studies have shown that a substantial percentage efdongisers of
opioids experience addiction. Addictio
r e c o mme n d3ahd te oisk supstantially increases with more than three month
use? As the CDC Guideline states, #A[o]pi

including overdose and opioid usie disor

i. Purdueds miorsregapdingeasidictionisk t i

159. Whenit launchedOxyContin, Purdueknew it would needdatato overcome
decades of wariness regarding opioid use. It needed some sort of research to bac
messaging. But Purdue had not conducted any studies atnoeg potential or addiction ris
as part of its applicatiofor FDA approvalfor OxyContin. Purdue(and, later, the other
Defendantsjoundt h i s A in¢heferm of @dme&paragraphetterto the editorpublished
in theNewEnNglandJournal of Medicie (NEJM) in1980.

160. This letter, by Dr. HershelJick and JanePorter, declaredthe incidenceof

31 FDA Announces Safety Labeling Changes and Postmarket Study Requirements For ERteledsd and LoRd
Acting Opioid AnalgesicsMagMutual (Aug. 18, 2016jttps://wwwmagmutual.com/learning/article/fda
announcesafetylabelingchangesand postmarkesstudyrequirementopioids;see alsd’ress Release, U.S. Fo
& Drug Admin., Announces Enhanced Warnings For ImmedRétease Opioid Pain Medications Related to
Risks of Misuse, Abuse, Addiction, Overdose and DE&IA (Mar. 22, 2016),
https://www.fda.gov/NewsEvents/NewsroffmessAnnouncemenfucm491739.htm

32 Deborah Dowell, M.D. et alCDC Guideline for Prescribing Opioids for Chronic PditUnited States 2016,
65(1) Morbidity & Mortality WkIly. Rep. 1, 21 (M
331d. at 2.
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addiction #dArareo for 3pdhey d anslyzed raedatabasd
hospitalized patients who were given opioids in a controlled setting to ease suffering from
pain. Porter and Jick considered a patient not addicted if there was no sign of addictior
i n parecoregsnt s O

161.  As Dr. Jick explainedto a journalistyearslater, he submittedthe statisticsto

NEJM asaletterbecausehe datawerenot robustenoughto be publishedasastudy®

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 ol reasonably well documented
addiction in patients who had no history of addiction. The addic-
tion was considered rn.a.jor in only one instance. The drugs im=
plicated were meperidine in two patients,’ 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

HersueL Jick, M.D.

Boston Collaborative Drug

Surveillance Program

Waltham, MA 02154 Boston University Medical Center

I. Jick H, Miettinen O3, Shapiro 5, Lewis GP, Siskind Y, Slone D.
Comprehensive drug surveillance. JAMA. 1970; 213:1455.60.

2. Miller RR, lick H. Clinical effects of meperidine in hospitalized medical
patients. J Clin Pharmacol. 1978; 18:180-8.

162. Purdue nonetheless began repeatedly citing this letter in promotiona
educational materials as evidence of the low risk of addiction, while failing to disclose t
source was a letter to the editor, not a pegfewed papet® Citation of the letter, which was
largely ignored for more than a decade,significantly increased after the introduction of
OxyContin. Purduevas the first Manufacturer to rely upon this letter to assert that its opioids we)

addictive, but the other Manufacturer Defendants eventually followed suit, citing to the letter as a |

34 Jane Porter & Herschelclki, MD, Addiction Rare in Patients Treated with Narcoti8®2(2) New Eng. J. Med.
123 (Jan. 10, 1980http://www.nejm.org/doi/pdf/10.1056/NEJM198001103020221.

35 Meier, suprg at 174.

36 J. Porter & H. JickAddiction Rare in Patients Treated with Narcotisspra.

39

of w
acut

| NOte

and

nat its

e nof

DASIS |



http://www.nejm.org/doi/pdf/10.1056/NEJM198001103020221

EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

their migepresentations regarding the addictive nature of their prodiuctdick, author of the letter
| ater stated Athatdés not in any shape 09
163. Purdue specifically used the Porter and Jick letter in its 1998 promotideal
A | ngydife b a c k which Dr. Alan Spanossaysfi | fact, the rate of addictionamongst
pain patients who are treated by doctisrsnuch less than 1966 Purdue trained its sale
representatives to tell prescribers that fewer than 1patiénts who took OxyContin becam
addicted. (In 1999, a Purddiended study of patients who used OxyContin for headaches fq
that the addiction3®ate was thirteen p¢g
164. Other Manufacturer Defendants relied on and disseminated the same dis
me sagi ng. The enormous i mpact of Manuf
this letter was wellocumented in another letter published in the NEJM on June 1, 2
describing the way the orparagraph 1980 letter had been irresponsibly atediin some

casesigr ossly misrepresented. 0 dxplanpdar t i cu

[W]e found that a fivesentence letter published in theurnal

in 1980 was heavily and uncritically cited as evidence that

addiction wasarewith long-termopioid therapyWebelievethat

this citation pattern contributed to the North American opioid

crisis by helping teshapea narrativethatallayedp r e scr i ber s §
concernsaboutthe risk of addiction associated with loitgrm

opioid therapy . .2°

165 A1 do&ficult to overstate the rol g
University of Toronto,who led the analysis.fi Iwasthe key bit of literaturethat helpedthe

opiate manufacturers convince frdime doctors that addictionisnotao n c®r n. 0

87 QOur Amazing World Purdue Pharma OxyContin CommergialYouTube (Sept. 22, 2016
https://www.youtube.com/watch?v=Er78Dj5hyel.
%8 patrick R. Keefe, The Family That Built an Empire of PainNew Yorker (Oct. 30, 2017
( her ei na fBmpie of PdikK)e.e f e,

% Pamela T.M. Leung, B.Sc. Pharmet al., A 1980 Letter on the Risk of Opioid AddictiV6

New Engl. J. Med. 2194, 21956 (June 1, 2017),

http:/www.nejm.org/doi/full/10.1056/NEJMc1700150.
40 Marilynn Marchione, Assoc. PressPainful Words: How a 1980 Letter Fueled the Opi
Epidemi¢c STAT News (May 31, 2017), https://www.statnews.com/2017/05/31/cpjuidemicnejrdetter/.
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166. Alongsideits use of the Porterand Jick letter, Purduealso craftedits own

materials and spread its deceptive message through numerous additional channels. In
press release announcing the release of OxyContin, forexdmple,d ue decl ar
addiction i exaggerated. o

167. At ahearingbeforetheHouseof Re p r e s e SBuba@mmitie@nsOdersight
and Investigations of the Committee on Energy and Commerce in August 2001, H
emphasi zed tregaimengdismissingaasesoboverdoseanddeathassomethinghat
wouldnotb e f a | | Al egiti mated patients: AVir
abusing the medication, not patients with legitimate medical needs under the treatme]
heal t hcare “professional .o

168. Purdue spun this baseless ndlegit
patient brochure about OxyConti n, cal | 6
Become a PartnékgainstP a i In regponséo the questionii A r teopiddd pain medications

ikkOxyContin Tablets dédaddictingd?, 0 Purd

addiction i f taking opurposesds for | egitin

Drug addiction means wusing a dru
relieve pan. You are taking opioid pain medication for medical
purposes. The medical purposes are clear and the effects are
beneficial, not harmfut?

169. sal es representatives marketed O

41 press Release, PurdBearma L.P.New Hope for Millions of Americans Suffering from Persistent Pain: L
Acting OxyContin Tablets Now Available to Relieve PaifMay 31, 1996, 3:47pm
http://documentfatimes.com/oxycontipressreleasel996/.
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42 Oxycontin: Its Use and Abuse: Hearing Before the House Subcomm. on Oversight and Investigations of the Cor

on Energy and Commercd07th Cong. 1 (Aug. 28, 2001) (Statement of Michael Friedman, Executive
President, Chief Operating Officer, Purdue Pharma.P.), https://www.gpo.gov/fdsys/pkgHRG-
107hhrg75754tml/CHRG- 107hhrg75754.htm.

4 Partners AgainstPaic onsi sts of both a website, styled ag
set of medical education resources disttéd to prescribers by sales representatives. It has existed since at |
early 2000s and has been a vehicle for Purdue to downplay the risks of addiction freterfomgpioid use. On

early pamphl et for exampl e,s aandsdwecrte dv emersce rbrys
means using a drug to get o6highdé rather than t
purposes. The medical purposes are clear and t
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stay “Saledr epd esentatives also received
about addiction with talking points th
One of Purdueds early training memos nggdg
that A[al]s you prepare to fire your Om
want £ Accdndingtdtheémemo thetargetis physicianresistancéasednconcerrabout
addiction:in The physician wants p aounaddictndg themfto ah
opi d% d. o

170. Purdue,through its unbrandedwebsite Partners Against Pain, stated the

foll owi ng: ACurrent Myt h: Opioid addig

clinical problem in patients with moderate to severe pagted with opioids. Fact: Fears abopt

or

ti

psychological dependence are exaggerated when treating appropriate pain patients wi

opi oi ds. 0 falAchmpeacid belowmwhenopsikisaredosedproperlyfor chronic,
noncancep ai n. 0

171. Former sales represtative Steven May, who worked for Purdue from 1999
2005, explained to a journalist how he
objections to prescribing opioids. The most common objection he heard about presg
OxyContint wasjtdtat¥Meay aardd chiisvecoowor ker g
doctorsonfi | e g i tpaimpatienés@ndto representhatii | e g i tpatiemsswoeld not
become addicted. In addition, they were trained to say that ti®ur2dosing made thq
extendedrelease opioidkessii h afb @ t mihangamkillersthatneedto betakeneveryfour
hours.

172. According to interviews with prescribers and former Purdue s{

representatives, Purdue has continued to distort or omit the risk of addiction while fail

44 Keefe,Enpire of Pain, supra.

45 Meier, supra,at 102.

4 1d.

47 David RemnickHow OxyContin Was Sold to the Masg8teven May interview with Patrick Radden Keefe),
The New Yorler (Oct. 27, 2017), https://mmnewyorker.conipodcast/thenew yorkerradio-hour/how
oxycontinwassoldto-themasses.
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correct its earlier misrepresentations, leaving many doctors with the false impressiomth
patients will only rarely become addictedojmoids.

173. With regard to addiction, Pur due
disclosed the true risks to, and experiences of, its patients. Until 2014, the OxyContir]
statedn a blackbox warningg hat opi oi ds have fabuse poQg
increased n patients with a personal or f ami

i. As the Owners of Purdue, me m
Officers of the Company, the Sacklers had ackradwledge of
sanctioned, and participated

otherwise illegal practices

174, Pur dueds del i berate actions to mi
and benefits of longerm opioid treatment were orchestratedloy Sacklers from the launch
of OxyContin through the present. Purdue is not a publicly traded company, but rather a
business: it is completely Sacklewned and Sacklded. The Sacklers were directly involve
in development and sanctioning Purdue deceptive and il 1l e

participated in its decisions to mislead Nevada providers, patients, government authoriti

insurers to normalize opioid prescribing and generate a financial windfall for themselves

175. The Sacklers cortl Purdue. Each of them took seats on the board of PPI
many served as officers of Purdue entities. Together, they always controlled the director
gave them total power over Purdue and its officers and other employees, and they fre
exercsed that power in person at Purdue headquarters, some working there on a daily
From 1990 to 2018, the Sacklers made up a majority of the Purdue Board of Directors
some years, the Board consisted only of members of the Sackler family.

176. Eachof the Sacklers knew and intended that the sales representative
Purdueds other marketing employees woul
truth about Purdueds opioids. They weach

misleading messages throughout Nevada, including by sending deceptive publicati
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Nevada doctors and deceptively promoting Purdue opioids at CME events in the Sf
Nevada. And they each knew and intended that patients, prescribers, pharmacistsjransl
in Nevada would rely on Purdueds decep
and rei mburse claims for Purdueds opioi

177. The Sackled Defendants Richard, llene, Jonathan, Kathe, Theresa, Bev
and Mortimer Sackléy took seatsonthBoar d from PPl &ds incep
joined the Board in July 2012.

178. Richard Sackler played an active and central role in the management of P
He is named as inventor on dozens of patents relating to oxycodone and other pain medi
including patents issued as late as 2016. Most of these patents were assigned to Pu

began working for Purdue as assistant to the president in the 1970s. He later served

ate

L i\
ds
erly,

rdue
catio
rdue.

as v

president of marketing and salicepresidelntnwhit:hte

was the position he held at the time OxyContin was launched in 1996. In 1999, he b
president/CEO, and he served in that position until 2003.
179. Richard Sackler resigned as President in 2003 but he continued to serve

chair of the Purdue board. He was actively involved in the invention, development, mark

promoti on, and sale of Purdueds opioids

can

as c(
bting,

P

launched OxyContin with an unprecedented marketing campaign causing OxyContin tc

generate a billion dollars in sales within five year of its introduction in the pain managg
mar ket . For example, in 1998, Richard S
tabl et s provi de mor e t han me r e lance persomat
performance. 0

180. Defendant Jonathan Sackler served as a vice president of Purdue duri
period of development, launch, promotion, and marketing of OxyContin. He resigned
officer positionin or after 2003, but he continued to serve anldbard of Purdue

181. Defendant Mortimer D. A. Sackler also served as a vice president of Py

during the period of development, launch, promotion, and marketing of OxyContin
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resigned thaposition in or after 2003, but he continued to serve on the lod&rdrdue.

182. Defendant Kathe Sackler also served as a vice president of Purdue duri
period of development, launch, promotion, and marketing of OxyContin. She resigneq
position in orafter 2003, but continued to serve on the board of Purdue.

183. Deferdant llene Sackler served as a vice president of Purdue during the g
of development, launch, promotion, and marketing of OxyContin. Like Richard, Jong
Mortimer, and Kathe, llene resigned that position in or after 2003, but continued to ser
the board oPurdue.

184. Def endant David A. Sackler serve
2012and 2018.

185. Defendant Beverly Sackler served
During the relevant time period, she also served as a trustee of anerertrusts that
beneficiallyown and control Purdue.

186. Def endant Theresa Sackl er served
and 2017.

187. Through their positions as the owners, directors, and officers of Purdug
Sacklershad oversight and control avéhe unlawful sales and marketing described in t

complaint.
188. From the beginning, t he Sackl ers

doctorasnd patients about opioidsd risk of
Sackler,and other Pudue executives determined that doctors had the crucial misconce
that OxyContinwas weaker than morphine, which led them to prescribe OxyContin much
often, even as substitute for Tylenol.

189. The Sacklers who were involved in running the familyibess knew since alf
leastthe summer of 1999 that prescription opioids lead to addiction, and specifically

OxyContincould be, and was, abused. In summer 1999, a Purdue sales representative
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the presidenof Purdue reporting widespread abuse oOx y Cont i n. A We [
referencestabuse of our opioid products on t
Howard R. Udellwrote in early 1999 to another company official.

190. In January 2001, Richard Sackler received an efnaih a Purdue sales
representative describing a community meeting at a local high school that organized by n

whose chil dren overdosed on OxyContin a

were made that OxyContin sales were at the expehdead children and the only differen¢

bet ween heroin and OxyContin is that vyo

191. In February 2001, a federal prosecutor reported 59 deaths from OxyConti
single state. Defendant Richard Sackler wrote to Purduauexecv e s : AThi s
coudhave been far worse. o

192. In 2007, Richard Sackler applied for a patent to treat opioid addiction. He fi
received it in January 2018 and assigned it to Rhodes, a different company controlled
Sacklerfamily,inst ead of Pur due. Ri char diaddigiwtThen
applicatonrc al | s t he people who become addict

on a methoaf treating addiction.

193. At no point during the relevant time period dmtSacklers receive informatio
showing that prescription opioid abuse had abated.

194. Instead, in 2010, staff gave the Sacklers a map, which showed a correg
between the locatioof dangerous prescribers with reports of oxycodone poisonings, burgl
and robberies.

195. In March 2013, staff reported to the Sacklers on the devastation caus
prescription opioids. Staff told the Sacklers that drug overdose deaths had more than

sincel99® the period during which Purdue had made OxyContin thededstg painkiller.
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Theytoldt he Sackl ers that tens of thousandsg
that, for everydeath, there were more than a hundred people suffering from prescription ¢
dependence @buse.

196. Just two months later, @ May 2013 board meeting, staff reported to {
Sacklerghat they were successfully pushing opioid savings cards through direct mail and
togetpati ents to Aremain on therapy | onge

197 I n February 2001, Richard $eaporidihgaa
thei ncreasing evidence of abuse of presd
blame andst i gmati ze their own Vvicti ms. Ri ¢
hammer on thabusers in every way possible. They are theritslpnd the problem. They ar
reckless criminals. o0

198. When Time magazine published an article about OxyContin deaths in N\

England, Purdue employees told Richard Sackler they were concerned. Richard respong

a message to his staff. He wrote thati s edverage of people who lost their lives 1
OxyContnwas not @A balanced, 06 and the death
Purdue.

199. The Sacklersdo full understanding

underscoredy their willingnessa research, quantify and ultimately monetize opioid ab
and addiction bypursuing the development of medications to treat the addiction their
opioids caused.

2000 Defendants Kathe Sackler, Richard
milionsofp@ pl e who became addicted to opioi

opportunity. APowerPoinst at ed: #fAlt 1 s an attractive

underserved and stigmatized patient population suffering from substance abusdedepe

andaddi ction. 0
201. In September 2014, Kathe Sackler participated in a call d&yojgct Tangd

aplan for Purdue to expand into the business of selling drugs to treat opioid addiction. |
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internal documents, defendant Kathe Sackler and staffoma&limed what Purdue publicly

deniedf o r decades: AfPain treat ment and adq

i C

point, andthe business opportunity it presented, with a funnel beginning with pain treafment

and leading t@pioid addiction treatment:

Pain treatment and addiction are
naturally linked

Pain treatment

ADF reduces
the likelihood
of abuse of
products

Opioid addiction
treatment

There is an opportunity to expand our
offering as an end-to-end pain provider

202. The same presentation also provt
onefrom a 50 year old woman with chronic lower back pain to a 18 year old boy with a g
injury,f rom the very wealthy to the very po

203. Defendant Kat he BraeaeckThngaeanareviewe® findings

thatt he A mar ket o of people addicted to o

staff found that the national catastrophe they caused provided an excellent compauadd

growth rate (ACAGRO): nAOpioid addiction
2000 to 2010. 0
204. Def endant Kat he Sackl er ordered 9

assessmento of reports of

afilm that melts in your mouth, and staff assured Kathe that childrenawerdosing on pills
like OxyContinn o t fil ms, f

whangpho i s a positive
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205. I n February 2015, staff pProjecs Eangtie
Purdueds board. The plan was for a join
medi cation suboxone and would result in

addiction medicine space. 0

206. During the presentation, th€&ango team mapped how patients could g
addictedt o opi oi ds through prescription op
heroin, and themmecome consumers of the new con
opportunity to captureustomers: even after pets were done buying suboxone the first tin
40-60% would relapse anteed it again.

207. In June 2016, the Sacklers met to discuss a revised versrojett Tango
andconsidered a scheme to sell the overdose antidote NARCAN. At this meeting, the S4

and thePurdue board calculated that the need for NARCAN to reverse overdoses could p

acklel

rovid

a growingsource of revenue, tripling from 2016 to 2018.

Narcan could provide $24M in net sales to Purdue

Net non risk-adjusted sales - US

Net Sales (MM)
30 23 2
20 s 17 18 B 2
9 12
10 4
0 -

2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

208¢. The Sacklers identified patients
market for NARCAN. The ban <cal l ed f darer snt ,sccyii rpg i

understandargetenep at i ent so f or NARCAN. The Sack

Purduesaletk or ceo to fAdrive direct promoti on
that Purdueould profit from government efforts to use NARCAN to save lives.

209. In December 2016, Richard, Jonathan and Mortimer Sackler had a call with

staff

regarding yet another version Bfoject Tangato discuss acquiring a company that treated
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opiodaddi ction with i mplantable drug pum
Purduesold pi oi ds and the new business treat
dependence. 0

210. Despite having full knowl e dbyse, aodf
diversion,
the Sacklers, as the owners of Purdue involved with each and every material decision 1

tot he devel opment and sale of Purdueds o

opioidsin a way that deceptively minimizedthe r i sks and over st g
211. For example, the Sacklers oversaw:

T Purdueds research, i ncluding
Purdueds board received reports-
napgveo pat i sithbsteoaathrits, dpvan toithe details of the strat
behind the studies and the enroliment of the first patients.

T Purdueds i mproper response t o-
prescribing doctors.

T Purdueds strategy tomopay Phiirglue
report for the Purdue board listed the exact number of conferences and
meetings, with attendance figures and the board was told the amounts
certain doctors, and they received detailed reports on the Return on lent
that Purdue gained from paying doctors to promote its drugs.

T Purdueds strategy to push pat.i
more dangerous, more addictive, and more profitable. The Board roy
received reports o patieRtsito igher doses andl tb
higher doses of opioids to keep patients on drugs for longer periods of
These internal communications on
opioids declined.

T Purdueds push t o s tereakernatipea Theetnadke
the companyds effort to emphasi 2
acetaminophen el ated | iver toxicity.o
212. The Sacklers focused their attention on the sales force, directing bot

messagingand their tactics and cldgemonitoring compliance with their directives and tf

results. TheSacklers tracked the exact number of sales representatives and the exact
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of visits they madéo urge doctors to prescribe Purdue opioids. They knew which drugs
promoted; how nay visits sales representatives averaged per workday; how much eack
cost Purdue. They knewhe companydés plan for sales
approved specific plans to hirew sales representatives, hire and promote new District
Regional managers, andcreate sélese r r i t ori es o0 i n whi ch r {
The Sacklers knew how many vis#iales representatives averaged per workday and req
their sales representatives to averageprescribers per day. As witthe daily visits per
representative, the Sacklers tracked the total numibsales visits per quarter until at lea
2014.

213. The Sacklers made key decisions r
example, they considered and approved hiring nsates representatives. They decided
approves al es representativesdéd compensati on
with laptops.

214. The Sacklers oversaw the tactics that sales representatives used to pug
opioids. For example, a Purellboard report analyzed a Purdue initiative to use iPads du
salesvisits, which increased the average length of the sales meeting with the doctor.

215. The Sackl ers even monitored s a
thousandsf faceto-face sales nmatings with doctors, but the company prohibited its sg
representative$ r om wr i ting emails to doctors,
misconduct. When Purdueund that some sales representatives had emailed doctorg
company conducteddm vesti gati ono and reported t(
been disciplined and thtteir emails would be discussed at the board meeting.

216. Even after Purdueds 2007 gqguilty
binding Purdee$asckli ecestmaisnt aihned t heir
campaign. Richard Sackler even went into the field to supervise representatives face to

217. The Sacklers directed Purdue to hire hundreds of sales representatives t
outtheir decepve sales campaign subsequent to the 2007 guilty plea. Complying with

orders,Purdue staff reported to the Sacklers in January 2011 that a key initiative in Q4
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had been thexpansion of the sales force.

218. In November 2012, the Sacklers voted tbo sePur dueds bud
Promotion for 2013 at $312,563,000.

219. Further demonstrating how intimately involved the Sackler Defendants we
decisions concerning the sales force: in February 2012, during a lengthy exchange b
some Sackler individa | Defendants and Purdueds o
suggested thaurdue reschedule its January annual sales meeting to February so thg
repr es e n thack to woekdor Jargiayt and back in front of doctors who enter the
yearréd r e s hMalr. t.i.mmer al so suggested that re

visit all their doctors while hey are stil |l fresh from t

guestiondespiteP u r d u e 6salesrduribguhatttime period. In resge to this exchange

defendant Richard Sackler suggesteziannual meeting be canceled altogether.

220. In October 2013, Mortimer Sackler pressed for more information on dosing
Athe breakdown of OxyContin n@aadckkelte rssh atr
dosepr escriptions are declining, o6 and A t
fromthel ower ones. 0 I n response to the Sag
highest dosewiere not keepingupwih t he Sackl ersd expect
had implementedi good f ai t h di s p e rchecknpescriptions!thatdaolke
illegal and som@rescribers were under pressure from the Drug Enforcement Administr
(A DEAO ) ised$otinaréake the bumget for promoting OxyContin by $50,000,
and get saleepresentatives to generate more prescriptions with a new initiative to be pre
to the Sacklerthe following week.

221. In 2013, staff reported to the Sacklers that netssfe 2013 had been $37
million less than budgeted. Staff again reported that Purdue was losing hundreds of mill
dollars inexpected profits because prescribers were shifting away from higher doses of R
opioids andncluding fewer pillspergs cr i pti on. Staff tol d
wastogepati ents to Astay on therapy | ongeil

222. In July and again in August, September, and October 2014, staff warne
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Sacklers that two of the greatestriskfto r due ds busi ness wer e

hi gher doses of opioids, 0 and A[c]ont.i

todt he Sackl ers that Purduebds best oppor

representative®tvisit prescribers; and, specifically, by targeting the most susceptible doq
who could be convinced to be prolific prescribers, and visiting them many times.

223. The Sacklers knew that Purdueos
opioidprescripons. According to Purdueds analy
tacticsgenerated an additional 560,036 prescriptions of OxyContin in 2012 and 2013.

224. Purdue and the Sacklers disguised their own roles in the deceptive market
chronic opiod therapy by funding and working through patient advocacy and profess
FrontGroups and KOLs. They purposefully hid behind these individuals and organizatig
avoid regulatory scrutiny and to prevent doctors and the public from discounting
mesages.

225. Purdue and the Sacklers generated and approved the deceptive content {
the KOLs and professional Front Groups.

226. In 2013, Purdue abolished the detailed Quarterly Reports that had cred
papertrail of targets for sales visits and been emadetng the Board and staff. For 201
Purduedecided to limit many of its official board reports to numbers and graphs, and
otherinformation orally. The Sacklers continued to demand information about sales t3
andtheic ont r ol o f ptiveunarkieting dicsnotcharge.

227. Whil e Purdue was wunder i nvestiga
opioid marketing practices, the Sacklers formed a new company to enter the generic
businessRhodes. According to a former senior manageruat Rl u e |, ARhodes
01 andiforthe Sackldrdamily in 2007, to prepare for the possibility that they would 1
tostartafresh ol | owi ng the crisis then engul fi

228. Rhodes Pharmaceuticals L.P. is a Delaware limited partnemmibRhodes
Technologies is a Delaware general partnership, and each are 100% owned by C
Technologies L.P., a Delaware limited partnership, which is ultimately owned by the
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varioustrusts for the benefit of members of the Sacklers. The gersetakp of Rhodes Pharm
is RhodesPharmaceuticals Inc., and the managing general partner of Rhodes Tech is R
Technologies nc. Together, these entities are
selling generiopioids and further enriched tisacklers.

229. Purdue and the Sacklers oversaw and approved all Rineldésd activity. The
Sacklers received the agendas for Rh o d
meetings inaddi ti on to Rhodesd6é financi al the
individual SackleDe f endant s served on Rhodesd co
Sackler (Chairpersonkat he Sackl er, and Jonathan §

committee. And in 20l7Rhodes 6 Business Devel ogvideah

Sackler Defendants Kathe Sackl&mnathan Sackler, Mortimer Sackler, and David Sackler.

2018, defendant Richard Sackler was st ed on Rhodesd pate
addiction and further profit from the opioid crisiee Sackler Failies created. Rhodes relie
on Purdue for compliance; for example, in 208 odes 6 Compl i ance
the suspicious ordering system and statistics for 28J8ovided by Purdue. Rhodes also m3
distributions to defendants Rosebay Medic&. andthe Beacon Company in the millions, fq
the benefit of the Sackler Families.
230. According to theFinancial Timesin 2016, Rhodes had a substantially larg
shareof prescriptions in the U.S. prescription opioid market than PuftdBardue has often

argued that it is a relatively small producer of opioids in the United States, but those

Rhod

At €
mm

ac

|de

r

er

Claim

regarding market share completely omit Rhodes, which when combined with Purdug, th

Sacklers control up to six percent of the United Statesidbpnarket. By 2018, the twg
companies owned by the Sacklers, Rhodes and Purdue, ranked seventh in terms of mar
for opioids when combinet?.

231. Wher eas t he Sackl er s have reduce

48 David Crow,How Pur duTewbos6 O6PQumnec h Fuel ed tFihamciaManes Sept. 9f 2018,

available athttps://www.ft.com/content/8e64ec®t33-1 1e8-8d14-6f049d06439c.
4 Amy Baxter,Billionaire DrugmakerGranted Patent for Opioid Addictigiealth Exec, Sept. 10, 2018;ailable
at https://www.healthexec.com/topics/healthcao®nomics/billionairelrugmakergrantedpatentaddiction.
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continuego grow and sell opioidfor the benefit of the Sackler families.

232. The Sacklers caused Purdue and other associated companies that the

beneficiallyowned and controlled to distribute to the Sackler Families billions of dollafs in

connection withthe al e of Pur dueds opioids.

233. From tie 2007 convictions to 2018, the Sacklers voted to pay their families

hundreds of millions of dollars each year

sell as many opioids as possible, as well as the extent of their control over the Raaciie b

and Purdue.

234. By 2014, the Sacklers knew that state attorneys general were investigating

Purdue,commencing actions against the company, and that settlements and/or judgmen

against Purdueould become a cost of doing business for Purdue. Despitatiidedge, the

Sackler Defendantsontinued to vote to have Purdue pay the Sackler Families significant

distributions andsend moneyto offshore companies. And Purdue continued to foregast

hundreds of millions of distributions & ur d ue 6 s p rckief Rarniles.t o t he S

235. Despite knowing that Purdue faces certain liabilities to the states, includin

g the

State of Nevada, Purddeat t he Sack!| er oxenfinaed tbpayths Rackidri r

Defendants hundreds of millions of dollars each year in distrigitiluring the relevant time

period for no consideration and in bad
to the Sackler Defendant s, assets are n

State of Nevada.

236. According to pubcly available information, annual revenue at Purdue averaged

about $3 billion, mostly due to OxyContin sales, and Purdue had made more than $35

since releasing OxyContin in 1995According to publicly available information, Purdue,

billio

At

the direcion of the Sacklecontrolled board, paid the Sackler Defendants $4 billion in prdfits

stemming from the sale of Purdueds opigid

updated 1y ear pl an f or growing Pur dssoddsto receneo i

50 Ella Nilsen,AG locked in prolonged battle with drug compani€sncordMonitor, July 14 2016available at
https://www.concordmonitor.com/Nddttorneygeneralbattlewith-drug-companies3424021.
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at |l east $700 million each year from 20
the Sacklers that Purdue would pay their family $163 million in 2014 and projected
million in 2015. At board meeting after board meetiing, Sacklers voted to have Purdue p
their families hundreds of millions in Purdue profits from the sale of OxyContin, among
drugs.

237. Purdue has been involved in two decades of litigation for its misconduét \
vis the sale and marketing of OxyCantiPurdue and the Sackler Defendants thus alw
understood, and were aware of, the catastrophic effect of investigations and lawsuits
to the opioid Ilitigation. But Pur duedby
Pur dueos admissiodr teat Rumlie cannot pay what it owes to plaintiffs includi
the State of Nevada because distribut
continued unabated during the relevant time period.

238. Purdue, at the direction of the Sackler Defertglainappropriately and illegally
conveyed hundreds of millions of do!l | 4
Defendants each year during the relevag
knowledge that they face certain, and sigaifit, liabilities because of the multitude (¢
|l itigations against Purdue by state att

239. No regard was given to Purdueos
negotiate a settlement in good faithvem that hundreds of millions of dollars each year w¢
squandered by distributing those funds to members of the Sackler family.

240. Now, when faced with reality that Purduand the Sackleds will finally be
held accountable commensurate to their misconduetjue has publicly admitted that
cannot pay these liabilities and is threatening to commence bankruptcy proceedings on
of a landmark jury trial and in the middle of discovery with dozens of state attorneys ge

including Nevada.

241. Ultimately, the Sacklers used their -gjotten wealth to cover up their

misconduct with a philanthropic campaign intending to whitewash their deladgsuccess
in profiting at Nevadansd expense.
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ii. Actavisds misrepresenskati ons

242. Through itsiLear n Mor e About Cust omi z
material, Actavis claimed that it is possible to become addicted to mo+iphsael drugs like
Kadi an, but t hat it is Al ess I|ikelyo It
pr obl e m. o goEshndo agivisethata needfor afi d oasdej u s tisrie nedultof

toleranceandinad di cti on. 0O

243. Training for Actavis sales representatives deceptively minimizes the rigk of

addiction by: (i) attri bu tlke fagily hisdodyiofaddictiom
or psychiatric disorders; (ii) repeatedly emphasizing the difference between subj
dependence andubstanceabuse;and (iii)) using the term pseudoaddictionwhich, as
describedelsewhere, dismisses evidence of addicegnthe undetreatment of pain, and
dangerously, counsels doctors to respond to its signs with more opioids.

244. Actavis conductedch marketstudyon takeawaysromp r e s ¢ mterbcgonss
with Kadian sales representatives. The study revealeddbttrs reported a strong recollectid
of the sales representativesabudespws £in
sales represent at i v eabuée patensabwera toasidered arsimpori
factor to doctors, and were ligerepeated and reinforced to their patients. Additionally, doct

reviewed visual aids that Kadian sales representatives used during the visits, and Actav

thatdoctors who reviewed those visual aids associated Kadian with less abuse and o hi

comparison to other opioids. Numerous marketing surveys of doctors in 2010 and 20
exampl e, confirmed Actavisbds messaging
and that it had less abuse potential than other sioplards.

245. A guide D r prescribers, publ i shed un
represents that Kadian is more difficult to abuse and less addictive than other opioids. Th
includes the following statements: 1)
offer some protection from extraction of morphine sulfate for intravenoususe by illicit

u s e rared,2)0KADIAN may be less likely to be abused by health care providers and
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userso because of ASIlow onset of aeqgtivalenh
doses of other formulatiomémo r p hfi Incedum@@tionofa ¢ t iawdi MO n fluctaations
in peakiotrough plasméevelsof morphineatsteadys t aTheguide is copyrighted by Actavi
in 2007, beforéActavis officially purchased Kadian from AlpharmBhesestatementsonvey
boththat(1) Kadiandoesnot cause euphoria and therefore is less addictive and that (2) K
is less prone to tampering and abesenthoughKadianwasnotapprovedytheFDA asabuse

deterrentand,uponinformation and belief, Actavis had no studies to suggest it was.

246. |n March 2010, the FDA found that Actavis had been distributing promaotic
materialsthati mi n i rihie Iskes pskociatedvith Kadian and misleadinglysuggest[Jthat

Kadian is safer than has beke mo n s P'r at ed . 0

iv. Mallinckrodtdés misrepr agiskent at|i

247. As described below, Mallinckrodt promoted its branded opioids Exalgo
Xartemis XR, and opioids generally, in a campaign that consistently misth&ed the risk
of addiction. Mallinckrodt did so through its website and sales force, as well as th
unbranded communications distri but ededt h

248. Mallinckrodt in 2010 created the C.A.R.E.8Collaborating and Acting
Responsibly to Ensure Safety) Alliance,
safety, provider and drug diversion organizations that are focused on reducing opioi
medicationabuseandincreasingresponsiblerescribingh a b i Thef. . A. RI E.i &
itself is a service mark of Mallinckrodt LLC (and was previously a service mark

Mallinckrodt, Inc.) copyrighted and registered as a trademark by Covidien, its former g
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company. Materials distributed ye C.A.R.E.S. Alliance, however, include unbranded

publications that do not disclose a linkMallinckrodt.

249. By 2012, Mallinckrodt, through the C.A.R.E.S. Alliance, was promoting a b

SlLetter from Thomas Abrams, Dir., Div. of Drug N
Boothe, CEO, Actavis Etabeth, LLC (Feb. 18, 2010
https://www.fdanews.coraxt/resources/files/archives/a/ActavisElizabethLLC.pdf.
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titled Defeat Chronic Pain NowThis book is still available onlinelThe false claims and

misrepresentations in this book include the follonstegements:

A anonly rarely does opioid med|i

addiction whemrescribedppropriatelyo achronicpain
patientwho does not have a prior historyeoi d i ct i on. 0

A Alt is currently recommended
patient suffering from moderate to severe pain be viewed
as a potential candidate for opididh er apy . 0

A Aiwhen chronic pain patients t
pain, they rarely develop aug addiction and drug
craving. o

A Aonly a minority of chronic pdi

long-term opioids develop ol er ance. 0

A fiThe bottom line: Only rarely doesopioid medication
cause a true addiction when prescribed appropriately to a
chronic pain pagént who does not have a prior history of
addiction. o

A AiHere are the facts. It i s ve
with chronic pain to become 0
( 1) h e hadeamier higidry of anyaddictionand
(2) heonly takes thenedicationtotreghb ai n . 0

A iStudies have shown that many
experience significant pain relief with tolerable side
effects from opioid narcotic medication when taken daily
and no addiction. o

t h

a ke

250. In a 2013 Mallinckrodt Pharmaceuticals Policy Statement Regarding the

Treatmentof Pain and Control of Opioid Abuse which is still availableonline, Mallinckrodt
stated that, Al s]adl vy, even today, pain
undertr eaetse dtoo aandr ecpart that <concludes
their prescription drugs properly, are not a source of misuse, and should not be stigmat
denied access because of the misdeeds or carelesspessoe r s . 0

251. ManufactureDefendah ssuggestionshatthe opioid epidemicis theresultof

bad patients who manipulate doctors to obtain opioids illicitly helped further their mark|
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scheme, buhosesuggestionareatoddswith thefacts. While therearecertainlypatientsvho
unl awfully obtain opioids, they are @&

s h @p.&, visit multiple prescribersto obtain opioid prescriptiond are responsiblefor

roughly 2% of opioid prescriptions. The epidemic of opioid addiction and absseé

overwhelmingly a problem of false marketing (and unconstrained distribution) of the d

not problem patients.

b. Falsehood #2: The false or misleading claims that to the extent there is

of addiction, it can be easily identified amdnaged.

252.  While continuing to maintain that most patients can safely take opioids |
term forchronicpainwithout becomingaddicted the ManufactureDefendantsasserthatto
theextent thasomepatients are at risk of opioid addiction, doctors caeatiffely identify and
manage that risk by using screening tools or questionnaires. In materials they pro
sponsored, or controlleBefendantinstructedoatientsandprescribershatscreeningoolscan

identify patients predisposed to addiction, gshmaking doctors feel more comfortab

174

rugs,

aris

bng

duce

e

prescribing opioids to their patients and patients more comfortable starting opioid therapy fo

chronic pain. These tools, they say, identify those with higher addiction risks (stemming
personal or family histoess of substanagse,mentaliliness,trauma,or abuseyothatdoctors
canthenmorecloselymonitorthose patientslhese false and misleading claims were mad¢g

all Manufacturer Defendants, examples of which are in the following paragraphs.

253.  purdue shared itPartners Against PaimiPai n Manageme:|

contains several screening tools and catalogues of Purdue materials, which includeq
tools, with prescribers. The website, which directly provides screening tools to presd
for risk assessmentsicludes a A[ f ] our question scr egé
identify and address possible opioid mistse.

254. Purdueand another manufacturé€ephalonsponsoredhe A P F Bresatment

52 Risk Assessment Resourc&escribe Responsiblyhttp://www.prescriberesponsibly.com/rislassessment
resources (last modified July 2, 2015).
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Options:A Guidefor People Living with Paii2007), which alsdalsely reassured patients thj
opioid agreements between doctors and
prescribed. o

255. Purdue sponsored a 2011 webinar taught by Dr. Lynn Webstet, ado | e ¢
opinion |l eadero (KOLMamagicungskat bemnhtodvs
the Need and RisKhis publication misleadingly taught prescribers that screening tools,
test s, and patient agreements have the
foverdose deaths. o

256. Purdue ponsored a 2011 CME programtitiBta nagi ng Pat i e
Balancing the Need and RisKhis presentation deceptively instructed prescribers
screening tool s, patient agreements, af
Afoverdkeasds. o

257. Purdue also funded a 2012 CME program cafldnlonic Pain Management
and Opioid Use: Easing Fears, Managing Risks, and Improving Outcdrhespresentation
deceptively instructed doctors that, through the use of screening tools, more freglignt
and othetechniguesevenhighrisk patientsshowingsignsof addictioncouldbetreatedwith
opioids.

258. There are three fundamental flaws in the Manufacturer De f e n d
representations that doctors can consistently identify and manage the riskctibadFirst,
there is no reliable scientifevidencehatdoctorscandependnthescreeningoolscurrently
availableto materially limit the risk of addiction. Second, there is no reliable scientific evidg
that highrisk patientsidentified through screening can take opioids legn without
triggering addiction, even with enhanced monitoring. Third, there is no reliable scie
evidence that patients who are not identified through such screening can take opieidsor

without significant danger of addiction.
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c. Falsehood #3: The false or misleading claims that signs of addictive be

are Apseudoaddiction, o0 requiring

259. The Manufacturer Defendants instructed patients and prescribers that sig
addiction are actually indications of untreated pain, such that the appropriate respons
prescribe even more opioids. Dr. David Haddox, who later became a Senior Medical D
for Pur due, publ i shed a study i ,no 1WIBI9
characterized as Athe 1 atrogenic syndr
consequence of i na d%lgatharwerdsppaopl@on prasariptigreopia
who exhibited classicsigns of addictiod for example, asking famore and higher doses @
opioids, seHescalating their doses, or claiming to have lost prescriptions in order to get
opioids®d were not addicted, but rather simply suffering from ustideaitment of their pain.

260. In the materials and outreach they prodljcsponsored, or controlled
Manufacturer Defendants made each of these misrepresentations and omissions, and h3
acknowledged, retracted, or correcteem.

26l. Purdue, Endo, and Cephal on, spons
( A F S MRBsjhsibleOpioid Prescribing(2007),writtenby Dr. ScottFishmarnanddiscussed
in more detail bel ow, which taught t h
A d e ma n dhmampylatieeb e h a vseeingmoie than one doctorto obtain opioids, and
hoarding,whichar e si gns of genuine addiction,
Nevada doctors could obtain CME credit by readling

262. Purdue posted an unbranded pamphlet enti@ddical Issues in Opioid
Prescribingon its unbrandedvebsite www.PartnersAgainstPain.cqnm 2005,andcirculated
this pamphlet through at least 2007 and on its website through at least 2013. The p3
listed conducincludingfi i | druguseamdd e ¢ e pthaiit olaintedwasnotevidenceof true

addiction but fApseudoaddictionodo caused

53 David E. Weissman & J. David Haddd®pioid Pseudoaddiction An latrogenic Syndromé6(3) Pain 36%6
(Mar. 1989) https://www.ncbi.nlm.nih.gov/pubed/2710565( il at r ogeni co0 descri be
medical treatment.).
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263. According to documents provided by a former Purdue detailer, sales
representatives were regularly trained and tested on the meaning of pseuabradidiplying
that sales representatives were directed to, and did, describe pseudoaddiction to pre{
Pur dRam ManagementKits anot her example of publ
t hat endor ses pseudo a drdliefedaeking pehabigyr can beamistalg
fordrugs e e ki n g Wpenintorvnationandlielief,thekit wasin usefrom 2011through
June 2016, or later.

264.  The CDC Guideline does not and, upon information and belief, never
recommend attempting frovide more opioids to patients exhibiting symptoms of addicti
Dr. Websteradmittedthat pseudoaddictioni i afreadysomethingwe are debunkingas a

c 0 n c angd lecamé t muxrhof anexcusdo give patientanoremedicationlt ledusdowna

paththatc aus ed* har m. o

d. Falsehood #4: The false or misleading claims that opioid withdrawal c

avoided by tapering.

265. In an effort to underplay the risk and impact of addiction, the Manufact
Defendants falsely claimed that, while patiebecome physically dependent on opioid
physical dependence is not the same as addiction and can be easily addressed, if and W
relief is no longerdesired, by gradually taperingp at i dosetes d@void withdrawal.
ManufactureDefendants failed talisclose the extremely difficult and painful effects th
patients can experience upon ceasing opioid treatmadverse effects that also make it le
likely that patients will be able to stogingthedrugs. ManufactureDefendantslsofailedto
disclosehow difficult it is for patients to stop using opioids after they have used theni

prolongedperiods.

266. For example,Pur due sponsoAedPot hey nmaPkFedr

% John Fauber, AChronic P ai nMedfagee [Teday (Beb.o 19, 2002)

https://wwwmedpagetoday.comeurology/painmnagenent/31254.
63
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Understanding Pain & Its Management whi c h taught t hat
dependence can often be ameliorated by graddatiyeasinghe doseof medicationduring
di s cont buttheguidedm notdiclose the significant hardships that often accomp

cessation ofise.

267. To this day, the Manufacturer Defendants have naiected or retracted theif

misrepresentations regarding tapering as a solution to opithidrawal.

e. Falsehood #5: The false or misleading claims that opioid doses c

increased without limit or greater risks.

268. In materials they producedponsored or controlled, Manufacturer Defenda
instructed prescribers that they coul d
Each of the Manufacturer Defendantsodo c
increased adverse efts that occur at higher doses, effects confirmed by sciestifience.

269. These misrepresentationsvere integral to the ManufacturerDe f e n d

promotion of prescription opioids. As di

analgesic effes, so that achieving loAgrm pain relief requires constantly increasing t
dose.

270. |n a 1996 sales memo regarding OxyContin, for example, a regional ma
for Purdue instructed sales represent a
l i mit o f oaskfiofsitnlgeraendar e any r es e r-32@mg i g
OxyCofRtin.o

271. In addition, sales representatives aggressively pushed doctors to pre
stronger doses of opioids. For example, one Purdue sales representative wrote about

regional manager would drill the sales team on their upsédicigs:

It went something |ike this. i Do g
OxyContin you have ever prescri bg

55 Letter from Windell Fisher, Purdue Regional Manager, to B. Gergely, Purdue Employee (Nov. 7,
http://documents.latimes.com/salesnageion12hourdosing1996/ (last ypdated May 5, 2016) (hereinaft]
ALetter from Fishero).

64

ANy

an b

nts

naget
t o0

ns

scrib

how

o ~
-~ O

1996
er



http://documents.latimes.com/sales-manager-on12-hour-dosing-1996/

EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

if the patienttellsyoutheirpainscordsstill highyoucanincrease

the dosel00% to 40mg Q12h,will youdot hafi@kay . 0
A D o c whatirfthatpatientthencamebackandsaidtheir pain
scorewasstill high, did you know that you could increase the
OxyContin dose to 80mg Q12touldyoudot h ai P@n 6t
know,ma y bfieD ooc hutyau do agree that you wouldletst

Rx the 40mgiYYMes.eq right?o0

The next week the rep would see that same doctor and go through
the samediscussionwith the goal of selling higherand higher
doses oDxyContin.

272. These misrepresentations were particularly dangerous. As noted apaid
doses at or above 50 MME/day double the risk of overdose compared to 20 MME/day,
MME is equalto just 33 mg of oxycodoneTherecommendationf 320mg everytwelvehours
is ten timeshat.

213. By way of example,n its 2010 RiskEvaluation and Mitigation Strategy
(AREMSO0) for OxyContin, however, Purdus-dg
depression and death from increasing
adjustments may be made ever§ 1 dayis® ; mést appropriate
the fAtot al daily dose can wuswually be i

reactions occur, treat them aggressively until they are under control, then resume

titr¥tion. o

274. Purdue, along with anot h &reatmead Opiidns

A Guide for People LivingwithPan2 00 7) , whi ch taught pati
doseo and therefore ar e saf er -stéraadal anti
infl ammatory drugs (ANSAI Dso) I ike ibup

275.

posed.In 2013, the FDA acknowledgedi t hhee availabledatado suggesta relationship

56 Purdue Pharma, L.RQxyContin Risk Evaluation and Mitigation Strategurdue Pharma L.P.,
https://web.archive.org/web/2017021519030p41/www.fda.govdownloads/Drugs/DrugSafet
y/PostmarketDrugSafetylnformationforPatientsandProviders/lUCM220990.pdf (last modified Nov. 2010).
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between increasing opioid dose and risk ofceari n adver se event so
credibly suggest a positive association between-tiage opioid use and the risk of overdo
and/or overdoseno r t aHor ekaynplea study of patientdatafrom the VeteransHealth

Administration publishé in 2011 found that highermaximumprescribeddaily opioid doses

weredirectlyassociateavith a higher risk of opioid overdoseaths’’

f. Falsehood #6: The false or misleading claims that-tenm opioid use

improves functioning.

276. Despitethelack of evidenceof improvedfunctionandtheexistenceof evidence
to the contrary,the ManufacturerDefendantsconsistentlypromotedopioids as capableof
i mproving patients6 function and qualit
part of their marketingstrategies. In recalibratingthe risk-benefit analysisfor opioids,

increasingheperceived benefits of treatment was necessary to overconsksts

277. Purdue noted the need to compete with this messaging, despite the lack ¢

supportirg improvement in quality of life with OxyContineatment:

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

patient rating compared to sustained release morphine . . . .We

do not havesuchdatato supportOxyContinpromotion.. . . In
addition, Janssen has been usin
message in promotion of Duragesic for fwamcer pain,
stressing that Duragesic fAhel ps
pai n. 0 conpetisveadvantagdasedon ourinability to
makeanyquality of life claims>®

278. Despiteits acknowledgmenthat i [ wdoenot have such datato support
OxyContin pr omot i-pageadfor @xyCowtinie therJaunal af thé Amleric

Medical A soci ati on, procl ai ming, AThere Ca

S’Amy S. B. Bohnert, Ph.D. et alAssociation Between Opioid Prescribing Patterns and Opioid OverRetsted
Deaths 305(13) J. of  Am. Med. Assoc. 1315, 131321 (Apr. 6, 2011)
https://jamanetwork.com/journals/jama/fullarticle/896182.

8 Meier, supraat 281.
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happily fly- f i shi ng al ongside his grandson,
function.Thisade ar ned a warning | etter f r panicularlysg
disturbing that youNove mber ad would tout o6Life W
can die from takin@x y Co /Rt i n. 0O

279. Pur due spormsdrodd cAPlaker 6s Gui de
Managementwhich claimedthat i mu | tclinipal set u dhawe shownthat opioids are
effective in improving daily function, psychological health, and heathted quality of life
for chronic painpatients. But the article cited as supportfor this in fact statedthe contrary,
notingtheabsence oflong er m st udi es and concluding,
analgesics were significantly more effective thanwepei oi ds . 0

280. A seriesof medicaljournal advertisement$or OxyContinin 2012 presented
APai n Vi qasestudiesfaadng patients with pain conditions persisting over seve
month® that implied functional improvement. For example, one advertisement descri
Awriter with osteoarthritis of the han
moreeffectively.

28l. T he ATRdatinent Options: A Guide for People Living with P&Q07),
sponsoredoy Purdueand Cephalon,counseledpatientsthat opioids i g i [pam patients]a
guality of |ife we deserve. o0 The guide
2012.

282. Mal lin avkbsite,id & sedionon responsiblaiseof opioids,claimsthat
Al t] he parfmarmagemendferedby our medicineshelpsenablepatientso stayin the
workplace, enjoy interactions with family and friends, and remain aneactiember of

soci®®ty. o

283. The Manufactur er De fterm dsa of bpsoidls improaes

%9 ChrisAdams,FDA Orders Purdue Pharma to Pull Its OxyContin Ad&ll St. J. (Jan. 23,
2003,
12:01am), https://www.wsj.com/articles/SB1043259665976915824.

50 Mallinckrodt Pharmaceutical®esponsible Uséattp://www.mallinckrodt.com/corporate
responsibility/responsiblase.

67

t

D

ot

ral
bed ¢

ds «

ms


http://www.mallinckrodt.com/corporate-

EGLET X ADAMS

© 0o N o o A W N e

I e e e T = S O =
o ~I MmO MmN D N = O

patient function and quality of life are unsupported by clinical evidence. There are no cont
studies of the use of opioids beyond 16 weeks, and thameasidence that opioids improv
p at i maimandfdnctionlongterm.The FDA, for years,hasmadeclearthroughwarning
letters to manufacturers the lack of evidence for claims that the use of opioids for chron
i mpr ov e sfunptiarntandeuality sf ife.®* Baseduponareviewof the existingscientific
evidencet he CDC Guideline concluded that fft
pain or function with long e r m®%use. 0

284, Consi stent wi t hsubstastial €&/0d&nhdeexists demdnstraty
that opioid drugs are ineffective for t
For example, a 2006 study-studies found that opioids as a class did not demonsf
improvement irffunctionaloutcomesoverothernonaddictingtreatments Thefew longerterm
studiesof opioid usehadfi ¢ o n s i ppdrreens ddgdiss, edvstudieshaveshowedthat
opioidsforchronicp ai n may actual ly wor §along with generak
health, mental health, and sodahction. Overtime, evenhigh dosesf potentopioidsoften
fail to controlpain,andpatients exposed to such doses are unable to fumctrorally.

285. The available evidence | n cheéalkthaandean
Increased duration of opioid use is strongly associated with increased prevalence of
health disorders (depression, anxiety, ficeimatic stress disorder, and substance aby
increased psychological distress, and greater health atilization. The CDC Guideling

concluded that A[w]hile benefits f o+ternp

61 The FDA has warrgtother drugmakers that claims of improved function and quality of life were misle&gia
Warning Letter from Thomas Abr ams, Dir ., FDA D
Actavis Elizabeth LLC (Feb. 18, 2010), (rejecting claims thatt avi sdé opi oi d, Kadi
i mpact on a patientds work, physical and ment al

from Thomas Abr ams, Dir., FDA Div. of [Ghkairngan, Presilel
and Chief Executive Officer, King Pharmaceutica
treated with [Avinza (morphine sulfate ER)] experience an improvement in their overall function, social fu
andab | ity to per f ohasnnotdaen teynonstratedi by subsiargia évidence or substantial

experience.0). The FDAO6s warning |l etters were a
52 CDC Guidelinesupraat 20.

53 Thomas R. Frieden and DebHoury,Reducing the Risks of ReliefThe CDC Opioid Prescribing Guideling
New Eng. J. Med., at 1503 (Apr. 21, 2016).
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opioid use for chronic pain are uncertain, risks associated withtéongopioid use are cleare
ands i g ni % Accaxding to the CDC, fi f the vast majority of patients,the known,
serious, and tooftenfatal risks far outweigh the unproven and transient benefits [of opi
for chrdhic pain]. o

286 As one pain specialist observed,
but over the long term, function generally declines, as does general health, mental heal

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

Dids

i o
th, a

, anc

these patients ar e Fméabtlremarch euchfas a20a8istody in the r

journal Spinehas shown that pain sufferers prescribed opioids-feng suffered addiction
that made them more likely to be disabled and unable to Y@mkother study demonstrate
that injured workers who received a pnégtion opioid for more than seven days during t
first six weeks after the injury were 2.2 times more likely to remain on work disability a
later than workers with similar injuries who received no opioids & Mloreover, the first
randomized chical trial designedto make headto-headcomparisondetweenopioids and

otherkindsof pain medications was recently published on March 6, 2018, in the Journal
American Medical Associatiomhestudyreportedhatii [ t Jwhseosignificantdifferencean

painrelatedd unct i on b et wethose whdse pail wag treatedpvithoopioids g
those whose pain was treated with fogoids, including acetaminophen and NSAIDs lil
ibuprofen. Accordinglyt he st udy c tnent With dpgoidls wadinbtrseparior t

treatment with nonopioid medications for improvingpaie | at ed functi o

64 CDC Guidelinesupraat 2, 18.

85 Frieden & Hourysupra,at 1503.

6 Andrea Rubinstein, M.D.Are We Making Pain Patients WorseSonoma Med. (Fall 2009
http://www.nbcms.org/abotis/sonomaountymedicatassociation/magazine/sonomanedicinearewe-making

pairpatientsworse.aspx?pagd=144&tabid=747.

67 Jeffrey Dersh, et alPrescription Opioid Dependence Is Associated With Poorer Outcomes In Disabling

Disorders 33(20) Spine 22127 (Sept. 15, 2008).

58 Franklin, GM, Stover, BD, Turner, JA, Fultdétehoe, D, Wickizer, TMEarly Opioid Prescription and Subsequs
Disability Among Workers With Back Injuries: The Disability Risk Identification Study C@®&pine 199, 201
202.
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g. Falsehood?7: The false or misleadingclaimsthat alternativeforms of pain

relief pose greater risks thapioids.

287. In materials they produced, sponsored or controlled, the Manufac
Defendants omittekinownrisksof chronicopioidtherapyandemphasizedr exaggeratedsks
of competing products so that prescribers and patients would favor opioids over other th
such as overthe-counter acetaminophen or oxe-counter or prescriptioNSAIDs.

288.  For example, in addition to failing to disclose in promotional materials the |
of addiction, overdose, and death, the Manufacturer Defendants routinely ignoredgiué 1
hyperalgesiaai k n os@riousisk associatedavith chronicopioid analgesi¢herapyin which
the patient becomes more sensit PPhermonab

dysfunction!® decline in immune function, mental clouding, confusion, and dizzin

increased falls and fractures in the eldétlpeonatal abstinence syndrome (when an inf

exposed to opioids prenatally suffers withdrawal after birth), and potentially fatal trdesag

with alcohol or with benzodiazepines, which are used to treat anxiety and mapiescobed

with opioids, particularly to veterans suffering frqain.?

289.  Thea P F TreatmenOptions:A Guidefor PeopleLiving with Pain, sponsored

by Purduean€@ephal on, warned that risks of NS
of months, o0 with no corresponding warni
10,000 to 20,000 deaths annually to NSAID overdoses, when the figure is clB2e0t6*
290. Additionally, Purdue and Endo sponsof@derview of Management Optigres
CME issued by the AMA in 2003, 2007, 2010, and 2013. The 2013 version remains avz

69 etter from Janet Woodcock, M.D., Dir., Ctr. For Drug Eval. & Res., to Andrew Kolodny, M.D.,PPhgsicians
for Responsible Opioid PrescribinBe Docket No. FDA012P-0818 (Sept. 10, 2013).

70 H.W. Daniell,Hypogonadism in Men Consuming Sustai#etion Oral Opioids 3(5) J. Pain 3784 (2001).

"t SeeBernhard M. KuschelThe Risk of Fall Injury in Retion to Commonly Prescribed Medications Among O
Peoplei a Swedish Cas€ontrol StudyEur. J. Pub. H. 527, 5232 (July 31, 2014).

72 Karen H. SealAssociation of Mental Health Disorders With Prescription Opioids and HRjsk Opioids in U
Veteranof Irag and Afghanistan 307 (9) J. A#A7(20022d. Assobén 940

7 Robert E. Tarone, et alNonselective Nonaspirin Nonsteroidal Ahtflammatory Drugs and Gastrointestin
Bleeding: Relative and Absolute Risk Estimates from Recent Epidemiologic Stidkes. J. of Therapeutics 4
25 (2004).
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for CME credit. The CME taught that NSAIDs and other drugs, but not opioids, are ahg
high doses.

291, As a result of the Manufacturer
over safer and more effective drugs, opioid prescriptions increased even as the percel
patients visitingadoctorfor painremainedtonstantA studyof 7.8 million doctorvisitsbetween
2000and 2010 found that opioid prescriptions increased from 11.3% to 19.6% of visi
NSAID and acetaminophen prescriptions fell from 38% to 29%, driven primarily by the dg
in NSAID prescribing’?

h. Falsehood #8The false or misleading claims that OxyContin provides tw

hours of pain relief.

292. Purdue also dangerously mi sl ed
duration and onset of action, making the knowingly false claim that OxyContin would prq
12 hoursof pain relief for most patients. As laid out below, Purdue made this claim for
reasons. First, it provides the basis f
both protect and differentiate itself from competitors. Second, it adloRurdue to imply or
state outright that OxyContin had a more even, stable release mechanism that avoide
and valleys and therefore the rush that fostered addiction and atahossis.

293. PurduepromotesOxyContinasanextendeereleaseopioid, but the oxycodone
does not enter the body on a linear rate. OxyContin works by releasing a greater propo
oxycodonéanto thebodyuponadministrationandthereleasegraduallytapersasillustratedin

the following chartwh i ch was apparent!|l y admatertalsd f

74M. Daubresse, et alAmbulatory Diagnosis and Treatment of Nonmalignant Pain in the United States2@D0(

51(10) Med. Care, 8878 (2013). For back pain alone, the percentage of patients prescribed owiaesed from

19% to 29% between 1999 and 2010, even as the use of NSAIDs or acetaminophen declined from 39.9%
of these visits; and referrals to physical therapy remained stBadyalsal. Mafi, et al, Worsening Trends in th
Management and Teément of Back Pain 173 (17) J. of the Am Med. As

“Jim EdMawdPurilue Used Misleading CharosCBS MNéwd
September 28, 2011, hi#gwww.cbsnews.comews/howpurdueusedmisleading chartsto-hide-oxycontins
addictivepower/;see alsa) i m Ed Waod §j gfmed Off on yaontindChatddgdi s
May Want Answer8, CBS Ne ws, Jhéps:iwaw.cpsnes.come@sivbBesignedoff-on-purdues
misleadng-oxycontinchartjudge maywantanswers/.
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OxyContin Pl Figure, Linear y-axis

140

Hours From Dosing

| ==—10mg =w=20mg =@=40mg =O=80mg ==160mg ->10mg qi12h Steady-State

Fiaure 1

294. The reduced release of the drug over time means that the oxycodone no
provides the same level of pain relief. As a result, in many patients, OxyContin does n
for thetwelve hoursfor which Purduepromotestd afactthatPurduehasknownat all times
relevant to thisction.

295. OxyContintabletsprovide aninitial absorptionof approximately40% of the
active medicine. This has a tvinld effect. First, the initiafush of nearly half of the powerfu
opioid triggers a powerful psychological response. OxyContin thus behaves more i
immediate releasapioid. Secondtheinitial burstof oxycodonemeanghatthereis lessof the
drugattheend of the dosingeriod, which results in the drug not lasting for a full twelve ho
and precipitates withdrawalymptomsin patients,a phenomenorknown asfi e rofdd o s
failure.(TheFDAf ound in 2008 that a fisubstant

experienceend-of-dose failure wittOxyContin.)

longe

jot las
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urs
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296. Endof-dose failure renders OxyContin even more dangerous because patient:

begin to experience withdrawal symptoms, followed by a euphoric rush with their neit d
a cycle that fuels a craving for OxyContin. For theason, Dr. Theodore Cicero,

neuropharmacologist at the Washington University School of Medicine in St. Louis, has
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OxyConthmwrs di®si ng ft he p %vany patients vallexapedats
this cycle by taking their next doskead of schedule or resorting to a rescue dose of ang
opioid, increasing the overall amount of opioids theytakeng.

297. Purdue nevertheless has falsely promoted OxyContin as if it were effectiV

a full twelve hours. Its advertising in 2000 includeims that OxyContin provideg

AfConsi stent Pl asma Levels Over 12 Hour s|.

the chart on the previous page. However, this version of the chart deceptively minimiz
rate of enebf- dosefailure by depictirg 10 mgin awaythatit appearedo behalf of 100mgin
thet a b y-axi6. §hat chart, shown below, depicts the same information as the chart g

but does so in a way that makes the absorption rate appeacaneigtent:

For moderate to scvere pain when a ¢centinuaus, around-theclock
analgesic is needed for an extended period of time

Consistent Plusma Levels Over 12 Hours

Plasma cancentrations {ng/mL) over time of vorious dosage strengths

» OxyContin® €0 and
160 mg Tablats FOR
USE ONLY IN OPIOID-
TOLERANT PATIENTS
requiring minimum cally
cxycodone equivalent
dozajes of 160 mg and
320 mg, respeciively.
These tablet sirenglhs
may cause fatal resplra.
tory depression when
admiaislered o palients

o= 10 9g ~~ 205 —0= 4D wg == $Ig" not previously exposed

= Srodpicn 10 ag gl D to opioids

1

6 I 2 3 4 5 & 7 ¢ 9 W M 12
Fevs Al Oonrg

*0mes chwn e L e )

S'eady s2a'a echieved wilhin 24 t0 35 houis

8

Oxrrodess Comcenbarion fag/nl) Loy Scole

298. pyrd 1eddummessagingvaskey to its competitiveadvantagever short

acting opioids that required patients to wake in the middle of the night to take their pills. A
advertisements also emphasized fAQ12ho
February 2009ournal of Painand 200&Clinical Journal of Pairfeaturing an OxyContin logo

with two pill cups, reinforcing the twieaday message. A Purdue memo to the OxyCorj

“Harri et RyYaonu, Watntala ,Defiscr i pt i-Hour Probiem e Anpsss TiGes,Ma)
5, 2016 http://www.latimes.com/projects/oxycontpartl/( h e r e i YoaWantea Descrifition of Hell) .

73

f or

ther

e for

ed th

\bove

urdu

tin

o n t



http://www.latimes.com/projects/oxycontin-part1/

EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

| aunch team stated that #AOxyConti no sacyefd
immediate r el ease oxycodone, with conveni er

convenience of q12h dosing was emphasized as the most impogamte’f i t . 0

299. In keeping with this positioning statement, a Purdue regional mangger

emphasized in a 1996 sales strategy m
physician that therek s no needo for prescribing (
recommended Rour interval, andnsteadthe solutionis prescribinghigherd o s €& ®ned
salegnanagemstructecherteamthat anything shorterthan42our dosi ng fAn
inthe bulN OW!"¥ ¢

300.  pyurdue executives therefore maintained the messaging of thelredosing

even when many reports surfaced that OxyContin did last twelve hours. Instead of

acknowledging aeedfor morefrequentdosing,Purdueinstructedits representativet push
higherstrengthpills, even though higher dosing carries its own risks, as noted above. |
means that patients will experierfigherhighsandlowerlows,increasinghecravingfor their

nextpill. Nationwide, based on an analysis by tles Angeles Timesnore than 52% of
patients taking OxyContin longer than three months are on doses greater than 60 mill
perdap whi ch converts to the 90 MME that t

or fAcaref%lly justify.o

em

DXy

e e

also

301. The information that OxyContin did not provide pain relief for a full twelve

hours was known to Purdue, and dtoprasarieeds.
Purdueds knowledge of some pain special
day instead of two was set out in Purdu
from MedWatch Adverse Event reports @xyContin.

302 Purdueds failure to dof-doselfaluseemeanthttea

" Memorandum from Lydia Johnson, Marketing Executive at Purduagmbers of Oxycontin Launch Team (Apr.

4, 1995) http://documents.latimes.com/oxycontaunch1995/(last updated May 5, 2016).
8 Letter from Fishersupra

®You Want @escription of Hellsupra

80 CDC Guidelinesupra at 16.
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prescribers were misinformed about the advantages of OxyContin in a manner that prg
P u r d comp@estiveadvantageand profits, at the expenseof patients,who were placedat

greater risk of overdose, addiction, and other adedfsets.

i. Falsehood #9: The false or misleading claims that new formulations of d

opioids successfully detabuse.

303. Rather than take the widespread opioid abuse as reason to ceasetthiiful

marketing efforts, Manufacturer Defendant Purdue, among others, seized the epidem

competitive opportunity. These c edetgrrant |i

formul at i on s 0asésdlitiinte opjoidabypsearmdasdreasorthatdoctorscould
continueto safelyprescribe their opioids as well as an advantage of these expensive b
drugs over other opioids. These Defend4q
their ADF opioids preserved and expanded theles while falsely reassuring prescribel
thereby prolonging the opioid epidemic. OtianufactureDefendantsincluding Actavis
andMallinckrodt,alsopromotedheirbranded opioids as formulated to be less addictive or
subject to abuse than otlogrioids.

304. The CDC Guideline confirms that -i

deterrent technologies [are] a risk mitli

that the technol ogi es fAdo nkefthepmoseconenmon routy
of opioidabuseandcanstill beabusedy nonoralr o u tTensFrieaentheformerDirector
oft he CDC, reported that his staff coul ¢
[ADF opioids] actually reduce rates afidiction, overdoses,dre at hs . 0

i. Purdueos deceptive mar ket i ng

HysinglaER

305. Reformulated ADF OxyContin was approved in April 2010.was not
until 2013 that the FDA, in response to a citizen petition filed by Purdue, permitted refe
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to

the abusealeterrent properties in its label. When Hysingla ER (extemele@gse hydrocodone
launched in 2014, the product included similar abileterrent poperties and limitations. Bulf
in

the beginning, the FDA made clear the limited claims that could be made about ADF,
that

no evidence supported claims that ADF prevented tampering, oral abuse, or overall r
abuse.

306. Itis unlikely a coincidencthat reformulated OxyContin was introduced shor
before generic versions of OxyContin we
market share and the price it could charge. Purdue nonetheless touted its introduction
opioids as eviderecof its good corporate citizenship and commitment to address the o
crisis.

307. Despite its selproclaimed good intention, Purdue merely incorporated
generally deceptive tactics with respect to ADF. Purdue sales representatives re
overstated rad misstated the evidence for and impact of the allessrent features of thes

opioids. Specifically, Purdue salespresentatives:

noting

ates

[ly
re
Df AC
pioid

ts

gular|

e

T claimed that Purdueds ADF opioidg p

not be crushed or snorted;

1 claimedthatPude 6 s ADF opi oi ds dieetsionge opi o

1 assertear suggestedhatits ADF opioidsarenon-addictiveor lessaddictive,

1 assertedr suggestedhatP u r d ADF @@oidsaresaferthanotheropioids,

could not be abused or tampered with, amale not sought out for diversion;

and

76




EGLET X ADAMS

© 0o N o o A W N e

N
= O

12

T failed to disclose that Pur du emBuse.

308. I'f pressed, Purdue acknowl edged It
still abuse the drug, but claimed the ADF featypestect the majority of patients. Theg
mi srepresentations and omissions are m
and publicly available data.

309. Purdue knew or should have known that reformulated OxyContin is not

tamperresistant than theriginal OxyContin and is still regularly tampered with abdised.

300 Purdueds own funded research s how

to abuse OxyContin orally after the reformulation rather than shift to dthes.

311. In 2009, the FDAnotediper mi t t i ng ADF | a-pesidtanty
properties wild/l have no effect on abussd
In
the 2012 medical office r evi ew-daefrenéeclaidio
its label for &yContin, the FDA noted that the overwhelming majority of deaths linke(
OxyContinwere associated with oral consumption, and that only 2% of deaths were assq

with recentinjection and only 0.2% with snorting the drug.

312 The FDAOGSs DDbivisordf Bprdemiofogy stdtesl in September 20
thathno data that she had seen suggested
reductoninabuse, 0 between continued oral abu
heroin), anddefeatof t he ADF mechani sm. Even Pur
half of OxyContinabusers continued to abuse OxyContin orally after the reformulation r3
than shift to othedrugs.

313. A 2013article presentedy Purdueemployeeshasedon review of datafrom
poison controlcentersconcludedthat ADF OxyContin can reduceabuse,but it ignored
importantnegative findings. The study revealed that abuse merely shifted to other drug
that, when the actual incidenoEharmfulexposuresvascalculatedthereweremoreharmful

exposurego opioidsafter the reformulation of OxyContin. In short, the article deceptivi
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emphasized the advantages and ignored the disadvantages OkgOéntin.

314. Websites and message boards used by drug abusdrsssbtuelight.org and
reddit.com,reporta variety of waysto tamperwith OxyContinand HysinglaER, including
through grinding, microwaving then freezing, or drinking soda or fruit juice in which a tg
isdissolved. Purdue has been aware of theseaustbf abuse for more tharmlacade.

315. Onethird of the patients in a 2015 study defeated the ADF mechanism and
able to continue inhaling or injecting
opioids was reduced, there was no meaningflicgon in opioid abuse overall, as many us¢
simply shifted to other opioids suchtzroin.

316. In 2015, claiming a need to further assess its data, Purdue abruptly withd
supplemental new drug application related to reformulated OxyContin oneeflarg FDA
staff

\blet

Were

IS

rew c

was to release its assessment of the application. The staff review preceded an FDA advisc

commi ttee meeting related to new studi

reformul ated OxyConti no @&modstrated that theerefornulatg
OxyContin product has ha d Uaon mfermationragdfbelief,
Purdue never presented the data to the FDA because the data would not have supports

thatOx yCont i nés ADF pseorpnesuse.i es reduced ab

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

benefit of Purdueds ADF opioids in red:/I
of Health Policy for Purdue, falsely claimed in 2016 that the evidence adeshow that
Pur duedos Abeingalpusedniladggesnumbers.P u r d neceriiaslvertisements

nationalnewspapers alsmntinuego claimits ADF opioidsasevidenceof its effortsto reduce

opioid abusecontinuing to mislead prescribers, patients, payors, and the public abot

83 | | HartzIler Warner, As s o cloint Meetmgodthe Drug f
Safety and Risk Management Advisory Committee and the Anesthetic and Analgesic Dr
Products Advisory Comittee Notice of Meeting80(103) Fed. Reg. 30686, 30686 (May 29,
2015).
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efficacy of itsactions.

ii. Ot her Manufacturer Defendant S

deterrence

38. A guide for prescri ber s umapresentsAhat

Kadian is more difficult to abuse and less addictive than other opioids. The guide declan

o

[ a\

es th.

Auni que pharmaceuti cal formul ation of KAL

of morphine sulfate for intravenous use by illicitusets and AKADI AN ma
be abused by health care providers and
Kadian, however, was not approved by the FDA as abuse deterrent, and, upon informat
belief, Actavis had no studies soggest it was.

319. Mallinckrodt promoted both Exalgo (extendexlease hydromorphone) an
Xartemis XR (oxycodone and acetaminophen) as specifically formulated to reduce abu
exampl e, Mal |l i nckrodt 6s promot i on ates ohd
EXALGO maymakaeit difficult to extracttheactiveingredientusingcommonformsof physical
andchemical tamperingncluding chewing,crushingandd i s s o % @nemgmbeiof the
FDAGentroll ed Substance Staff, howevsg
high abuse pot ent i al comparable to oxycodon
Exalgo will have high® evels of abuse 4

320.  \jith respectto XartemiX R, Mal |l i nckrodtoés pro
AXARTEMI S XR has technology that requir
active ingredient from the | ar gé& Inqnicpation
of XartemisX Rés approval, M a200l sales cepresenthtives dodpbmate

82 Mallinckrodt Press Releas& DA Approves Mallinckrodtos EXALC(
Release Tablets 32 mg (ClII) for Opisidlerant Patients with Moderat®-Severe Chronic PaifAug. 27, 2012),
http://newsroom.medtronic.com/phoenix.zhtml?c=251324&p=newsArticle&ID=2004159.
83 2010 Meeting Materials, Anesthetic and Analgesic Drug Products Advisory Committee, at
58, FDA, excerpt available dittps://www.markey.seate.gov/imo/media/doc/201@2-19-MarkeyADF-Opioid-
timeline.pdf
84 Mallinckrodt, Responsible Use of Opioid Pain Medicati¢htar. 7, 2014).
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and CEO Mark Trudeau said the drruegv edffouuel|

321. While Manufacturer Defendants promote patented technology as the solut

opioid abuseand addi cti on, none of their Atec

abusé oral ingestiod and their statements regarding abds&errent formulations give the

misleading impression that these reformulated opioids can be presafedd

322. In sum, eah of the nine categoriesof misrepresentationdiscussedabove

regarding the use of opioids to treat chronic pain was deceptive and unconscionable.

misrepresentations were material, false, and misleading, as well as unsupported by or ¢
to thescientific evidenceln addition, the misrepresentations and omissions set forth abov¢
elsewhere inthi€Compl ai nt are misleading and co
product labels.

2. The Manufacturer Defendants Disseminated Their Misleading Mssages Abou

Opioids Through Multiple Channels

323. The Manufacturer Defendantsdo fal s
medical community who had to treat chronic pain, but also patients who experience ¢
pain.

324. The ManufacturerDefendantsutilized various channelsto carry out their
marketing schemef targetingthe medicalcommunityandpatientswith deceptivanformation
aboutopi oi ds: Grlou psHothe magpearanceof independencefrom the
ManufacturerDefendants; (2K ey Opi ni on Leaders or fKOL
by the Manufacturer Defendants to promote theirqpimid message; (3) CME program
controlled and/or funded by the Manufacturer Defendants; (4) branded advertisin
unbranded advertising®) publications; (7) direct, targeted communications with prescril

by sales representatives or pfogtans.ai | er s 0

8 Samantha LissMallinckrodt Banks on New Painkillers for SaleSt. Louis Bus. J. | (Dec. 30, 2013)
http://argentcapital.com/mallinckrotiankson-new-painkillersfor-sales/.
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a. The Manufacturer Defendants Directed Front Groups to Deceptively Pr

Opioid Use.

325. Patientadvocacy groups and professional associations also became vehig
reach prescribers, patients, and policymakers. Manufacturer Defendants exerted influer
effective control over the messagindy thesegroupsby providing major funding directly to
th e m, as wel | as through KOLs who serve
patient education materials, treatment guidelines and CMEs that supported the use of
for chronic pain, overstated their benefits, and understated theirtidkanufacturer
Defendants funded these Front Groups in order to ensure supportive messages fro
seemingly neutral and credibtlird parties, and their funding did, in fact, ensuresuch
supportivemessagées oftenatthe expense of their owaonstituencies

326. NnPatient advocacy organizations

Gr o u p sasigmnfitaatyole in shapinghealthpolicy debatessetting nationalguidelines

forpatient treat ment, rai sing di s®efiaEsvee na \
organizationd wi t h o6t heir | arge numbers and ©6r
have O6éextensive influence in specific

funding and outreach c ap dfecton poticieerelevant ta tiked
industry®$pdesdr stde U.FselingareEpiddme:0Exposing ths
Financial Ties Between Opioid Manufacturers and Third Party Advocacy Gratnish arose
out of a 2017 Senate investigation an@vang on disclosures from Purdue, Insys, and ot
opioid manufacturers, fAprovides the fir

between opioid manufacturers and advocacy groups and professional societies operatir

8%y. S. Senate Homeland Security & Governmental A
2018), httpdiwww.hsdl.org/?view&did=80817a& t FBeling &n
Epidemi®o ) , at 3.

871d. at 2.
881d.
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area of opioids@ | i 8apnd faund that the Manufacturer Defendants gave millions of do
in contributions to various Front Grouf’s.

327.  The ManufacturerDefendantsalsofi ma dubstantiapaymentso individual
group executivestaffmembershoardmembersandadvisoryboardme mb eaffiliatéd with
theFr ont Groups subjectstudy the Senate Co

328. Asthe Senatéueling an Epidemike port f ound, the
or issued messages that reinforce industry efforts to promote opioid prescription an
including guidelines and policies minimizing the risk of addiction and promoting op
forchr oni®%Thpeayi naloso fil obbied to change | a
criticized landmark CDC guidelines on opioid prescribingl eimallenged legal efforts to holg
physicians and industry executives $esp

329. The Manufacturer Defendants took an active role in guiding, reviewing,
approving many of the false and misleading statementeddsyithe Front Groups, ensurin
that Manufacturer Defendants were consistently in control of their content. By fun
directing, editing, approving, and distributing these materials, Manufacturer Defen
exercised control over and adopted their falseé deceptive messages and acted in concert

the Front Groups and through the Front groups, with each other to deceptively promote

of opioids for the treatment of chrorpain.

i.  American PairFoundation

330. The most prominent of the Front Groupasmhe American Pain Foundation

(AAPFO0). While APF held itself out as a
it received 90% of its funding in 2010 from the drug and mediealce industry, including

from defendants Purdue, Endo, andeotimanufacturers. APF received more than $10 mill

891d. at 1.
01d. at 1, 3.
%11d. at 10.
%21d. at 12.
931d.
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in funding from opioid manufacturers from 2007 until it closed its doors in May 2012. By 2
APF was entirely dependent on incoming grants from Defendants Purdue, Endo, and o}
avoidusingitshe of <credit. Endo was APFO6s | ar
$10 million in funding from 2007 to 2012.

331. For example,APF publisheda guide sponsoredby Purdueand another
opioid manufacturetitled Treatment Options: A Guide for People Living with Paial
distributed 17,200 copies of this guide in one year alone, according to its 2007 annual
This guide, which is still available online within the state of Nevada, contains mu
misrepresetations regarding opioid use which are discussed below.

332. APF al so developed the National I
a facially unaffiliated websitayww.painknowledge.calNIPC promoted itsélas an education
initiative led by its expert leadership team, including purported experts in the pain manag
field. NIPC published unaccredited prescriber education programs (accredited progra
reviewed by a third party and must meet certainuiregnents of independence fror
phar maceuti cal companies), including a

333. APF was of t en call ed upon to pr
Manufacturer Defendant sé promoti onalains
Pai nd aarsd & e dafk B a i Althoagh APF presentedtself asa patientadvocacy
organization, itfunctioned largely as an advocatefor the interestsof the Manufacturer
Defendantsnot patients. As Purdue told APF in 2001, the basis abatgo the organization
was Pur dueds deafignits mmvestnoents hon@adfiterganizaohghayshare
its businessnterests.

334. In practice, APF operated in close collaboration with Manufacturer Defend
submitting grantproposals seeking to fund activities and publications suggested

Manufacturer Defendants and assisting in marketing projects for Manufdaaiesdants.

335. This alignment of interests was expressed most forcefully in the fact that P

hired APF to provide consulting services on its marketing initiatives. Purdue and APF e
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into a fAMaster Consulting Servi ces @ntdgager
Purdue substanti al rights to control A
Moreover, based on the assignment of pa
periodic reporting on their progress, the agreement enablddéta be regularly aware of th
misrepresentations APF was disseminating regarding the use of opioids to treat chronic
connection with that project. The agreement gave Pordhue not AP the right to end the
project(and,thus,A P F foirling) for anyreason. Evenfor projectsnot producedduringthe

terms of this Agreement, the Agreement

willingness to harness itself to Purdue

carried across alflo APFOs wor k.

336. APF6s Board of Directors was | ar
Manufacturer Defendantsé payroll s, ei tf
close relationship between APF and the Manufacturer Defendants demonstRated s
lack of independencia its finances,managemen&ndmission,andits willingnessto allow
Manufacturer Defendant® controlits activitiesand messagesThis closerelationshipalso
support@areasonable inference that eddanufacturer Defendant that worked with it was al
to exercise editorial contradver its publication® evenwhen ManufacturerDe f e n d
messagesontradictecdA PF6s i nter nal concl usi ons. F
APF and funded by Endo alsckamowledged the lack of evidence to support chronic opi
therapy. APFOs fmeetimpadtescesnaludedhat:iy[ Aniportarttoarrier|]
to appropriatepioid managemerjts] the lack of confirmatory data about the letggm safety
andefficacy of opioidsinnolt ancer c¢chronic pain, amid

337. In May 2012, the U.S. Senate Finance Committee began looking into AR

PF
rt

4%

pain

le
an
or

oid

C U I

PF to

determine the links, financial and otherwise, between the organization and the manufacture

ofoppi d painkillers. Wi thin days of bein
voted to dissolve the organization #dfAdu
Acease[d] to exist, effective I mne&eddants}te
whom APF could no longer be helpful, APF was no longer finanaiehble.
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ii.  American Academy of Pain Medicine and the American Baaiety
338. The American Academy of Pain Med,i
Soci ety (AAPSO edialsoceietipsr each ef wiich reaeiged substantial fung

from Defendantsrom 2009to 2013.In 1997, AAPM issuedafi ¢ 0 n s estatemestiiat

endorsed opioids to treat chronic pain and claimed that the risk that patients would Izrcorr

addicted to opioisl was low?* The Chair of the committee that issued the statement,
David Haddox, was at the time a paid speaker for Purdue. The sole consultant to the cor
was Dr. Russell Portenoy, who was also a spokesperson for Purdue. The consensus, st
which also formed the foundation of the 1998 Model Guidelines for Use of Contr
Substances for the Treatment of Pain issued by the Federation of State Medical Boar

bel ow), was publwebsited on the AAPMOGSs

339. Since 1998, the Federation of $ta¥ledical Boards has been developif
treatment guidelines for the use of opioids for the treatment of pain. The 1998 version,
Guidelines for the Use of Controlled Su

was produced Withpharmacduticad bonpamni e . 0

340. AAP M6 s corporate counci l include

phar maceuti cal compani es. AAPMOs past
Fishman (2005)Pr. Perry G. Fine (2011),and Dr. Lynn R. Webster(2013), all of whose
connectiongo the opioid manufacturers are welbcumented as set forth elsewhere in t
Complaint.
341 Fishman, who also served as a KOL for Manufacturer Defendants, state
he wouldplacetheorganizatiori ahtef o r e fofrteadmngthatfi t tisksof addictionare. . .

smallandcanbmana d®e d. 0

% The Use of Opioids for the Treatment of Chronic PAIRS & AAPM (1997),
http://lwww.stgeorgeutah.com/wgontent/uploads/2016/05/OPIOIDES.DOLORCRONICO.{
(as viewed August 18, 2017).

% Interview by Paula Moyer with Scott M. Fishman, M.D., Professor of Anesthesiology and Pain Medicine,
Chief of the Division of Pain Medicine, Univ. ofaC, Davis (2005), available at
http://www.melscape.org/viewarticle/500829.
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342. AAPM received over $2.2 million in funding since 2009 from opid
manufacturersAAPM maintaineda corporateelationscouncil,whosemembergaid$25,000
per year (on top obther funding) to participate. The benefits included allowing member
present educationpfogramsat off-sitedinnersymposian connectiorwith A A P Midasquee
eventi its annual meeting held in Palm Springs, California, or other riesations.

343. AAPMdescri bes the annual event as
to doctors. Membership in the corporate relations council also allows drug company exe(
and marketingstaff to meetwith AAPM executivecommitteemembersin small settings.
Manufacturer DefendarPurdue Endo, andCephalonwere membersof the council and
presenteddeceptive program® doctorswho attendedthis annualevent. The conferences
sponsoredby AAPM heavily emphasized CME sessions on opidid@¥ out of roghly 40 at
one conferencalone.

344. AAPM6s staff understood that t hey
a commortask. Defendantsvereableto influenceAAPM throughboth their significantand
regular funding and the leadershippob-opioid KOLs within theorganization.

345. With the assistance, prompting, involvement, and funding of Manufact]

Defendant s, AAPM and APS i ssued their

Guidelineso), and cont i nu e teatthooniapair Boortaenmfd

the 21 panel members who drafted the 2009 Guidelines, including KOL Dr. Fine, reg
support from Endand DefendantPurdue. Of theseindividuals, six receivedsupportfrom
Purdue, eight from Teva, and nine fr&ndo.

346. One @nel member, Dr. Joel Saper, Clinical Professor of Neurology at Mich
State University and founder of the Michigan Headache & Neurological Institute, res
from the panel because of his concerns that the 2009 Guidelines were influeng
contributins that drugompaniesincludingPurdue Endo,andTeva,madeto the sponsoring

organizations and committe@embers.
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347. Dr . Gil bert Fanciull o, now retired

School of Medicine, who served on the AAPM/APS Guidelpeatel, has since described the
as fAskewedodo by drug companies and fdbi as;s
presumptive maximum dose, lack of suggested mandatory urine toxicology testing, and

of a low risk ofaddiction.

348.  The 2009Guidelines have been a particularly effective channdeoéption.

They havanfluencednot only treatingphysiciansput alsothe scientificliteratureon opioids;
theywere reprinted in thdournal of Pain have been cited hundreds of times in acade
literature, were disseminated during the relevant time period, and were and are available
Treatment guidelines are especially influential with primary care physicians and family dq
to whom Manufacturer Defendants promoted opioids, whose lasgezialized training in
pain management and opioids makes them more reliant on, and less able to evaluat
types of guidelines. For that reason, the CDC has recognized that treatment guidelir]
ichange presc®ibing practices. 0

349. The 2009 Guidelies are relied upon by doctors, especially general practitio
and family doctors who have no specific training in treating chronic pain, and upon inform
and belief, the 2009 Guidelines were created just foptirabse.

350. The Manufacturer Defendantgdely cited and promoted the 2009 Guidelin

m
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without disclosing the lack of evidence to support their conclusions, their involvement in the

development of the 2009 Guidelines, or their financial backing of the authors of the

Guidelines.

iii. The Federatn of State Medical Boards

351. The Federation of State Medical
representing the various state medical boards in the United States. The state boa

comprise the FSMB membership have the power to license doctors, investigate comy

%2016 CDC Guideline at 2.
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and dscipline physicians.

352. The FSMB finances opiotdand painspecific programs through grants from

Manufacturer Defendants.

353. Since 1998, the FSMB has been developing treatment guidelines for the
opioids for the treatment of pain. The 1998 version, Modedl&ines for the Use of Controlleq
Substances for the Treatment of Pain (A0
phar maceuti cal companies. o0 The 1998 Gui

authortaughtnot thatopioidscouldbe appropriatan only limited casesfterothertreatments

had failed, but that opioids were fesseg

prescriptioroption.

354. A 2004 iteration of the 1998 Guidelines and the 2007 bRekponsible Opioid
Prescribing also made the same claims as the 1998 Guidelines. These guidelines were
online and were available to and intended to reach physicians nationwide, includegata.

355. Responsible Opioid Prescribingas backed largely by drug manufacture
including Purdue and Endo. The publication also received support from the Americar
Foundation and the American Academy of Pain Medicine. The publication was written §
FishmanandDr. Fine servedon the Boardof Advisors.In all, 163,131copiesof Responsible
Opioid Prescribing were distributedto state medical boards(and through the boards,to
practicing doctors). The F SlsadBingwantnsirngmedical

education (CME) activity for prescribel

ISe O

19

Nt

post

s,
Pail

y D

es

S

the book to obtain CME credit. This publication asserted that opioid therapy to relieve pajin an

improve functions alegitimatemedicalpracticefor acuteandchronicpainof bothcancerand
norrcancer originsthat painis undertreated,andthat patientsshouldnot be deniedopioid
medicationgxcept in light of clear evidence that such medications are harmfulpatibat®’

356. The ManufacturerDefendantsrelied on the 1998 Guidelinesto conveythe

alarming messagthat i u n-ttematmentof p a i wowld resultin official discipline,but no

97Scott M. FishmanRe s ponsi bl e Opioid Pr e 8%&(Watdforalife ScidnceR 20073. i
88
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disciplinewould result if opioids were prescribed as part of an ongoing patient relationghi
prescription decisions were documented.
doctors, who used to believe that they would be disciplined if their patients became ad
to opioids, were taughmsteadthattheywould be punishedf theyfailed to prescribeopioids

to their patientswith chronic pain.

iv. The Alliance for PatienAccess

3%57. Founded in 2006, t he Al |l i an cdescriben

patient advocacy and heal t h pr orfatosabneteanks

p an

dicte

L |

of physicians dedicated to ensuring patient access to approved therapies and apjropriz

clini c%¥ltis oua byeWoodberry Associates LLC, a lobbying firm that was
established in 20066As of June 2017, tadteeMemberéantl Fingricid

Supporters.o The list includes Endo, M3

358. APAGs board members have also di
pharmaceutical companié¥.For instance, board vice president Dr. Srinivas Nalamachu,
prectices in Kansas, received more than $800,000 from 2013 through 2015
pharmaceutical compani@searlyall of it from manufacturersf opioidsor drugsthattreat
opi osideesfdf ect s, i ncluding Purdue among o
agentdn connectiorwith aninvestigationof Insysandits paymeniof kickbacksto physicians
who prescribed Subsy$! Other board members include Dr. Robert A. Yapundich from Ng

Carolina, who received $215,000 from 2013 through 2015 from pharmaceutical comp

98 About AfPA The Alliance for Patient Accedsttp://allianceforpatientaccess.org/abafipa(last visited Apr. 25,
2018). References herein to APA include two affiliated groups: the Global Alliance for Patient Access and
Institute for Patient Access.

% Mary Chris JaklevicAll i ance for Patient Access Uses Jour n,g
Health News Review (Oct. 2, 201Titps://www.healthnewsugew.org/2017/10/nomprofit-alliance pdient
accesaisesjournalists politicianspushbig-pharmasa g e nd a/ ( h e r eNomPaofittAléance ford a k
Patient Access ) .

WAl ]l information concerning pharmaceutical comp
Dollars far Docs database, https://projects.propublica.org/docdollars/.

101 Andy Marso,FBI Seizes Records of Overland Park Pain Doctor Tied to Ji&yssas City StaiJuly 20, 2017),
http://www.kansasty.com/news/business/healttare/article162569383.html.
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including payments by Defendant Mallinckrodt; Dr. Jack D. Schim from California,
received more than #P,000 between 2013 and 2015 from pharmaceutical compa]
including Defendant Mallinckrodt; Dr. Howard Hoffberg from Maryland, who recei
$153,000 between 2013 and 2015 from pharmaceutical companies, including Defe
Purdue and Mallinckrodt; and DRobin K. Dore fromCalifornia, who received$700,000
betweer2013and2015from pharmaceuticadompanies.

3%9. Among its activities, APA i ssued
Medi cation: Preserving Patéamdng otherthiags,ghe
white paper criticizes prescription monitoring programs, purporting to express concer

they are burdensome, not user friendly, and of questioeéflacy:

Prescription monitoring programs that are difficult to use and
cumbersome can placsubstantial 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
familiar and may even be dgerous or illegal.

* * *

In some states, physicians who fail to consult prescription
monitoring databases before prescribing pain medications for
their patientsare subjectto fines; thosewho repeatedlyfail to
consultthe databases face losstheir professional licensure.
Such penalties seem excessive and may inadvertently target
older physicians in rural area$ho may not be facile with
computers and may not have the requisite office staff. Moreover,
threatening and fining physicians in aneatpt 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 ab\%2e.

102 pain Therapy Access Physicians Working Grdigscription Pain Medication: Preserving Patient Access
While Curbing Abuse, Institute for Patient Accé3ec. 2013),
http://1yh21u3cjptv3xjderldco9mx5s.wpengine.netditi.com/wpcontent/uploads/2013/12/PT_White
Paper_Finala.pdf.

1031d. at 45.
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360. The whitepaper also purports to express concern about policies that have

enacted in response to the prevalence ofipilt:

Although well intentioned,many of the policies designedto
address this problem have made it difficult for legitimate pain
managemententers 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

to increased recorkkeping and reporting requirements. . . . [l]t
is not even certain that the regulations are helping prevent
abuses?

361. In addition, in an echo of earlier industry efforts to push back against what
termed Aopiophobi a, 0 t h e assdtiatédenithppegcebng an

taking painmedication:

Both pain patientsandphysicianscanfacenegativeperceptions

and outright stigma. When pati enf
their prescription$or painmedicatiorfilled atapharmacythey

mayfeel like they are doing something wraingr even criminal.

... Physicians can face similar stigma from peers. Physicians in

non- painspecialtyarea®ftenlookdownonthosewhospecialize

in pain management a situation fueled by the numerous

regulations and fines that surround prescription pain
medicationg?®

362. | q conclusion, the white paper st

specifically the opioids, can provide substantialrelief for peoplewho are recoveringfrom
surgery, afflicted by chronic painful diseases, or experiencing pain associated with
conditions that does not adequately respond to-thescounterd r u % . o

363. The APA al so issues APatient Ac c €

beel

they
a m

at

other

SS

of Congress, including 5Qush awards in 2015. The awards were funded by a $7.8 million

donation from unnamed donor s. Whil e t he¢g

access to Medicare and are thus touted by their recipients as demonstrating a commit

1041d. at 56.
1051d. at 6.
1061d. at 7.
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protectingthe rights of senior citizens and the middle class, they appear to be given to p

cover to and reward members of ag@uodfgr es s

rovid

W

364.  The APA also lobbies Congress directly. In 2015, the APA signed onto a letter

supporting legislation proposed to limit the ability of the DEA to police pill mills by enford
thefisuspicious orderso provision of the
Act 0f 1970,21 USC 880&tseq( A CSAO0 or A Cont roo)l.l eTdh eS uAbA
asignatory to this | etter. An internal
proposed bill Acould actually result in
c o ns e q tPamdcaem®rding to DEA chiefdministrative law judge John J. Mulroone
(AMul rooneyo), t he |l aw woul d ma k e It
manufacturerand distributors, like the defendants here, in the federal cd8tse bill passed

both houses of Congress and wigsed into law in 2016.
v. The U.S. Paifroundation

35 The U.S. Pain Foundation (AUSPFO)
connections and interpersonal relationships with the Manufacturer Defendants. The US
one of the largest recipients of conttloms from the Manufacturer Defendants, collecti
more than $3 million in payments between 2012 and 2017 from Insys, Purduztharsi'®
The USPF was also a critical component
reduce the limits on ovesrescription. The USPF advertises its ties to the Manufact

Defendants, listing opioid manufacturers like Pfizer, Teva, Depomed, Puoddiye, McNeil

107 Jaklevig Nonprofit Alliance for PatientAccesssupra

108 Bjll Whitaker, ExX-DEA Agent: Opioid Crisis Fueled by Drug Industry and Congr€&S
News (Oct. 17, 2017), https://lwww.cbsnews.com/newsleaagentopioid-crisis-fueled
bydrugindustryandcongress/.

109 John J. Mulrooney, Il & Katherine.EEegel,Current Navigation Points in Drug Diversion
Law:

Hidden Rocks in Shallow, Murky, Drligfested WaterslO1 Marquette L. Rev., 333, 346
(2017).

10 Fyeling an Epidemicupra
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(i .e. Janssen), and Mallinckrodt as #fP
Industry Front Groups like the American Academy of Pain Management, the Ame
Academy of Pain Medicine, the American Pain Society, and PhRMA aremastbers of
varying levels in the USPF.

vi.  American GeriatricsSociety

366 The American Geriatrics Society
systematic connections and interpersonal relationships with the Manufacturer Defendan
AGS was a large recipiertf contributions from the Manufacturer Defendants, includi
Purdue. AGS contracted with Purdue to disseminate guidelines regdualirsgof opioidsfor
chronicpainin 2002(TheManagemenof PersistenPainin Older Persons her ei n 3

AGS Guidé i nes 0) Rhardacobdlcal Manbdgement of Persistent Pain in Olg

Persong?>her ei nafter 2009 AGS Guidelineso)|

at least $344,000 in funding from opioid manufacturers since 880G Sé6s ¢ o mp |
common purpose with the Manufacturer Defendants is evidenctuebgct that AGS internall
discussions in August 2009 reveal that it did not want to receive upfront funding from
companies, which would suggest drug company influence, but would insteadpt
commercial support to disseminate qmuioid publications.

367 The 2009 AGS Guidelines recommen

sever e pain . : . shoul d be consider

recommendati ons®pitnetfmli ewrewalidt y§| of e vi

of addiction is manageable for patients, even with a prior history of drug HfuReese

1111d. at 12; Transparency, U.S. Pain Foundation, https://uspainfoundatjtransparency/ (last visited on Marg
9, 2018).

112 pharmacological Management of Persistent Pain in Older Pefson§ 7 J. Am. Geri at r|i

1342 (2009), available &ttps://www.nhqualitycampaign.orgés/AmericanGeriatricSociety
PainGuidelines2009.pdfastvisited Apr. 25, 2018).

3JohnFauber & Ellen Gabler, f@ANar cot i dilwkukeelnSentihelMay
30, 2012, https://medpagetoday.com/geriatrics/painmanagement/32967.
1142009 AGS Guidelines at 1342.
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Guidelines furthestatedhati t tisks[of addiction]areexceedinglyow in olderpatientswith
nocurrentor past history of substance abuse] o
supported by any study or other reliable scientific evidence. Nevertheless, they have beén cit
as many as 1,833 times in Google Scholar (which allows users tb sehotarly publications
that would be havbeenreliedon by researcherandprescribersyincetheir 2009publication
andasrecentlyas this year.

368. Representatived theManufactureDefendantspftenduringinformalmeetings
at conferencesuggested activities, lobbying efforts and publications for AGS to pursue. AGS
then submitted grant proposals seeking to fund these activities and publications, knowipg th;
drug companies would support projects conceived as a result ottdms®inicatios.

369. Members of the AGS Board of Directors were doctors on the Manufacturer
Defendantsdé payrolls, either as consul tjan

many of the KOLs also served in leadership positions withilh\@®8.

b. The Manufacturer DefendantsPaid Key Opinion Leadersto Deceptively

Promote OpioidJse.

370. To falsely promote their opioids, the Manufacturer Defendants paid |and
cultivated aselectcircle of doctorswho were chosenand sponsoredoy the Manufacturer
Defendantdor their supportive messages. As set forth belowsgmioid doctors have been gt
the hub of the Man ufuraedtpervasive mérieting sclibmen sinsegts v
inception and were used to create the grave misperception that scidnesgected medical
professionals favored the broader use of opioids. These doctors include Dr. Russell Pgrtenc
Dr. Lynn Webster, Dr. Perry Fine, and Dr. Scott Fishman, as setoeldiv.

371. Although these KOLs were funded by the Manufacturer Defendhet&OLs
were used extensively to present the appearance that unbiased and reliable medical resec
supporting the broad use of opioid therapy for chronic pain had been conducted and was beil

reported on by independent medipabfessionals.

94
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372. Asthe Manuhct ur er Defendantsd false
these preopioid KOLs wrote,consultecon, edited,andlenttheir namedo booksandarticles,
andgave speeches and CMEs supportive of opioid therapy for chronic pain. They ser
committeeshat developed treatment guidelines that strongly encouraged the use of opig
treat chronic painand they were placed on boardsof pro-opioid advocacygroups and
professionasocietieghat develop, select, and present CMEs.

373. Through use of their KOLsna strategic placement of these KOLs throughg
every critical distribution channel of information within the medical community, the
Manufacturer Defendants were able to exert control of each of these modalities through

doctors receive theinformation.

374. Inreturn for theirprao pi oi d advocacy, t he Ma
received money, prestige, recognition, research funding, and avenues to publish. For e
Dr. Webster and Dr. fine have received funding from Purdue, among others.

375. The ManufactureDefendantarefully vettedtheir KOLs to ensurethat they
were likelytoremainoome s sage and supportive of the
Manufacturer Defendants also kept close tabs on the content of the materials puilibleed |
KOLs. And, of course the ManufactureiDefendantkepttheseKOLs well-fundedto enable
them to push the Manufacturer Def emduaity.t

376. Once the Manufacturer Defendants identified and funded KOLstrwsb
KOLs began to publish fAscientificdo pap
position that opioidsveresafeand effectivefor treatmentof chronicpain, the Manufacturer
Defendantpoured significant funds and resources into a marketexchime that widely cited
and promoted their KOLs and studies or articles by their KOLs to drive prescription of of
for chronic pain. The Manufacturer Defendants cited to, distributed, and marketed these

and articles by their KOLs as if they meindependent medical literature so that it would

mnar

ed o

bids t

but

whic

nu:i

amp

A4

er

Dioids
studi

be

well-received by the medical community. These studies and articles were available to and we

intended to reach doctors in Nevada. By contrast, the Manufacturer Defendants did not s
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acknowledgeor disseminate the truly independent publications of doctors critical of the u

chronic opioid therapy*®

377. In their promotion of the use of opioids to treat chronic pain, the Manufact
Defendant sé KOLs knew that t Ing iorrtheysréckldssty
disregarded the truth in doing so, but they continued to publish their misstatements to

themselves and the Manufactubsfendants.

i.  Dr. Russell Portenoy

378. 1986, Dr. Russell Portenoy, who later became Chairman ddpartment

of Pain Medicine and Palliative Care at Beth Israel Medical Center in New York while g
same time serving as a top spokesperson for drug companies, published an article r¢
t hat A[f] ew substanti al g a icould bei attribueedn o Ithe
institution ¥% opioid therapy.o

379. Writing in 1994, Dr. Portenoy described the prevailing attitudes regarding

dangers of longerm use obpioids:

The traditional approach to chronic nemalignant pain does
not accept the lonterm administration of opioid drugd-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 d conventional thinking, the initial
response to an opioid drug may appear favorable, with partial
analgesia and salutary mood changes, but adverse effects
inevitably occur thereaftelt is assumedhatthe motivationto
improvefunctionwill cease as meal clouding occurs and the
belief takes hold that the drug can, by itself, return the patient to
a normal life.Serious management problems are anticipated,
including difficulty in discontinuing a problematic therapy and
the development of drugeekingoehaviorinducedbythedesire

to maintainanalgesiceffects, avoidvithdrawal,and perpetuate

115 See, e.gYolkow & McLellan, supra; see alsMatthew Miller, et al, Prescription Opioid Duration of Action
and the Risk of Unintentional Overdose Among Patients Receiving Opioid Th&&f¥x Intern Med 2015;
175(4): 608615.

18R, Portenoy & K. FoleyChronic Use of Opioid Analgessi in NoaMalignant Pain: Report of 38 case25(2)
Pain 171 (1986).
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reinforcingpsychiceffects.Thereis an implicit assumption that
little separates these outcomes from the highly aberrant
behaviors associated with adtion.**’

According to Dr. Portenoy, the foregoi

reject longterm opioid administration as a therapeutic strategy in all but the most desj

cases of chroni® nonmalignant pain.o
380.

Despite having taken thgosition on longterm opioid treatment, Dr. Porteno
soonbecamea spokespersofor PurdueandotherManufactureDefendantspromotingtheuse
of prescription opioids and minimizing their risks. A respected leader in the field of
treatment, Dr. Portenoy was highly influential. Dr. Andrew Kolodnyfazonder of Physicians
for Responsible Opioid Prescribing, des
like figure. The megaphone for Portenoy is Purdue, which fliesaplpéo resorts to hear hin
speak. ltvasacompellingmessaged D ohawebeenletting patientssuffer;nobodyreally gets
addi ct edst udtfesd .boede n

381. As oneorganizerof CME seminarswho worked with Portenoyand Purdue

pointed out, hfahda P uR odruteedrso ynomeoety behi nd hi

papers, made some speeches, and his inf
behind him, his message, which dovetailed with their marketing plans, was h
magnified*?® Dr. Porteng 6 s publ i cations and other

intended to reach doctors in Nevada.

382. Dr . Portenoy was also a critical
control over their Front Groups. Specifically, Dr. Portenoy sat as a Directbe droard of the
APF. He was also the President of AfS.

33 |'n recent year s, some of the Man

that many of their past claims in support of opioid use lacked evidence or support

117 Russell K. PortenoyQpioid Therapy for Chronic Nonmalignant Pain: Current Statl®rogress in Pain Res.
& Mgmt., 247287 (H.L. Fields and J.C. Liebeskind eds., 1994) (emphasis added)
118 Id.

9sam QuinonedDr eaml and: The True Tal e3ldBloomsimeyrPress@@5). Op i

1201d. at 136.
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scientific literature'?! Dr. Portenoy has now admitted that he minimized the risks of opid
and that he fAgave innumerable | ectures

tr v8Hed mused, ADid | teach about pain m

a way that reflects misinformation? Well, against the standards of 2012, | guess I.dié?. .|.

ids,

a N ¢

384. Ina 2011 interview released by Physicians for Responsible Opioid Prescribing,

Portenoy stated that his earlier work purposefully relied on evidence that wds i r e

left real evidence behind:

| gave so many lectures to primary care audiences in which the
Porter and Jick article was just one piece of data that | would
then cite, and | would cite six, seven, maybe ten different
avenues of thought or awees of evidencenone of which
represented real evidencand yet what | was trying to do was

to create a narrative so that the primary care audience would look
at this information in [totalland feel more comfortableabout
opioidsinawaytheyh a d n oré.In dssehcéhiswaseducation

to destigmatizgopioids], and becauséhe primary goal wasto
destigmatizeweoftenleft evidence behinéf*

385.  several years earlier, when interviewed by journalist Barry Meier for his 2

book, Pain Killer, Dr . Portenoy was more direct

by

always have to live with thatn &5 0

i.  Dr.LynnWebster

386. Another KOL, Dr. Lynn Websterwas the cdounder and Chief Medical
Director ofthe Lifetree Clinical Researcl& PainClinic in SaltLake City, Utah.Dr. Webster

21seee.g, John FaubeRainkiller Boom Fueled by Networkingournal Sentinel (Feb. 18, 2012),
http://archive.jsonline.com/watchdog/watchdogreports/painkileymfueledby- networkingdp3p2rn
139609053.html/ (reporting that a key Endo KOL acknowledgedbiiaid marketing went too far).
22Thomas Catan & Evan Perg¥ PainDrug Champion Has Second Thoughtee Wall Streefournal
https://www.wsj.confarticles/SB1000142412788732447830457817334265704468=t. updated Dec. 17, 2012

11:36 AM).
12319,

124143 4arrison Jacob§ his TParagraph Letter May Have Launched the Opioid Epide@®L (May 26, 2016),
https://www.aol.can/article/2016/05/26/lettemay-havelaunched-opioid- epidemic/21384408/; Andrew Kolodny
Opioids for Chronic Pain: Additon is NOT RargYouTube (Oct. 30, 2011),
https://www.youtube.cofwatch?¥DgyuBWN9D4w&feature=gutu.be.

125 Meier, supra at 277.
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wasPresident of AAPM in 2013 and remains a current board member. He is a Senior EQ
Pain Medicing t he same journal that published
Opana ER. DiWebstewastheauthorof numerousCMEssponsoredhy EndoandPurdue.
At the same time, Dr. Webster was receiving significant funding from Defendants (inclt
nearly $2 million from Cephaloalone).

387. Dr., Webster created and promoted @ioid Risk Toqgla five question, one

minutescreeningool relying on patientself-reportsthatpurportedlyallows doctorsto manage

itor ©

uding

the risk that their patients will become addicted to or abuse opioids. The claimed ability {o pre

sort patients likely to become addicted is an important tool in gidotgors confidence tg
prescribe opioiddong-term, and for this reason referencedo screeningappearin various
industry-supported guidelined/ersionsof Dr.We b s tOpioidRisk Tool ( i O R dppear
on, or are linked to, websites run by Endo afirdue. In 2011, Dr. Webster presented,
webinar, a prograrsponsorethy Purduditled, ManagingP a t i @©pioid @se:Balancingthe
Needandthe Risk Dr. Webster recommended use of risk screening tools, urine testing
patient agreementstoprevénb ver use of prescriptionso

was available to and was intended to reach doctors in Nétfada.

a

, ano

388. Dr. Webster was himself tied to numerous overdose deaths. He and the Lifetree

Clinic were investigated by the DEA for overpreburg opioids after twenty patients die
from overdoses. I n keeping with the Ma
Webster apparently believed the solutio

opioids, and he prescribed staggg quantities opills.

389. At an AAPM annual meeting held February 22 through 25, 2006, Ceph
sponsored a presentation b ylabeWstudy of efentany
effervescent buccal tablets in patients with chronic pain and breakthpaughnterim safety

results. o The presentationds agenda de

126 SeeEmerging SolutionsinPaianagi ng Patientés Opioid Use: B¢
http://www.emergingsolutionsinpain.comfeducatbn/opioid
management?option=com_continued&view=frontmatter&ltemid=303&course=209 (last visited Aug. 22, 20
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