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The State of Indiana, through its Attorney General, Curtis T. Hill, Jr., brings this suit
against opioid distributors Cardinal Health, Inc., McKesson Corporation, and
AmerisourceBergen Drug Corporation for violations of the Indiana Deceptive Consumer Sales
Act, negligence, creating a public nuisance, and unjust enrichment, and seeks civil penalties,
injunctive relief, disgorgement, fees and costs, and other appropriate relief. In support of its
Complaint, the State asserts:

PRELIMINARY STATEMENT

1. Few contest that prescription opioids have caused a public health epidemic across
the State of Indiana and the nation, but many people are not aware of the key players who had a
critical role in creating and sustaining this devastating crisis. This Complaint addresses three
companies whose distribution of opioids, and whose failure to monitor, detect, and report
diversion, allowed the epidemic to spread exponentially around the country and in Indiana.

2. While less visible to the general public than pharmacies or drug manufacturers,
pharmaceutical distributors play a key role in preventing drug abuse and diversion. A distributor
acts as a “middle man” between a drug manufacturer and the ultimate dispenser of the drug,
which may be a hospital, pharmacy, or other healthcare facility. Distributors purchase
prescription drugs and other medical products directly from the manufacturers, stores them in
warehouses and distribution centers across the country, and processes and delivers orders placed
by drug dispensers.

3. Because of the risks inherent in the distribution of prescription opioids, each of
the participants in this supply chain has important legal responsibilities intended to protect

against misuse and diversion of these dangerous drugs.



4. The “Big Three” distributors—Cardinal Health (“Cardinal”), McKesson
Corporation (“McKesson”), and AmerisourceBergen Drug Corporation (AmerisourceBergen™)
(collectively “Defendants’)—corner the pharmaceutical distribution market. These three
distributors are among the top Fortune 500 companies, earning hundreds of billions of dollars in
annual revenue. The Big Three also have a commanding share of the Indiana opioids market:
together they were responsible for about.% of the prescription opioid market in the State
between 2008 and 2014.

5. These three companies played an integral role in the explosion of the opioid crisis
and profited from that role. The State brings this lawsuit against these distributors for failing to
fulfill their most fundamental legal duties, in violation of Indiana statutory and common law.

6. Just the presence of prescription opioids in the State represents a risk that must be
managed. Prescription opioids—including fentanyl, oxycodone, hydrocodone, and combination
drugs—are controlled substances. They have a high potential for abuse and misuse; can cause
serious injury, including severe psychological or physical dependence; and, therefore, are highly
regulated. Equally significant, prescription opioids are subject to diversion away from legitimate
medical, research, and scientific channels to unauthorized use and illegal sales. An inflated
volume of opioids invariably leads to increased diversion and abuse. Indeed, there is a “parallel
relationship between the availability of prescription opioid analgesics through legitimate
pharmacy channels and the diversion and abuse of these drugs and associated adverse
outcomes.” Prescription opioids are diverted away from legitimate medical channels in a variety
of ways, but the vast majority of people who misuse prescription opioids obtain their drugs (1)
from friends or family members, or (2) through their own prescriptions. This means that, for

most people who misuse opioids, the source of their drugs can typically be found in the excess



supply of prescription drugs in the community, beyond what is needed for legitimate medical
purposes.

7. By law, distributors—who are the gatekeepers in the prescription opioid supply
chain—have strict obligations to monitor and control the sales of prescription opioids to prevent
diversion. The federal Drug Enforcement Administration (“DEA”) recognized: “[D]istributors
handle such large volumes of controlled substances, and are the first major line of defense in
the movement of legal pharmaceutical controlled substances ... from legitimate channels into the
illicit market ....” Therefore, “it is incumbent on distributors to maintain effective controls to
prevent diversion of controlled substances.” Consequently, both federal and Indiana state law
impose important requirements on distributors to ensure they fulfill this critically-important role
in the prescription opioid supply chain.

8. Indiana’s common law imposes a general duty to exercise the degree of care that a
reasonably prudent person / business would exercise under similar circumstances. That duty is
informed by the statutory and regulatory requirements that Indiana law imposes on distributors.
These include, but are not limited to, the requirements to:

o provide and maintain effective controls and procedures to guard against theft and

diversion of controlled substances, 856 Ind. Admin. Code § 2-3-30(a);

o implement appropriate inventory management and control systems to prevent and

allow detection and documentation of diversion, Ind. Code § 25-26-14-17(9);

o employ persons with appropriate education or experience to assume responsibility

for positions related to compliance with licensing requirements, Ind. Code § 25-

26-14-20; and



o comply with all applicable federal laws and regulations, Ind. Code § 25-26-14-
17(6).

9. Defendants violated their duties under Indiana law to prevent diversion by selling
ever-increasing quantities of prescription opioids in Indiana and ignoring the mounting evidence
that opioid sales—nationally, and within the State—were far out-pacing legitimate need. Indeed,
through their willingness to supply whatever quantities of opioids pharmacies ordered, the
Defendants normalized overprescribing and caused widespread proliferation and availability of
these dangerous drugs throughout Indiana communities. This over-supply of opioids flowed into
Indiana through two primary channels. First, prescription opioids flowed unchecked into the
State from Defendants’ excessive sales to Indiana pharmacies—far beyond what was needed for
legitimate medical needs. Second, over-supply came to Indiana through illegal channels from
other states, including those where “pill mills” stocked with opioids supplied by Defendants
poured millions of prescription opioids into illicit channels. Indiana, as the crossroads of
America, rests within regions where opioid distribution and abuse far outpaced the national
trends.

10.  Ultimately, Defendants’ inadequate systems to monitor, detect, and prevent
diversion enabled the excessive sales of opioids to Indiana pharmacies. Defendants not only
designed flawed systems; they failed to adhere to even their own minimal and deficient
standards. And these flawed systems fell short of the distributors’ statutory and regulatory
obligations and common law duty under Indiana law in a variety of different ways, as set forth in
detail in this Complaint.

11.  Defendants relied on sales-volume-based “thresholds” to detect suspicious orders

(i.e., orders of unusual size, deviating substantially from a normal pattern, or of unusual



frequency). These thresholds were caps set for each pharmacy’s aggregate monthly opioid orders
based on certain factors. If a pharmacy’s order exceeded its threshold, that was an indication of
potential diversion, and Defendants were supposed to flag, stop, and investigate the order. These
thresholds should have served as an important tool in detecting and preventing illegal orders.
However, the thresholds were flawed in their design and implementation: not only did they fail
to detect all suspicious orders, but they were also set at improperly high levels and were
inadequately enforced.

12. Specifically, Defendants set their baseline thresholds far too high—permitting
pharmacies to order truly excessive amounts of opioids with little or no functional safety check
to catch suspicious orders. And Defendants routinely increased the thresholds or found other
ways to ship orders without conducting an appropriate investigation, canceling the order, or
reporting the pharmacy to the DEA and the State, as required by law.

13.  Additionally, Defendants designed and implemented anti-diversion systems that
were wholly inadequate and failed to satisfy their core legal duties as distributors of controlled
substances under Indiana law. Defendants not only understaffed their anti-diversion compliance
programs, but they provided inadequate training to those they employed. Moreover,
AmerisourceBergen, Cardinal, and McKesson inappropriately relied on front-line sales personnel
to implement and enforce their anti-diversion programs. These sales personnel had a conflict of
interest, because their compensation structure rewarded increased sales. There was no
compliance incentive for sales personnel to report their own pharmacy customers for placing
excessive orders of opioids.

14. As a result of their flawed systems, Defendants systematically failed to notify

regulators about the increasing indications of widespread diversion that should have been



apparent from their own distribution and sales data, as well as additional data they acquired from
third-party databanks. Rather than utilizing the wealth of data they possessed to prevent and
curtail the diversion of opioids, Defendants used the data to target potential customers and
strategize ways to increase their market share, allowing them to profit from the rising tide of
opioid misuse and abuse.

15.  Defendants’ systematic failures to report suspicious volumes and patterns of
prescription opioid sales—as they were required to do under Indiana and federal law—allowed
the opioid epidemic to grow, unchecked, for years.

16. Compounding Defendants’ failures to identify and prevent diversion, all three
companies actively engaged in marketing designed to increase the sale of opioids. Defendants
promoted opioids to pharmacies and, in some instances, even to prescribers and consumers—
working alongside opioid manufacturers to affirmatively drive the demand for prescription
opioids.

17. Defendants’ promotion and marketing of prescription opioids—particularly when
viewed in the context of their obligations (and failures) to prevent and control diversion—
constituted deceptive, unfair, and/or abusive acts or practices in the context of consumer
transactions, in violation of Indiana’s Deceptive Consumer Sales Act (“DCSA”). Through these
marketing activities, Defendants echoed and reinforced the deceptive, unfair, and/or abusive
prescription opioid marketing that the drug manufacturers were disseminating through many
different channels nationwide, and in Indiana. Further, some of Defendants’ marketing materials
misrepresented the benefits of opioids or omitted the serious risks posed by opioid use. These
marketing activities, together with the overwhelmingly deceptive branded and unbranded

marketing that drug manufacturers disseminated through other channels, encouraged and



normalized over-prescribing of prescription opioids and effectively shifted the medical
consensus regarding opioid prescribing and dispensing, nationally and in Indiana, in ways that
will take years to undo.

18.  Defendants also promoted prescription savings clubs and programs to increase
opioid sales by eliminating cost barriers otherwise associated with the initiation of brand-name
opioid therapy—an unfair and abusive practice under the DCSA. These discount programs
subsidized or eliminated the out-of-pocket cost of these drugs, making them more accessible to
Indiana consumers and effectively providing free or inexpensive samples of highly addictive
substances. These programs also encouraged long-term use of prescription opioids—indeed,
many of the savings cards had no limit on the number of times they could be used by the same
patient—despite the fact that no good evidence existed to support long-term use of opioids.

19.  Defendants actively concealed their misconduct by failing to identify and prevent
diversion and in promoting and marketing opioids. In sworn testimony, on their own websites,
and in other public statements, Defendants told the public that their anti-diversion programs were
thorough, effective, and vigorously enforced. And Defendants vowed that they had no role in
influencing the prescribing or dispensing of prescription opioids and did not promote and market
any opioids. These were all false statements. The State has learned from its investigation, after
reviewing documents only recently made available, that Defendants’ systems to identify and
report suspicious orders were seriously inadequate; that Defendants continue to misrepresent the
quality, purpose, and key components of their programs; and that Defendants engaged in
deceptive, unfair, and/or abusive marketing of prescription opioids.

20. Defendants have continuously and routinely violated Indiana law, taking

advantage of the dramatic rise in opioid prescribing and profiting heavily from the sale of



prescription opioids that they knew, or should have known, were being diverted from legitimate
and necessary use. The consequences for Indiana and its citizens have been devastating.

21. The effects of the opioid epidemic in Indiana have been profound: increased
health care costs, premature death and disability, lost productivity during prime work years,
increases in drug-related crime and incarceration, and the consequential devastation of
households and extended families. These predictable outcomes have created a full-blown public
health crisis.

22. The State now asks the Court to hold Defendants accountable for their conduct for
the damage they have caused, the costs they have imposed on the State, and the burdens they
have placed on Indiana’s citizens.

PARTIES

23. The Attorney General of Indiana is charged with the responsibility for enforcing
the State laws at issue, including the Deceptive Consumer Sales Act. The Attorney General also
has standing on behalf of the State as parens patriae to protect the health and well-being, both
physical and economic, of its residents and its municipalities. Opioid use and abuse have
substantially affected a significant segment of the population of Indiana.

24. Defendant Cardinal Health, Inc. is an Ohio corporation with its principal place of
business in Dublin, Ohio.

25. Cardinal, including its subsidiaries and affiliated entities, is a wholesaler of
pharmaceutical drugs that distributes pharmaceuticals, including prescription opioids, throughout
the country and in Indiana. Cardinal operates 22 distribution centers that are currently licensed to
ship controlled substances into and within Indiana. Cardinal distributed opioids to Indiana

pharmacies that were, in turn, purchased by Indiana consumers and governmental agencies. In



addition to distributing opioids, Cardinal marketed and promoted opioids nationally and in
Indiana.

26.  Defendant McKesson Corporation is a Delaware corporation with its principal
place of business in Irvine, Texas.

217. McKesson, including its subsidiaries and affiliated entities, is a wholesaler of
pharmaceutical drugs that distributes pharmaceuticals, including prescription opioids, throughout
the country and in Indiana. McKesson operates 16 distribution centers that are currently licensed
to ship controlled substances into and within Indiana. McKesson distributed opioids to Indiana
pharmacies that were, in turn, purchased by Indiana consumers and governmental agencies. In
addition to distributing opioids, McKesson marketed and promoted opioids nationally and in
Indiana.

28.  Defendant AmerisourceBergen Drug Corporation is a Delaware corporation with
its principal place of business in Chesterbrook, Pennsylvania.

29. AmerisourceBergen, including its subsidiaries and affiliated entities, is a
wholesaler of pharmaceutical drugs that distributes pharmaceuticals, including prescription
opioids, throughout the country and in Indiana. AmerisourceBergen operates 11 distribution
centers that are currently licensed to ship controlled substances into and within Indiana,
including a drug distribution center located in Whitestown, Indiana. AmerisourceBergen
distributed opioids to Indiana pharmacies that were, in turn, purchased by Indiana consumers and
governmental agencies. In addition to distributing opioids, AmerisourceBergen marketed and

promoted opioids nationally and in Indiana.



JURISDICTION AND VENUE

30. The State brings this action exclusively under Indiana law. The State does not
assert any claims arising under federal law.

31. The Court has personal jurisdiction over Cardinal, McKesson, and
AmerisourceBergen because they regularly transacted business in Indiana, including by
distributing opioids to pharmacies throughout the State; purposely directed business activities,
including marketing activities, into Indiana; had employees who operated in Indiana; and
engaged in unlawful practices in Indiana.

32. Several Cardinal affiliates and/or subsidiaries also are registered to do business in
Indiana, with CT Corporation System, located at 150 West Market Street, Suite 800,
Indianapolis, IN 46204, as their registered agent.

33.  McKesson is registered to do business in Indiana, with Corporation Service
Company as its registered agent, located at 135 North Pennsylvania Street, Suite 1610,
Indianapolis, IN 46204.

34, AmerisourceBergen is registered to do business in Indiana, with CT Corporation
System, located at 150 West Market Street, Suite 800, Indianapolis, IN 46204, as its registered
agent.

35. Venue is proper in this Court, pursuant to Indiana Trial Rule 75(A)(10), because
Plaintiff’s claims arose, in part, in Marion County, and Defendants do business there, including
distributing opioids within the county. In addition, this case is brought by the State of Indiana, a

governmental entity whose principal offices are located in Marion County, Indiana.
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FACTUAL ALLEGATIONS

L. Indiana Law Imposes on Defendants a Duty to Prevent the Misuse, Abuse, and
Diversion of Controlled Substances.

36. Cardinal, McKesson, and AmerisourceBergen are licensed to distribute
prescription drugs in Indiana, including prescription opioids, which are designated as controlled
substances due to their high potential for abuse. A license to distribute controlled substances is
valuable—it allows Defendants to participate in a tightly controlled, national market valued at
more than $7 billion per year.

37.  Distribution of controlled substances comes with substantial duties. Distributors
are obligated to take steps to provide effective controls and procedures to guard against theft and
diversion of controlled substances, as a critical part of a regulatory system designed to combat
drug abuse. These obligations are a crucial component of the State’s efforts to protect the public
health, welfare, and safety by regulating access to potentially dangerous controlled substances.

38.  Indiana’s common law imposes a general duty to exercise the degree of care that a
reasonably prudent person / entity would exercise under similar circumstances. The scope of this
duty of care is determined by the foreseeability of the consequences of the acts or omissions. It is
foreseeable that distributing vast amounts of highly addictive prescription opioids into the State,
while simultaneously promoting higher sales of these drugs and failing to take reasonable steps
to minimize their illegitimate use, could result in widespread misuse, abuse, diversion, and
serious injury.

39. Defendants acknowledge that their status as wholesale distributors of controlled
substances subjects them to common law duties of care. For example, Defendants’ professional
lobbying association, the Healthcare Distribution Alliance (“HDA”), has acknowledged that

distributors’ responsibilities to detect and prevent diversion of controlled substances arise from
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statutory and regulatory responsibilities as well as from the obligations that attach to
“responsible members of society.”

40. The duty of care imposed under Indiana common law is reasonably informed by
Indiana’s statutes and regulations, which impose a variety of legal obligations on wholesale
distributors.

41.  Indiana law requires wholesale distributors to be licensed by the Indiana Board of
Pharmacy (the “Board”).! Indiana’s wholesale drug distributor statute and the Board’s
administrative rules impose a host of duties on wholesale distributors that are designed to protect
public health and safety.? To receive a license, a distributor must attest to the Board that it has
implemented and will maintain a range of requirements.> In particular, licensed wholesale
distributors in Indiana must:

e employ personnel with “appropriate education or experience to assume responsibility

for positions related to compliance with [wholesale distribution] licensing
requirements,” Ind. Code § 25-26-14-20;

e implement appropriate inventory management and control systems to prevent and
allow detection and documentation of diversion, Ind. Code § 25-26-14-17(9); and

e adopt, maintain, and adhere to written security policies, Ind. Code § 25-26-14-17(4).

42. Indiana law also imposes duties of care on controlled substance distributors that
parallel the federal Controlled Substances Act (“CSA™), 21 U.S.C. § 801 et seq., and its
implementing regulations. Indiana law subjects registrants to the same record-keeping

requirements imposed by federal law.* Registrants must also “provide and maintain effective

"Ind. Code § 25-26-14-14(a)(2); 856 Ind. Admin. Code § 2-3-2.
2 Ind. Code § 25-26-14; 856 Ind. Admin. Code, art. 3.

3 Ind. Code § 25-26-14-17.

41Ind. Code § 35-48-3-7.
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controls and procedures to guard against theft and diversion of controlled substances.”” To meet
this requirement, registrants must comply with sections 2-3-30 through -35 of Title 856 of the
Indiana Administrative Code, which include the requirement that registrants “design and operate
a system to disclose to the registrant suspicious orders of controlled substances” and report those
suspicious orders to the Board.®

43.  Indiana law also imposes duties of care on controlled substance distributors that
are co-extensive with those imposed under the federal CSA and its implementing regulations, but
that are independently enforceable under state law. Indiana law requires: (1) that distributors
maintain operations “in compliance with all federal legal requirements applicable to wholesale
drug distribution;” Ind. Code § 25-26-14-17(6); and (2) that distributors dealing in controlled
substances register with the DEA and “comply with all laws related to the storage, handling,
transport, shipment, and distribution of controlled substances,” Ind. Code § 25-26-14-17(10).

44. Congress designed the CSA “to deal in a comprehensive fashion with the growing
menace of drug abuse in the United States.” The CSA carries out this goal by creating a “closed
system” of distribution in which every entity that handles controlled substances—including
manufacturers, distributors, and dispensers—does so pursuant to a registration with the DEA.”

45. The distributors’ role is central to the efficacy of the CSA’s regulatory system. As
the DEA has explained, “it is incumbent on distributors to maintain effective controls to prevent
diversion of controlled substances. Should a distributor deviate from these checks and balances,

the closed system created by the CSA collapses.”

5856 Ind. Admin. Code § 2-3-30(a).
6856 Ind. Admin. Code § 2-3-33.
721 U.S.C. §§ 821-823.
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46.  Under the CSA, a registered distributor must “provide effective controls and
procedures to guard against theft and diversion of controlled substances.”® Diversion occurs
when controlled substances move out of legitimate medical, scientific, and industrial channels.’
In Indiana, “legitimate medical channel” is narrowly defined as the possession and use by a
patient of a narcotic (opioid) prescription drug with a valid prescription for that drug, written by
a practitioner acting in the course of the practitioner’s professional practice for a “legitimate
medical purpose.” Any other type of delivery, possession, or use is prohibited by Indiana law
and thus outside a legitimate medical channel.

47. In particular, distributors must “design and operate a system to disclose to the
registrant suspicious orders of controlled substances,” and must report to the DEA the discovery
of any suspicious orders.!® The duty to monitor, identify, and report suspicious orders is referred
to as the “Reporting Requirement.”

48. “Suspicious orders include orders of unusual size, orders deviating substantially
from a normal pattern, and orders of unusual frequency.”!! This list is not exhaustive,'? and the
DEA has provided extensive guidance on the identification and reporting of suspicious orders.

49. The DEA has advised distributors that:

e they “should consider the totality of the circumstances when evaluating an order for
controlled substances”;

e monitoring only the volume of controlled substance orders is insufficient to guard
against diversion because if an order “deviates substantially from a normal pattern,
the size of the order does not matter and the order should be reported as suspicious”;
and

821 C.F.R. § 1301.71 (a).
921 U.S.C. § 823(b), (c).
1021 C.F.R. § 1301.74(b).
1121 CER. § 1301.74(b).
12 Masters Pharm., Inc. v. Drug Enf’t Admin., 861 F.3d 206, 221 (D.C. Cir. 2017).
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e signs of potential diversion include “[o]rdering excessive quantities of a limited
variety of controlled substances ... while ordering few, if any, other drugs,” and
ordering controlled drugs “in quantities disproportionate to the quantity of non-
controlled medications ordered.”

50.  Defendants were aware of DEA’s guidance.

51.  In addition to requiring a distributor to monitor, identify, and report suspicious
orders, Indiana and federal law also require a distributor to prevent the shipment of suspicious
orders to customer pharmacies, a duty referred to as the “Shipping Requirement.”!?

52. The DEA has explained the scope of the Shipping Requirement to distributors on
multiple occasions. Before shipping an order that has raised a suspicion, a distributor must
“conduct an independent analysis ... to determine whether the controlled substances are likely to
be diverted from legitimate channels.” That independent analysis must be thorough and must
include certain steps, including: (1) requesting information from the pharmacy that placed the
order; (2) documenting the pharmacy’s explanation for the order; and (3) engaging in any
additional follow-up necessary to determine the legitimacy of the order.'* The independent
investigation must be sufficient to dispel all of the red flags that gave rise to the suspicion. '

53.  Even the HDA, Defendants’ lobbying organization, expressly acknowledged the

Shipping Requirement in 2008, when it advised distributors that they “should not ship to the

customer ... any units” of a potentially suspicious order without conducting a “fully

documented” investigation to determine whether the order is legitimate.

13 Masters, 861 F.3d at 221.
4 Id. at 212-13.
5 1d.
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II. Defendants Violated Their Duties to Prevent the Misuse, Abuse, and Diversion of
Prescription Opioids.

54. Despite their duty to prevent the diversion of opioid drugs, Defendants did not
attempt to create formal anti-diversion programs to fulfill their duty until 2007. And even then,
the programs they designed failed to meet their legal obligations to detect, prevent, and report
diversion. Defendants also failed to effectively implement their anti-diversion programs,
rendering them both deficient on their face and unenforced in practice.

55.  Defendants each designed anti-diversion programs that allowed them to continue
shipping ever-increasing and excessive quantities of opioids into Indiana without conducting the
required due diligence into their pharmacy customers or notifying law enforcement of ordering
volumes and patterns that were indicative of diversion.

56.  All three Defendants’ anti-diversion programs relied on aggregate monthly,
volume-based order “thresholds” for each pharmacy customer as the purported trigger for
identifying potentially suspicious orders. Their systems failed to identify all orders of unusual
size, frequency, and pattern, in violation of Defendants’ duties to identify, report, and prevent
shipment of all suspicious orders.

57.  Defendants each designed and implemented their anti-diversion programs in a
way that manipulated and reduced the likelihood of “threshold events,” which in turn allowed
them to avoid conducting appropriate investigations of their pharmacy customers. Defendants
were motivated to minimize threshold events because they wanted to avoid losing customers.

58.  Defendants sent unwarranted volumes of prescription opioids into Indiana,
disregarding the obvious signs that diversion was occurring and that a serious health crisis was
developing. Based on information currently available to the State, during the time period 2008

through 2014:
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o Cardinal shipped_ dosage units of opioids into Indiana, equivalent to
more than . prescription opioid pills for every man, woman, and child in the
State.

o McKesson shipped_ dosage units of opioids into Indiana, equivalent
to more than . prescription opioid pills for every man, woman, and child in the
State.

o AmerisourceBergen shipped_ dosage units of opioids into Indiana,
equivalent to more than. prescription opioid pills for every man, woman and
child in the State.

59. Defendants’ failure to create and implement effective anti-diversion programs, in
violation of their duty under Indiana law, resulted in the distribution of excessive quantities of
dangerous and addictive prescription opioids into Indiana, facilitating an epidemic of opioid
abuse, misuse, and diversion that was both foreseeable and inevitable.

e o o CARDINAL o o o

A. Cardinal designed a monitoring system that failed to monitor, identify,
report, and prevent the fulfillment of suspicious orders.

60.  Following a series of investigations in 2006 and 2007 by state and federal law
enforcement into Cardinal’s anti-diversion monitoring practices, see infra at Part V.A, Cardinal
created an anti-diversion program that purported to monitor, identify, report, and prevent the
shipment of suspicious controlled substance orders. Cardinal’s written anti-diversion policies are
contained in standard operating procedures, many of which were first implemented in -

-The main components of Cardinal’s program purported to include:
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6l o actualty, Cardimal™s four-prosged svatem was destgned 10 euere that iy

phacmscy customers would recetve a steady saream of opeoids aad that anti-diversion dutses
wordd never sterfere with Cardasal™s botmoes bne

62 [he anti-diverssom system that these policies created bad several sagmaficant
desagn defects that rendered ot effective, as set forth m sections 1-6. Moseoves, Cardinal’s
vanous anti-diversion policios were not coordimated within the context of a consistent, wmbHied
policy 1o prevest the divernion of controllod subatamces As & result, caployees with one set of
responsabalitees in Casdinal’s sst-divervion programn were unaware of the requurements of other
paets of the program, cven when such understanding xad cocedmaton was requered 10 eflectrvely
unplement those polcies

1 Dwe diligence policies for eaboarding new pharmacy customers were
facially inadequate.

63 Cardinal™s anti-diversion polacy requured review of potentzal new phansuacy
customoers before onboardmg them 10 ensure that costomers parchasmg opeceds from Cardinal
were not engaged m drverssom. However, Cardumal’s customer onboardag policies were
madequate because they did not allow Casdinal %0 independently assess a pharmacy s nsk of
diversion—sather, they pressgpposed that the phanmnacios were operating peoperly and in pood
Euth  These polacies fell short of satmdying Carcimal s Jogal dhataes

64 From spgeoxsmately December 2007 throagh 2012, Cardeal s process for

spprovang noew phasinacy customens seeking %0 ceder oguonds was hunied 10 (1) recering »
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customner sarvey with basic safommation about the pharmacy s business; (2) receiving an
mprecinent ssgnad by the pharmuacy pledging complance with DEA regulatsons. and (3)
confirmung that the pharmacy and its esoplovees were regustered wath the DEA and relevant state
regulatory enbitiey

65 As winitien, Casdinal™s policaes were msuthcient 1o determmmne whether ney
pharmacy customers were mnvalved m diversion. Those policies provaded Casdinal 's sades
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fon the costomer. Cardinal did not requure an independent inguary uto whether other distritmtiors

were pronading controlled subatances 10 e pharmacy, nor ded of reguare the pharmecy 10 provade

preventing Casdinal h-.cu-

Cardasal oo dad not requure a site

visit before beguung 10 shup opeceds 10 a new phanuacy customser, hurthes evadence of
Cordinal's faadawe 80 fulfill its broader duty to guaed agamst diversion

66 [0 this day. Cardimal’s new costomner approval reveew polcy rehie x-

Cardanal sl does m-l-

67 Cardmal s cobosrding policses also allowed employees 10 approve mew phasmacy

cmdommers with no mechanman 10 eotre review and agpeoval by 2 supervisoe
3 !
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68. These inadequacies in the onboarding process have prevented Cardinal from
ensuring the legitimacy of controlled substance purchases by new pharmacy customers.

2. By exclusively relying on unreasonably high thresholds, Cardinal
failed to identify and report suspicious orders.

69. Cardinal’s suspicious order monitoring system relied on thresholds—monthly
ordering limits—to identify opioid orders that required review. But Cardinal set its thresholds at
unreasonably high levels, which minimized the number of flagged orders and allowed Cardinal
to avoid investigating or reporting its pharmacy customers when they placed ever-increasing or
otherwise suspicious orders for opioids.

70. Cardinal (1) used unreasonably high sales figures to set thresholds, (2) allowed
chain pharmacies with their own anti-diversion programs to have even higher thresholds; and (3)
set thresholds without accounting for critical factors that the DEA had explained it was required
to consider and that would have allowed Cardinal to detect diversion.

71.  Fearing that any _ Cardinal
set its thresholds at unreasonably high levels from approximately December 2007 through 2012.

72. Cardinal categorized pharmacy customers based on order volume (small, medium,

and large) and business class (e.g., retail pharmacies, hospitals, and long-term care facilities).
Cardinal then averaged the monthly quantity of each opioid drug family_

_ for a given pharmacy size and type, and then tripled the monthly

average to create the threshold amount. Cardinal’s thresholds thus allowed its pharmacy
customers to order three times the average volume of opioid drugs ordered by pharmacies of
similar size and type before triggering any suspicious order review.

73. Moreover, the averages on which Cardinal relied were inflated even before

Cardinal tripled them to set the final thresholds. As the baseline for its thresholds, _
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the hospitals or other institutions they serve _

Yet Cardinal acknowledged

o

These inflated thresholds ensured that

Indiana pharmacies would not trigger a threshold event, even if they ordered significantly
greater-than-usual volumes of opioids.

76. Only when confronted with enforcement actions by the DEA and DOJ in 2012,

see it part V.. |

making clear just how inflated Cardinal’s threshold formulas had been

previousty. For cxamplc, I
Mishavaka, Indicns

77. Additionally, Cardinal’s threshold calculations failed to incorporate critical
factors necessary to make the thresholds a meaningful tool for monitoring suspicious orders.
Despite the DEA’s guidance that a suspicious order monitoring system should account for

factors including the geographic location of its pharmacy customers, Cardinal’s thresholds have
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_ for the size or demographics of the population served by a pharmacy, nor the
total number of pharmacies within the same service area.

78.  From approximately December 2007 through 2012, Cardinal’s thresholds did not
account for the possibility that pharmacies were receiving opioids from multiple distributors.
Cardinal also sometimes set its thresholds without considering pharmacies’ actual prescription
volumes. If a retail independent pharmacy did not provide Cardinal with its dispensing data,

Cardinal automatically provided the pharmacy with generic “mid-level” threshold limits rather

than demand the information or conduct an investigation. Cardinal did this to _

79. Cardinal’s thresholds for chain pharmacies—retail pharmacies owned by a
common parent company and operating under the same name with multiple locations—were
based on a standard threshold for the entire chain. Thus, a pharmacy serving a small community
in Indiana, or that had a minimal opioid portfolio, would nevertheless be permitted to order

unnecessarily large quantities of opioids merely because that pharmacy was part of a retail

pharmacy chain. I one exaryc.
T Ty

80. Throughout the entire period from approximately December 2007 to -,
Cardinal’s thresholds have failed to account for the quantity of opioids distributed and dispensed
in a given geographic region. Despite easily accessible state and regional (1) distribution data,

(2) prescribing data, (3) market share data, and (4) population data, some of which is also

available at the county- and census tract-level, and all of which_

23



see nfra Section IV B, Cardmal's theesholds did not account for opeced dusanbution

optosd prescnbang, s own market share, of the population of 2 gives geograptuc area. Cardesal

sl Becanse of these fundamensal desazn flaws and Cardinad's exclusive rebance on
volume-based, agsrceate saoathly theesholds 10 tngper srvestigatsos of ceders, Candinal's
threshold-based system has been wmeffective ot identafying smsgecious orders. From
sppeoxunately December 2007 I-=- Cardagal’s system has rebsed exclusively on these
theesholds 10 tngger mvestigateon of pharmsacy orders. Cardunl s monstonug sysiemn was
ongually “peimandy focused on vohune,” and even after Cardesal begas comsadenag addmoml
Bactons s 201 1 —plusmacy codening patterns and frequency—Cardinal cady reviewed those
Dacoors when an wvestiganion of an ceder was “mgeered” by excecdance of the aggregate
monthly threshold. By design, thas systens was 100 sunplistc. As o result, Casdinad faaled 10
review individual ceders of unuseal sire that dd not exceed the ageregate thresholds. and o
Farther Baled 10 sdennfy coders that were potentially ssspecions for other peasons, vach as

unnveal frogeency or paticrm

32 Cardiamal has knows of thas Dansdassentad law 1 185 sy siemn since :uju-



83 Because of the Baws m Cardinal s design of - amd exclusive rehance on-— these
unproperly bagh volume-based Seedolds, Cardioal’s uopicions ceder onstonag syslemn wan
s o meaadlneicnt 00 sdentily, review, and repott sugacious orders, 1 violation of Casdinad's
duties snndey Eondaans bow

3 Cardinal helped pharmacies avold threshedd events

Frow appeoxumately

Decetnber 2007 theough 2012, Cardmal’s officzal pohicy proluated disclonsse of specalic
threshold levels 10 pharsaacses 10 prevent phanmnacies frous aticaping 10 evade review. [n the

words of Cardmal’s Divector of Investigahons

ss

However, Casdinal also wasted 10 prevent theeshold evests froan occurnmg. Thes

[ N

withowt disclosing a specific theeshold 10 a pharmacy, Casdinal would: (1) alert phasmacics when

they were approacinng thewr thaesholds. thereby allowing the pharmacres i request a peeeiplive



threshold increase; (2) coach pharmacies oo bow to avoed mggenng review of thew ooders; and

(3) mse thaeshodds without condnctang sy mvestiganos mto the phanuacy s operations

36 Durnmng the eatlrest stapes of

10 meet this need, from appeoximasely December 2008

throwgh 2012, Cardisal trached pharmsacses” proxiouty 10 thes thresholds —shewr “threshold
sccrual” and used an “early disdogue™ process, i whech sales repuesentatives were required 10

a pharmacy when the phanmacy s controlled substance orders reached o

certan pescentage of its theeshold

ko peocess daectly subverted the very purpose of the Becalobds

slerting Carchinal 1o potestally stspecacan coders. Instead, Cardinal warned phasmacies when
they were appeoaciung a potental threshold event so that the pharmacy could rogeest - and

»

Coardinal could gramt - a precmptive merease. Candinal was extremely successful in sloebdag

iself and s phanmacy customers from Shreshold events: from 2010 %0 20| _

'.!‘ft'\}' ':'!

events di |1p,'u| by 379,

-

3 ARer 2012, Cardinal Becamne even more aggressive sboat helpang phanuacices 0

M



I -

representatives had multiple tools available to review a pharmacy customer’s thresholds and

sccruats,

88. Further undermining the threshold system, Cardinal’s _



90.  Even after Cardinal finally did implement_, it
continuec to
I o <, Carcinas potic [
I s potcy aiso stows

4. Cardinal’s system was designed to avoid adequately investigating,
blocking, and reporting orders triggered by threshold events.

91. Cardinal designed its suspicious order monitoring system so that when a
pharmacy did place an order exceeding a threshold—indicating that the order was potentially

suspicious and required further review—Cardinal could resume normal shipments to that
pharmacy as quickly as possible. To that end, Cardinal (1) gave pharmacies _

- (2) required minimal due diligence before fulfilling held orders; (3) allowed

pharmacies that exceeded a threshold for one opioid drug family'® to continue ordering opioids

from other drug families; and (4) used a monthly accrual period, _

16 A “drug family” is a group of opioids that share the same narcotic ingredient. For example, OxyContin and
Percocet are in the same drug family with generic oxycodone, while opioids containing hydrocodone are in a
different drug family.
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Finally, even when Cardinal determined that an order was “unreasonable” and
should not be shipped, Cardinal (5) failed to report all such orders to the DEA, as required by

law.

92. From approximately 2013 to the present, _

93. Cardinal knew this practice was in violation of its duty to prevent diversion and

intentionally hid it from the DEA.

94, When Cardinal did hold a pharmacy’s order pending review, Cardinal failed to
conduct adequate due diligence to determine whether to cancel the order and report it as
suspicious or to release and ship the order. From approximately December 2007 through 2012,

Cardinal’s policy limited its due diligence review to an online survey completed by the pharmacy



responsible for the potentially suspicious order; a “customer profile” that included only basic
information about the pharmacy and its opioid drug purchases; and the held order itself. Cardinal

did not require a site investigation before releasing an order that exceeded a threshold, -

95.  From approximately 2013 to the present, _

96. Cardinal’s suspicious order monitoring system also failed to ensure adequate
investigation of orders flagged as potentially suspicious by Cardinal’s distribution center
employees. Cardinal labeled these potentially suspicious orders as “orders of interest.” From
approximately December 2008 through 2012, Cardinal policy allowed distribution center
supervisors, “based upon [their] knowledge and experience,” to release these orders of interest
without any further review, oversight, or documentation. Only if the supervisor, in his or her sole
discretion, decided to hold the order would the order be subject to review by Cardinal’s anti-
diversion department.

97. Cardinal also designed its thresholds so that “threshold events”—and any
resulting hold and investigation of a pharmacy’s order—would have as little impact as possible
on the pharmacy’s ability to continue ordering other types of opioids. From approximately
December 2007 to -, Cardinal has set separate thresholds for each drug family,

meaning that once an order triggered a threshold for a particular drug family, subsequent orders
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of opioids in the same drug family also were supposed to be held pending review, interrupting
the pharmacy’s supply of all opioids in that drug family. However, under this policy, a threshold
event relating to one drug family would not impact or interrupt a shipment of opioids belonging
to another drug family. Thus, even when a pharmacy’s order exceeded a threshold for opioids in
one drug family, and was held for investigation, Cardinal could continue shipping opioids in
other drug families to that pharmacy, even though the “threshold event” indicated that the
pharmacy could be a source of opioid diversion.

98.  Additionally, from approximately December 2007 to -, Cardinal’s
monthly threshold levels reset with each new monthly accrual period—without accounting for

suspicious ordering activity that occurred in the preceding accrual period. This means that

pharmacics I

99, For cxample,on Apei 14, 201,

_ This practice appears to have been routine. In the State’s examination of

records relating to Cardinal’s opioid sales to just 28 of its more than 800 Indiana pharmacy

customers, it found that between December 2012 and August 2017, _



100.  From approximately December 2007 through 2012, Cardinal also failed to
appropriately report suspicious orders to the DEA. Under Cardinal’s policy, an employee
reviewing a threshold event had the authority to decide whether the excessive order was
“reasonable” or “unreasonable.” Cardinal’s policy gave little guidance as to what orders were
“reasonable,” specifying only that a reviewer should use “applied reasoning” and offering
several general factors for consideration, including “seasonal events, natural events, [and]
regional prescribing habits,” _ Even though an excessive and
unreasonable order would certainly meet the definition of “suspicious” under the controlling
regulations, Cardinal would still not report those orders to the DEA unless a Cardinal reviewer
also designated those orders as suspicious at the reviewer’s own discretion. By building this
discretionary process into its anti-diversion system, and allowing them to apply subjective rather
than objective standards, Cardinal allowed its personnel to limit the number of suspicious orders
they reported to the DEA, even when those orders were flagged by Cardinal’s system because
they bore all the hallmarks of a suspicious order.

5. Cardinal’s sales representatives conducted the majority of site visits,
and Cardinal’s investigators deferred to the pharmacies they were
investigating.

101. Cardinal’s process for investigating pharmacies was inadequate to detect
diversion of opioids. Many indicators of diversion, including those listed in Cardinal’s policies
governing on-site investigations of its pharmacy customers, cannot be identified through
electronic order monitoring alone. Thus, a critical component of Cardinal’s duty was to conduct

regular due diligence reviews of its pharmacy customers, including regular on-site visits, to
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monitor for and guard against diversion. This routine due diligence should have served a
complementary role to the electronic order monitoring, providing an independent check on
pharmacies. However, Cardinal relied on threshold events in its electronic order monitoring
system to trigger most site visits. This meant that if pharmacies avoided triggering threshold
events, they were unlikely to receive a site visit that might reveal other evidence of diversion.
Moreover, Cardinal (1) placed most of the responsibility for conducting site visits on its sales
force; and (2) required that its investigators defer to the pharmacies supposedly under
investigation.

102.  Cardinal’s anti-diversion program relies heavily on its sales force—rather than

compliance personnel—to investigate the sales employees’ own pharmacy customers. Cardinal

refered o s sales fore as the company's [

103.  During site visits, Cardinal’s sales employees look for the more extreme
indicators of diversion including long lines, minimal front-end merchandise, and out-of-state
license plates in the parking lot. But, from at least June 2009 to March 2013, sales employees
only were required to report pharmacy customers that exhibited “two or more” of these
indicators, thus allowing Cardinal to continue selling opioids to pharmacies that exhibited one

type of suspicious activity without further investigation.
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106.  When Cardinal did conduct full site visits using anti-diversion investigators, those

visits

6. Cardinal failed to take into account information about suspicious
prescribers.

107.  Cardinal failed to implement a system for storing and sharing information about

suspicious prescribers and—as a result—failed to use this information to inform its due diligence

of new and existing pharmacy customers. Cardinal _

yet nevertheless failed to implement policies and

procedures to collect and use that information to stop distributing opioids to pharmacies that
were filling prescriptions from “pill mills.”
108. In stark contrast to Cardinal’s representations that its anti-diversion program is

continually improving, Cardinal has actually reduced the amount of prescriber information it

colletsfrom pharmacis.Prior 0 201, |



109. Even when Cardinal collected prescriber information for a particular pharmacy,l

As a result, Cardinal routinely continued to supply pharmacies that filled prescriptions for
prescribers that had been flagged as likely sources of diversion.

110.
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with a total of 95 felony counts of dealing in controlled substances, in April 2013, they had
written more than 125,000 prescriptions and had been linked to the overdose deaths of more than
two dozen patients.
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112.

113.  Even after identifying pill mill prescribers _, Cardinal

failed to follow up and investigate the pharmacies that were filling these prescribers’

prescriptions.

Between

December 2015 and February 2018,

114.

Jay Joshi, of Munster, Indiana, a top-ten prescriber
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of controlled substances statewide who pleaded guilty to federal drug charges related to opioid-
prescribing; Dale Economan, of Marion County, who issued more controlled substance
prescriptions than any hospital group in Indiana, was linked to six overdose deaths between 2011
and 2015, and was charged with seven counts of dealing in narcotics; James Hanus, of South
Whitley, Indiana, who prescribed the third-greatest amount of controlled substances in Indiana
over a 20-month period in 2015 and 2016 and pleaded guilty to dealing in controlled substances;
Paul Madison, of Michigan City, Indiana, whose Illinois license was revoked for running a cash-
only pill mill; and James Ranochak, of Fort Wayne, Indiana, who was indicted on federal
charges for conspiracy to commit healthcare fraud and distributing a controlled substance.

B. Cardinal failed to adhere to the terms of its own anti-diversion program.

115. Not only did Cardinal design a seriously deficient anti-diversion program, it also
failed to adhere to it. The company consistently has understaffed its anti-diversion department,
raised pharmacy thresholds without enough scrutiny of factors relevant to potential diversion,
and failed to report or otherwise diligently investigate all orders that exceeded a threshold.
Cardinal also allowed large chain pharmacies to operate independently, under their own set of
rules—including by allowing chain pharmacies to carry out investigations of their own
suspicious orders with no oversight from Cardinal. In each of these ways, Cardinal undermined
its already-ineffective anti-diversion program, violating its legal duties and resulting in
increasing and undetected diversion of opioids.

1. Cardinal understaffed its anti-diversion department.

116. Wholesale distributors of controlled substances have a duty under Indiana
common law, statutes, and regulations to employ personnel with “appropriate education or

experience to assume responsibility for positions related to compliance with licensing
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requirements” for the distribution of pharmaceuticals. Ind. Code § 25-26-14-20. Cardinal

breached that duty by failing to staff enough well-trained individuals on its anti-diversion team.
117.  Despite having _ distinct pharmacy customers that order

controlled substances nationwide_ of which order opioid drugs—Cardinal

employed only two people devoted to anti-diversion prior to 2007. Following the DEA’s 2007
enforcement action against Cardinal, it increased the anti-diversion group, initially hiring 24
compliance officers. These compliance officers, however, were not responsible for analyzing
threshold events or investigating pharmacies, but instead were tasked with “various compliance

measures” that applied specifically to distribution centers, _

By 2014, there

were only around. employees responsible for Cardinal’s anti-diversion functions.
118.  Cardinal’s failure to staff a sufficient number of properly trained investigators

prevented it from conducting necessary investigations of its pharmacy customers. -

119.
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2. Cardinal raised thresholds, failed to report flagged orders, and
shipped orders, without conducting a diligent investigation.

123.  Cardinal has admitted that it did not report all suspicious orders of controlled
substances to the DEA. For example, from approximately December 2007 through 2012,
Cardinal only reported orders that were so egregious that they led Cardinal to terminate a
pharmacy’s ability to order controlled substances altogether. Under this system, Cardinal’s

Aurora, Illinois, and St. Louis, Missouri, distribution centers, which service Indiana, -

_In fiscal year 2011, Cardinal reported just 47 total suspicious orders to the

DEA from its 24 distribution centers nationwide. That same year, Indiana’s opioid-related
overdose death rate reached 5.6 deaths per 100,000 persons, eight times greater than it had been
in 2000; that rate has more than doubled since, rising to 12.6 deaths per 100,000 persons in 2016,
the most recent year for which data are available.

124.  On several occasions, Cardinal shipped suspicious opioid orders to Indiana
pharmacies without conducting any investigation to determine whether to report and cancel the

order, in direct violation of its duties under Indiana law. For example, _

I - o iy I
I L of

Cardinal’s duty, this notation provides no indication of whether Cardinal visited or otherwise

contacted the pharmacy to inquire about these orders; whether the pharmacy provided any

41



response that would justify the threshold eveats; or whether Casdinal engaged i sy Sorm of

mvestigation whatsoevers (o coore the Jegitomacy of these ceders

125 Sunlarky, over three davs = December 2012, Cardanl 's mosstonng sy -.t.n.

! P.l.“a.‘ Carson

notatons smmlarly provide no indication that Cardimal ever comducted sy form of sevestigation
10 detersmne the leginmacy of the conders, 5 required by Indiasa law

126 In some cases, Cardssal respomded 10 an order that exoeedod » threshold by

uproperly and

lﬁ



Washingion

For example

g .

»
.
-
:
-
-
-
-

These potahions provide a0 mdication

of whether Cardmal contacted the pharmacy, recenved a resposse, or cagaped 1 any other
tamner Of Iveshigahion 80 enste the legstunacy of the coder or the peed foe 3 theeshold mcrense

s violaton of Cardinad s duty wsder Induana law

)

28 In other instances, when a phacmacy placed an ondey that excoeded a threshold

129 For exunple



130. In some instances, Cardinal’s failure to report suspicious orders resulted from

131.  Even where Cardinal reported suspicious orders to the DEA, Cardinal failed to

report all such orders to the State, as required by law. Between July 2012 and September 2017,

AN
AN



1532, ool an mital review of data denved from Casdinal's susprcions oeder

.
montorme sy incheatex that

. Cardinal Nilled pharmacy erders for oplolds after i had already
identified related orders as suspicious

133 Cardaal also vaolatod sy ety under Indiana lvw by contimung 10 slup opeoeds o
phacmnacies, even when ot had previously sdentiBed sitspicoos orders froen those pluonsmcies
withowt fiest resolving those suspicsons theough mvestigaton

134, Cardmal sometames did thes by camcelhng (adso rederred 10 as “cuthng”™) an order
that exceeded a threshold and allowing the pharmacy to place a subsequent. ofien smaller ordes

for the same dirag Dasly (that would not tngger 2 Seeshold event)

-—
o
N



—
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Cardmal csgaged i this practece @ Induana For example
'

137, Sull worse, Casdiunal knew that ey pharmsacy was bkely a source of dnvenacn and

2

smesed destnbatieg opioids 10 1 aey'way

3 6



135, Om other occasions, Casdunal canceled and repotted to the DEA pharmacy ceders
that 2ot a threshold, bt severtheless mnmeditely resmned sheppang opiroids 10 the pharmacy

whose order or ceders Cardinal had yust reposted as ssspecious. For example, one Conmersyille

pharmacy ‘s oprosds cadon

139 I 20 sl sssalynas OF Cardisal™s sspecions coder amd trasaactional dats for 28
of Cardizsal s moee Ban 800 Induanas phanuacy cintousers, the State determamed that vu-

between December 2012 and Septemnber 2017

|



140, Cardmal also faded to address patterns of suspicsous orders thal persisted oves
e, Even where Cardimal did camced specific phanuacy crders amd report themmn as suspecions, o
rowtinely fatled %o mvestigate, suspend, or termunate those pharmuacy custousers, and mstead
allowed them 1o contimue buying opmoads. Cardinal s fuilure extended 10 pharmocios that
repentedly subuuited sugocions orders, sometines over 2 penod of yearns

141 Cardmal knew that contimmme 10 supply these phanmacses with opecads violated

s dury 10 prevent divession

18



142 Betwevn 2012 aad 2017 Cardaal

| Cardioal applied different, even leoser rules 10 its chain pharmscy
customenrs
143 Cardaal s antr-diversion program treated its natsoaal chann phanmacy Cuslomsers

with kd gloves. Chamn phanmacies were Cardimal's beggest customers: s 2005, sales to Chain
Phanuacy 21 and Cham Phansacy 23 alone made up approxasateldy 41% of Casdinad s reveaue

y keep them bappy, Cardmal allowed s cham phanmacy customers 10 operate wmder a specwal
et of rales, effectively abdicatimg i legal duties 10 prevent diversion 50 the very eutifaes it was
supposed 1o be mononug

134 In early 2008

Cardasal cotnplsed with all of these desmands



145, Cardmal cannot abdicate s anti-diversion dutses by delegating thems 1o amother
player @ the opeced desanbution cham. To the contrary, Cardsal’s duty to prevest diversion
exasts regardiess of whether its customens are sinall, independent pharnuacios or part of a large
chan. Ax early as 2009, i DEA specalically adenonsdod Cardinal for treating chamn phamuacios
diflerently from mdependent phanuacies. Durmg a DEA seview of Casdinal™s Masoac husetiy
distribution cemser, Cardinal was nnable 10 peoduce any ddipence files for its chain pharmacy
csaceners. When the DEA pressed Cardinal for the reasca no diligence files existed for these
pharmacies. Cardimal aduutted that # was becanse Casdinad caly commmacated with chan
pharmacies’ corposate loss prevention depoatusents and did not sadertake any independent
wvestigation of e indivadeal pharmacies” conduct. The DEA 10ld thems at the tame that “due
dilsgence mvestigatoas pust be performed oo all cecesers, chamn pharmacies mclnded.™ and
that thoae due dibgence responsibilanies mncladed site visats

146,  Cardmal nevertheless contumed 10 exempt s chan pharmacy customers from

Cardinal’s msomtoning programs until approcomsately May 2012, During that penod. Cardinal

faded %0 conduct site visits o any of its bage cham pharmacy customen _

147 When Candinal dad hold orders from a chass phammuacy that hit a threshold, mestead
of sdependently mvestigating the potentially specious orders, Casdinal serely adkod the cham
pharmacy s corporate headquarters for an explamatiion. Casdinal rehied entwely o the corporate

ofhice™s responne, conduciod po mvestigation of s own, and did oot even ke contact with the

S0



individual pharmacy that placed the potentially suspicious order. In doing so, Cardinal
knowingly abdicated one of its core legal duties and improperly relied on chain pharmacies to
investigate and report their own suspicious activity—something that creates an obvious conflict

and is improper on its face.

148.  This improper reliance had predictable results. _

149.  Cardinal even permitted permanent threshold increases for a specific pharmacy
based solely on the explanation provided by the pharmacy’s corporate headquarters. Even after
Cardinal began more strictly reviewing threshold changes from chain pharmacies, it still applied

a special set of rules:

150. Cardinal exempted certain chain pharmacy orders from its anti-diversion program
entirely. Many national pharmacy chains also act as distributors, receiving orders from their own
stores and shipping from their own warehouses. In the case of at least one of Cardinal’s national

chain customers,

51



151 Cardmal's dut¥erentml trestment of sts chaun phanuacy customers also extended to
s Bew custoaner on-boardeg process. Cardsal s co~boardeng process for new, independent
pharmacies mclnded collectmg a vanety of “koow yowr cwstomner”™ data, mxlnding whether the
pharmacy filled presctptions for owt-of-state patients, the phansncy s expectied wage for cortam

products, and whether there were local pass cluncs @ peooamty 10 the phaciacy. In contrast, Ky

-
b

!
e
4

new chan phanuacy cussousers, Cardssal coliected caly mdoration about the chain’s «

stoves, aabcipated dnug usages, and wiernal Qiversion progras

Coaedinad's Cadure 1o gather and

msantam this know-yow-customes data preventod #t from being able so determine acomately
whether orders placed af specific chaan pharmacios mught be suspacscus or otherwise mdcative
|“ "--.\ \"‘[) L+

152

153 By emploving a less ngorous onboardmg process for clam phanacies and by

allowwsg its cham pharmacy customers 10 conduct thewr own ssgecious crder mvestagahons



Cardinal was able to appease its largest customers and continue shipping excessive quantities of
opioids into Indiana without interruption.
e o o McKESSON e o o

C. McKesson designed a monitoring system that failed to monitor, identify,
report, and prevent the fulfillment of suspicious orders.

154. McKesson failed to design an anti-diversion program to fulfill its obligations
under Indiana law to detect, prevent, and report diversion. McKesson’s anti-diversion program
did not require adequate due diligence of new pharmacy customers; allowed artificially high
thresholds to be set based on poor data and metrics; permitted the company to proactively
inform/warn pharmacy customers of their thresholds to avoid investigations; and authorized
threshold manipulation to support increased opioid sales.

155. In addition to designing an inadequate program, McKesson failed to even fully
implement its program, as discussed in Section D below. Consequently, McKesson’s anti-
diversion program, like those of Cardinal and AmerisourceBergen, was both poorly designed and
unenforced in practice.

156. Inresponse to a 2008 settlement agreement with the DEA and DOJ, McKesson
created an anti-diversion program called the Controlled Substance Monitoring Program
(“CSMP”). McKesson’s CSMP was supposed to implement the following components: (1) due
diligence procedures for onboarding new pharmacy customers and monitoring existing
customers; (2) maximum monthly threshold limits, or order limits, on the amount of prescription
opioids pharmacy customers could order; (3) and a three-tiered investigatory and reporting
process to identify and report suspicious orders of prescription opioids that exceeded these

thresholds.

53



157.  The CSMP’s three-tiered investigatory procedures were supposed to be triggered
by any order that exceeded a threshold. During the initial investigation of an excessive order,
termed a Level 1 review, McKesson was supposed to contact the pharmacy customer to
determine the reason for the excessive order, and conduct additional analysis and investigation,
such as reviewing the pharmacy customer’s sales patterns. If the Level 1 review indicated that
the opioid order was “reasonable,” the pharmacy could obtain approval for a threshold increase.
If the Level 1 review was not “conclusive,” the CSMP required two more levels of investigation
by various McKesson personnel before reporting it to the DEA. It was only after a Level 3
review that the order was supposed to be reported to the DEA and deemed ““suspicious.”

158.  To administer and oversee the CSMP in 2008, McKesson appointed one Director

of Regulatory Atsirs (DRAs") to [
I D s cucs included aproving

new pharmacy customers, approving threshold increase requests, and overseeing and conducting
investigations of existing pharmacy customers.
159.  Sales personnel and Distribution Center Managers were also charged with core

anti-diversion responsibilities, including gathering information, conducting diligence

investigations, and reporting suspicious activity_

160. McKesson distributed drugs to Indiana pharmacies primarily through -

diswibution cener:

1. Due diligence policies for onboarding new pharmacy customers were
facially inadequate.

161.  Under the first component of the CSMP, McKesson was supposed to investigate

new pharmacy customers before supplying them with prescription opioids, through a process
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tenued “onboardmg ' However, the desagn of McKesson's customer cnboasding procedares
under the CSMP was madegquate 10 evaluate phamnmacees [or diversion nsk aed determune

whether they should be supphied with ogecmd dmgs

responsbality for conducting a site viul, collechng mformation on

the phanuacy, and Olling out a goestsoanamre as part of e new Customer mvestzation

Fhowever, the guestionnase wsod Dy these sales representatives did not coatam n-

fn addiion, McKesson mnpropenly reled om cortam phasiacy cush mn-_

165 A Mok esson sales l.“’l\“-k‘.".lll‘. ¢ Who was the Pramary podst of Comtact with

oumerous Indiasa phamnacees acknowledged that

En Iact, this sales represcntanve

ashsenied that of has Inchiana

164 McKesson's new customser wvestigatory procedwres also taled o comply with
onboardmg directives developed by 11s owm mdustry group, the HDA. In an intemal emaml

caculated m

{4



”l( “H

mfonmned he rest of the repaiatory teams tha

165 McKesson also roatesely fatled o 1Ml out and file updased pharmacy

questxonnanes. For example, a

Indiana ww luding

Indaana phasuacies

166 Uheosgh 2017, McKessom's onboardag polscies were even more lax fos its largew

chain phanmacy custouners

Bt ¢ven l'um_ the CSMP caldy requuired -

3 Unreasosably high threshold Jevels allowed McKesson to avoid
identifviag and reporting suspicioss erders

167 The stended prrpose of MeKesson s Seeabold system, the second compoment of

the CSMP, was 10 provide an “sstommanic dock™ 10 prevent pharnmuacics fromn obtaining opeceds =

SO



s amowet that exceoded thesr monthly lumt. An ceder that exceeded the bat, and that was

slllm:ﬂuu.f;\ biocked. was somnetismes termned a Sacshodd event - of “ncersion” by

McKesson. Under the CSMP. a phansacy customer’'s order conld be wablocked afer it exceeded

a Heenkold only 1!

|
..._
.
(3

>
M i s

168 Although tlresholds were e commerstome of the CSMP. Gom 2008 Seough 2013

McKeswon rostmely used muproper maetncs amd set tresholds ot astificzally lugh levels. When

began creating thecabolds i 2008, McKesson's farst step was 10 cakeulate

Duning the saane time frame 2 2008

McKosson eptered mnto an agreement with the DEA asd DOJ to settle clasms based on 1ts fadure

10 mOnitor And report sitspriceotss orders aceons the coumtry. Nevertheloss —

169 On 1op of these infsted averages, McKesson's threshold-settmg pre -.n!'uc\-

Forther, McKessoa persounel retmined discretion

} o o llJ\|- |:¢l.'ll..'.- \!\'K\'\\a‘ll L S f:'lu"Jh‘lt,\ llll\l 5 "Ll' — P
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such as the volume of prescrption opeceds supplied by other distnitsatoss to the satne

pharmacy of 10 other phanmacees tn the same region

171 MceKesson s aware that Beeabolds set 10 s manner were uuproperdy mllased

s yet 100K no action for yeass. The DRA responsible for the Nooth Centrad Region, which

services I, sckoowledeed tna

172

. These artificandly high thresholds dmoarted MeKesson s abtulity 10 mosator and

identuly suspicaons orders m Indisssa. For example

r‘|I|'.- ';‘lll.l“\ -

By comsstently setting fharesholds
well above 2 pharmacy s iypecal moathly ordenag quaanry, McKessom's system envarod thal
phaciacies dud pot exceod ey Bereabobds uniess they crdered oy ssaltsples of thetr monthdy
avermge opiond orders. As a result, MeKesson's phanuacy customers were able 1o place
urmswally large and saspecions orders withowt triggenng sy mvestigalion of Teview

173 Ouly afler siguBicant peosssse from the DEA and X '.'- did Mckoeson

begm umplementing



_ demonstrating how inflated those pharmacies’
previos tresholds had been, For exarnpt.

Indiana pharmacies,

In addition, multiple Indiana pharmacies -

174.  But even after 2013, McKesson continued to use the previous improper threshold-

175. McKesson also

—
=]

=
|

176.
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) McKesson's CSMP improperly permitted advance warnings and
inappropriate disclosures (o pharmacy customerns 1o asit in evading
e threshold system

177 Ahough MeKesson's CSMP mandassed tha

it also wcloded a loophole to pernut McKessom 1o alent phannacyes

when they approached therr moathly Seeshodds to prevent a thoeshodd beeach. As one employee

expinined i desspmang ths loophole

178 Sl ly, McKeson focused on how 1o provade assurances 10 plermsncy
cussooners Bat the heeshold system would not gt in the way of sales. For example, McKesson

(e il LA discussed thewr concern abowt

179 Ihe Seesbold warmng Joophole wis wiities d&rectly wio the CSMP manusd

whach noted tha [

The CSMP manual also stated

150 Addinonally, McKesson penmetied pharmacies 10 request o permancst of

terposary 1ncrease W thew theesholds 10 avoud a reshold event. Thes, combaned with Seeshold

ol



wanmgs, enabled pharmacies 50 avosd having thewr caders blocked and allowed McKesson to

evade mvestigalory and reporting requurements mandated by [ndians law

‘.\l \:(Kc_'\'» W even weil 5o fBar as o

I
-

McKesson directed customer service personmel 10 provide these

l"l“_" [ N

-
2

a By 2014, under presaure Bom renewed DEA aad DOJ mvestigatsoos, McKewon

However

4 McKeswson masipalatod threvholds te vapport incressed opioid sales
185 When the CSMP was crented, requests for theeshold changes by phanuacy

However, m the face of ever-mereasang prescnption oprond sales, and as

the opecad cruas Ballooned, MeKesson not onldy sugeoperly dnclosod Becahold mfonuation 10



i54 For a phanmacy 10 obtam a theesholdd morease, the CSMP rogased subnussaon of a
Vheeshold Change Roguest ("TCRT) fonmn. Theesbold wereases could b permanent or
tengpoeney. The completed TOR foom was supposed 10 mcinde a documentiod patalacaton for the

ncrease based on miormation gadered by McKessom sales persoaned o Destributson Center

185,  McKesson routinely and mugeoperly

SCars X!LKL'!V.Q..\ DR As

I some sstances, if a pharmacy called %0

request o threshold morease afler recerving

186 s sgpeoach allowed MoK esson s phamsacy cmbonstrs 1o redeve larpe

- iicatmg that McKesson gramted threshold increases well m excess of the

o Bereshold set 4o prevent diversion

IR7 To masspalste Seesholds, McKesson sales persomme| also actrvely advocated on

behall of customens 10 obtags theeshold increases metead of Mulfillmg thes duties 20 meoasios



posers for daverseon. For examgpde

~

188, Infoemanon 1o penify theeshold chamge roguests was often meredy ¢ .-”c\k‘f-

159 In- the DREA 1oe the Nonh Central Regaoas called attention 10 these sguopet

threshold procedures

Consastent with that statement. Mok osson comenonly mcreased

thresholds withost appeoprsate justifecation and witbout adequate mvestigation. These problesns

were naboawide and systenmc. For oxnmple .'n‘m- lluvuuh_



190. Although a particular pharmacy’s _ was not in and of itself a

sufficient justification to increase thresholds in most cases, in the North Central region, which

serviced Indiana,

191.  Mirroring these systemic and nationwide problems, diligence records for

pharmacicsin Indiana shov [

i Randolph Couny, ndiar

I ' oy
B
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192 MoKesson also increased cmstomners' thresholds 10 even hughes levels than

requested withoot adequate justification. Castoaners m McKesson's Nooth Central region. whiuch

nclodes Indiana, wousld rostmely l\'\\'l'-L- the requested muuw_

Ihe same day. several other Nogth Cenaral

plarmacies also recenved

!

193 McKessom perscane] even 100k it upon Shemmelves 10 umbate theeshold mcreases

without wailing foe pharsuacses 10 ke the request—and thes fasked 1o e my documsentalzon o

sll. I one alacming exssple m_ 2 DRA froes the Nooth Centeal Region peovaded

194, 1In another exangple, one phasmacy m LaPorte County, Indissm recerved »

195, 1o asother cxample

winch destnbates opeceds o

ndaana



Notatdy, precgptive

theeshold increases were often gramed

In yustifvuag thes broad

In respomse, McKesson employees mgpropesly _

198, MeKesson persoane] also unpropery

199 The sesadt of MchKesaon s svstematc maasapeatation of theeskolds was evadent in

Indans. A sample of pharnnces wvestigalod by the State shomy
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an Indias

plarmacy’s

200 [hese prctces should have ssopped m

N Although McKesson dad cut thresholds m 2014, it often quackly mcreased them

spain. For example, MeKesson cut one Indans pharmacy s

?”‘ lllt' Qe dd v svem

never served s parpose. McKesson did not set and t?u-n- theesholds. The theesholds

did pot emangfully restiact McKexson's comtomsers om oblauung excessive opox] dnigs



Lostead they were med 10 accomumodate whatever phamuacy customners wanded 1o parchase, of

208 [he reselt was a consastent patterm of excessive opiowd sales in Indiana. Scost
County, Indissa s a0 hetrative exuuple. The 20010 1S Cousus hisdeod S county pogalation as

24,150, malang o the saxty-fourth moat populous of Indsana’s 92 commties. McKesson™s

ragsactional records S

Scottsbag, [sdsana, popalation 6,747 .

town of Ausstmn. Indhana, with a population of just 4. 295 Togethes

) McKesson™s CSMP inappropriately redied om sabes represestatives
and distribution center employees for Key anti-diversion functions

MM MeKesson bnew tha

5O savVesligas

e and motutor

Thues, & cnescal composent of McKesson's daty was
s phannacy custowmers 10 guard agaant dnversion

205, Nevertheless, McKesson's regulatory persoane] only condected site '-ml»-

The DRA for e Neath

As & result, MeKesson's sales tean, the same group charged wath and compensated o

68



increased sales. was comsadered

206,  Dssential compooents of McKesson's affinmative aat-diversion investigations

207 McKesson's apti-deversson program thus relies heanvady on McKessoa's sales

-
.

oe-—1uther than cowplaance persounel 80 mvestigate thew own phanuacy uuh-uuh-

» .

»
208 \ Pemdoanenial continet of mierest exisied between the sales Sorce s mandare 10

increase sales and their regulatory duties

')



McKesson expected sts sales employ o:sl

209, Reporting a pharzsacy’ & 2 divernion 1k could Extmage o sales represeniative s

relationship with the phansacy customner, potentially reducing the sales repuesentative s abilsey

crcase sales 1o that plursacy

210 If McKesson blocked suspicsonss orders of stopped dowmg basimess with o

phacmacy. sales employees would



211 McKesson was well aware of the conflict between the repulatory and sales dutses
required of its sales and dsanbution center personme ] and yet ook no measanzdul action 1o

rectifsy that Daw. In

212 McKesson's monttoning polscios were so madequate that “ﬂc_

s McKesson failed 10 identify and take action against vaspicionus
prescribers.
215 [he problem of pell mulls and over-peescribung plyysicians directly affected

Indana For example, Dy, Jamme Gerrero, an ssesthossologmt who peacticed i Lossevlle
Kentucky, sad 1 JelBersoanvalle, Indana, plod guelty m Jasmary 2016 10 usdawiial distnibution of
dispensssg of controfied substances wathoet a legstumate medical purpose and beyond the bownds
of peofessional modical peactice, samong other crimes

214, Smdanly, Dr. Trstan Stoager was smested m Jannary 2017, and subsequenty
charged with 55 felony charges in connection with operating 2 ptll mall. Dy, Stonger’s Pan
Masagetnest Centers of Indiana bad offices m Peru, Bloommmgton. and Induoaapols. In
November 2017, Dy, Sscager plod muley 1o five charges

215, Both Dy Guerrero and Dy Stonger wrote prescnptions for Badsans resadonts that

were flled ot Indans planmacees. Moreover, reguistorny docinestainon idestalies by vfh.



pharmacy custowmers 1

-
.
-
s
-
-
-
-

16

218 These taues were not pew, Endsana poll smlis sad over-peescribaag phiyacsns
.

were i the sews yoars earher Sor mappcopeiale coatrolled sedatances peescrption peaclices

Despute thas, MeKesson aflmunatively chose not o

Samudagly, Mok esson dyd not

Even when McKesson bd

s 2. n
tll- \v...\\"‘l'll 5

head of complaance

.I"o! l-’ollll L"..ll ,lll’ \'t KI'\\. m



::I lll- ‘t‘«,Kt,»uq..lls.l

MoK owon comaently Enlod 10 wie prescriber dala when of was peovaded, then purposetully
blinded wself 10 knowledge of suspoctous prescnbers whose peescrptions wese consistently filled

ot mdtiple Indiana pharmeies

NS

i foreation 30 mcreane profits rather thas sdeatily dasgerons docton _

MeKessom also had nmque access 1o prescoiber information. but wtilered the



224 Although McKesson had the sbality 10 obtam top prescnber informatson and the
capacity 10 analvze ot for potential problesatic peescrsbers and sdentify pedl smlls, theve = hintle
evadence o regmlarly soupht such mdonsation, and eves bess that 9 attesggied 1o ideanll

prodicuane prescribens. lnatead, a noted above, MeKesson backed away o 1is responsibelary

aad stopped askoong of phanmacses recerved
tostead. ot Jeft the task of iWdentafying dangerous prescribers 80 mdnoadual pharmacees, whach bad
neather the abadity %o gather informatson beyvond thewr own presenbers. nor McKesson's abahty to
ssalyze twoad sets of mformation. In domg w0, McKesson abdicated 1ts role smd Gasded 10 fulnill
15 egal rosponubilaties 10 the Stase

D. MeResson failed to adhere to the terms of ity anti-diversion program.

225 lo additson 1o its faakume %0 design an effective anti-diversion program, McKesson
also systerucally Enled 10 nuplement the Bawed components of the CSMP m Indiasa and
nataride. McKessom comastently understafed its aata-deverssco departasent, inbubating iy

sality 10 carry ot Shipent nvesiapalions of s opeced drug phanuacy customcrs. Daaled 10 repodt

or otherwise Ghigently wwvesnigate all orders that exceoded 2 set Uaeshodd. and allowved large



chain phanmacees 10 conduct their own diligence investiganions aad police themnelves with lirtle

10 Do oversaght by MoK esson

i McKesson understafled and undertrained s anti-diversion
department
226 Like the other Delendants, McKoson s lack of alention 10 ity complmnce dutaes

15 Clear from the umuted pesources ot investod mto sts yegulatory atlas personnel depoarmasent

DEAs were the

only respomsable for

= e Nooth Centeal copon. wihoch inchaded

ndans, & sanghe DRA was vesponsible for

TS

22 Grven that volume, the DRA respossabde for [ndiana

s means the DRA respoasible for msomtoring Indiasa phanmacees was viulng
less 'hlu-':'- of his sssapoed pharmacies per monh. AT thus eate, 3t would take over . Years

1o compicte a stigle visut 1o each of the phasmacies Tor which the DEA was respossabile. Thas

-

understaflzne oocuryed even thoush MoK cowon knew thas foderl regularoes did 0ot have the

resOuroes 1o mottor the natom s phannacies

228 In

MeKesson s DRAS complaned of

One DEA Likenod asking for saoee



229, o additsom 1o thus understaffing. nerther fall-tmne anti-diversion persosssel nos

frool-hine sales cnplovees were sufliciontly Smned on McKesson's legal obligatioans %0 peevesdt

Stnularly, a fonmer MoResson ¢uployee stated that even mu- of working

the Regnlascey Aflairs Department, he did not has v:_
d mot understand lh-,'— E | -:.nlu‘..

Yot asother forser cuplovee, & sales repecscutative respommable for woeking wath

Endans pluasmacies, testilied that be could not rememsber McKeswa c-.u—

This samee sales repeesentative testibed that despate the

centtral role of sales persouned m the CSMP, he was not Dasliar wth the vm‘_

230 While McKeswom mceninazed sabes personnel 10 increase sales, Bmtle of no effort

was focused on

For exmmple, McKoenwon dad not geovide mforssation

oot followsg mlapde DEA

v

wvestigations o McKowon's [ahure 10 adogueately momtor sspecions cadens



2 McKesson fadled 1o conduct investigations of saspicious orders to
detect and preveat diversion

231 The CSMP unplemented a three-tiered mvestigatory process that was supposed I

wdoata [y orders eyl were suspuciots and Bacilitate reporting 80 e DEA bt constontly fasled 1o

do 0. For mdependent pharmacies sad sasaller chann, MeKesson roges n_

)

In practce, however, MeKesson conductod somse mvestigations w0 orders tha

-t

exceeded threshold hinuts, tenmed Level | reviews, 10 nme only aad Saded 10 meet even the om

bae requued by the CSMP. McKesson also wsed threshold beeach mvestigations a= an

"l'l‘-""""’f‘ I

_ll‘ lll""' ll.\"" A.(‘.
I» othey matance --

Foe exangple

when » theeshold event trgaered a Leveld | review Ror a pharmacy _



:-l \:(Kc_'\'. Wi S CIREOONYEES Ware also it o

235 MeKesson also Buled %0 standardize the mnterview questyoas for mvestigatory site

visits and mterviews. The DRA for the Nooth Central regron. winch services Induana. noted Sat

Despute disecting emplovees 10 consider vanous rod flags

MoK oo had no stasdard policy or peactice Sor evaluatssg ved Plags untd nu-!- And

deciding whether 10 stop supplymng a phacmacy witl opiowd drags, of 50 escalate » review i

236 An uternal MoK essom aidn hnm-- o Tour davtrbaaiscm cenlon

whech sepplsed many Indeses

phacinacies. comdinue:

In masry cases, McKessom personne

Al the Waslungton Cowrt House

lll\'ll"(l'l.‘ll CUReer

s



237. These were not isolated incidents, but rather part of a systemic and nationwide

o
=
o
S
(©]
=

238.  Even opioid manufacturers considered McKesson’s anti-diversion investigations

to be inadequate.

239. In the course of investigating McKesson’s conduct, the State reviewed a sample
of McKesson due diligence files for Indiana pharmacies that further revealed serious flaws in

McKesson’s investigatory and record-keeping practices.

79



240. Ina

241. In other instances, Washington Court House Distribution Center employees
responsible for conducting Level 1 reviews of Indiana pharmacies merely filed boilerplate

documentation for the file with no evidence of any investigation into the circumstances

underlying the threshold violation. Instead,

242.  In one particularly egregious example, an Indiana pharmacy’s regulatory file

contains

243.  McKesson’s anti-diversion investigatory system was used to generate
documentation for the files rather than provide any meaningful oversight to detect diversion.

3. McKesson failed to report flagged orders and shipped orders without
conducting an appropriate investigation.

244. McKesson already has admitted that it failed to report all the suspicious orders

that it should have to the DEA. For example, in its 2017 settlement agreement with the DEA and

80



DOJ, Mchesson ‘.l) "\:'.\’L‘:\' ”l)' MEMMCIOUS « u‘:l\ ’M ot 2l I‘ n_'rn' in lhc sy le1n )“\l " .h-’

not wdentsly and report all the saspecions ceders it should have between 2008 and 2014, a penod

m whoch McKesson shupped more ||nn- total dosape umits of oproids 1o [ndsana

pharmacies

245 MeKesson also Baled 80 seport and block orders = :u.hm.\—

froes Enduana |hx:n;mu:-_ Sespite
pre {itmg frow aad '!“”"“9 e v]..“- gecod dosage wats o Indiama dunmeg thas

pharusacy n Spencer Couty, Indiana

Whitke 1t was supposed 10 tngger a Level | review of the

:“-'(‘.hl .

t
-

theeshold evess

MecKesson's sample regulsiory sad hasdoopy Bles produced for review contamn o

recoeds detmling any _ i) Vaolatsos of 1ty Juty 50 savestigate whether the order

WS SHIRO» O

: 16 o

phartacy m Fraokhn Comsty. Indians -

sl



Again. McKesson's sample

regulasory and hardeopy fides produced for review contamm oo recoeds detaling any -

m vodahion of s dety to wmveshigate whother the order was SUSPICIOW

247 On

and hardeopy fibes produced for reveew contasm 0o records detamling any -

m violahon of s duty 1o wvestigate whether the cvder was suspicsous -

248

and hasdcopy files produced for review

coatam no records detakemz am _ in violamon of its duty 10 investiaate whethes

the ceders were sgocious



249 McKesson's

250,  For example _ » phaniacy m Delkalb Coumty, lwh.-:.n-

251 Such practxces were not lsssted 1o Indsana—they were a svmptom of McKesson's

sWstonnd sati-diveneon Enlures. Often MeKewson Duilad 10 report any ssgecions orders unlll.

Ouly afley the IH -



TN

)
o~

In

chear red flags for the presence of diversion. Although it had pever previoushy

McKesson clauned

|;'m|'-;.l A SUSPICIOmS OF der [roun the

- ’ =
o repotiod 1o the DEA oo the Boraes that ot was »

254 Parther demosstrating »s systenue problens, MoKessom also fuled & -

I sddatson 10 the expx 'u:uh.'l- 3 glvn’-c.-

The owner

of these phastnacios and dovens of other paatacipants were Ealer convicted on chaspes related 10 a
dreg trafBckng conspiracy. The plasmacies s question weve Jocated m Machigan, Indsana’s

peapbbor 50 the north, asud & state that was also 1 McecKesson's Nogth Central Regson

54



YA N

255 McKesson also faled 5o bock or report oeders that represeated sigmm ficant

mulnpdes of the average moathdy orders

o5

) On several occasions, MeKesson abso violmed 15 duty under Indiasa law tn

cancelling (¢ (-o an order that exceeded a threshodd and allowmg the phanmacy 5o place 2

subsequent, often smaller order for the sune drug (that would not ngger a Sueshold event). Thas

was alvo Seraned 2

257 McKessom acknowledged tha

rJ
A
o

For example. [T * McKescn eaghoyee noted that be had advied a

La Porte, Indiaa phanuacy

l }'.' ext 1{"-



4 McKewson appliced different, even looser, redes to ity chain pharmacy
cuvlomers.
259, McKesson wholly abdicated 1ts respossatality 10 investgate theeshold events

mggered by crders from its hage cham pharmacy customers, i violation of its duties undes
Indaana law. McKessom's phanmacy castomers were typecally dnaded o “ESM™ or “ISMCT
(mdependent, ssmall, and medmes size phamuacies) and barger chans iWdentafied as RNAs (Retaul

Natoaal Accounts). When an ISM plarsscy excooded » eeshold —

However, if a Retayd Natsoual

Account phanuacy dad the same, McKesson

2040 MeKessom rehied

361 McKesson persoanel respoasible for lisising with ENAs [T

The RNAs sy had 80 acknowledge they



For chain customers that warded a theeshold increase _

262 In additscn. McKesson did not have standard operating peocedwmes %o evaluate the

RNA costomer complismce programs wpon whach MeKesson paeportedly rebed For exangple

263 McKesson's abandomssent of s duty allowed McKesson 80 both nsvintas
profitalde business relationshups wth buge chan customens and coulmue sbappang taive
quanities Of peescrp®iom opeosds o kdaana without mlcrrgisoa

264,  McKessom's uniform policy of specsal treatment for chain pharnmacses was als

o Pharmuacy

-

-
.

-
-



265 McKesson also approved pernmanent balk threshold chasge seguests 10 chams

withowt appropaiate reasons of docmuentatnon. A permmanent theeshold increase was provaded 10

Cham Phaomacy #)

266, 1n yet anosber exsmple, MeKesson [ Chais Pasmacy
1 wthout amry pesti Bcatyom of documentation af all. Chas Phanuacy #1 ln-.-

» ’
dana ocalons

MoK eswon reooeds reflect

e

. Lo Phatinacy 2]

SEpTee—

267 Regulasory files reveal that McKesson repeesentssves [
chavin plarmacy Cuviomnes *_ [hes paticen was repeated wn tnltiple chames with



substantial presence m Indana  For mstance ;-:munu.'—
for st east two Indissa locations of Chain Phermncy + SR

The Retaal Sabes

‘.1’:. ..-..‘ . l.'.'. . ’." e “ '-:'V o ‘.‘v.! ::;‘V"-.‘.. l:'l'Av"’. 'l"‘ '!.._

Mok esson rean reached ot o

-
-

aothey Chatn Pharmacy #2 locaton

68

Later that day, the

The caly documnentation provaded by

‘u‘. )\1 s

The plarinacy &d not provude

59



McKessoa with any

270 [as pattern was also agparent with other McKesson chan phanmacy castomerns

f:._ for examspie. McKewon cusmled smother Jarge chaon pharuacy

271 McKessom also pernutted and approved deasise increases i opioid thresholds ar

Chamn Phamuacy #2

some Chan pharnmacies. For exammple

[ ake County. ladsana



272, Theeshold inceenses lod to sspmaficant volumes of opeosds reaclung [nduana

Phanuacy #2 locatiom m Porter County, Indsana

MeKesson dd ot cite the elevared [

McKeswon did not take any huther actiom and contmuved supplying the pharmacy

¢ & & AMERISOURCEBERGEN o o »

E \mcrivourceBergen deugacd 2 flawed moailoring syslem.
275, Followmg the DEA's 2007 enforcement actions, AmernsoseceBergen created an
sol-hiversson program callod the Oyder Mosatonug Program (COMP) Shat prrponted 10 mosmior
wentily, report. and prevent the shipmoent of sespecious controlled substamoe orders
AmernsomroeBergen's Conporate Secunty and Regulatory Aflues Dopartioent was responsuble
oy aduessaiering the OMP

274 [he OMP was flawed i 1ts design. Specafically, # faaled 10 require adeguate due
diligence of new phameacy cmtomsers. set artificsally high thresholds for those cusfomers, was
based cm poor data and metnes: mmproperly warned plarmacy cusfomers when they were
wycoachmg their Seosholds to avosd shupping delays and smvestigations; and permtied theeshold
iasegalalion 10 sapport ncreased oprosd sales

27s 1o meet DEA s seguiatony requiretnests, Amensourcetiergen’s OMP was

supposed 10 implessent the followme components: (1) “"Koow Your Customer”™ due diligence

I‘j I



winch required wvestigations of new phanmacy costomners. (2) establishment of deesholds (1L¢
order hunts ), 0o restnct the volume of opeced drugs that a phasrmacy could order cach mouth and
prevent the shapsoent of orders that exceeded thresholds; (3) wvesthigation of orders that excoeoded

theesholds, 10 wdentify and repont orders Shat were decmed suspecaoss 1o the DEA. and (4)

..

276. Pharmacy customer orders thae exceeded theesholds were supposed 10 be held sad
blocked mnl completion of an il review, these were sometmnes called “Ovders of hmterear ™
Once a phanuacy custoaner s threshold was exceedod. subsoguent crders of oprowds from the
samoe drug Banuly (opeceds shanmg the same narcotic imgredient ) were also 80 be blocked pending

commpiehion of the revaew

et ioreoed il wvestigations. Betw n’u-

wpdoyees with respossatulity fos reviewing potentially suspocions

orders hat exceoded tlreshodds. Despate thew cnhical role m Amensourcellergen s sati-drversion

178, Although [ were supposed 1o “Kaow ibeir] Customer. [N

whach was central 10 the comgany's “Know Youwr

Customer™ due diligence _ was & pharsacy queshonnasse ol surveved plarsiacy

l.) :



customers for smdormsation about thew business, inclnding mdomnaanion )h'm_

- "

discaplmary hessoey, customes payment methods

what percentage of the phanmacy's prescnptecn volume was made up of cootrolled substances

ant top pw..:ll\u s of ."‘(-"ul\ amone other

questons. Though liw- reguasty infonsation abou! presciibung phyncians

Lmnernsomrceiergen did not perform independent searches on those proescribers as part of s sew

CARAOENCT NV CATI AR

279 - were supposed o analyze podental suspocsous orders and deteruune

made that determnumatcn

sunply based oo

Instead of rogunug A nporous mvestation, AmensourceBerpen nr-ln:xlui-

Releasing orders

Wy alvo \.'.‘“1“%!! I

250 Orders would e

based on the resules



Ovders that

Wi
51 In additsom to requiring svestigation of threshold beeaches, AmermomrceBergen’s

i

OMP paaporsed 1o

Lmnensomrcelicrgen cmplovees

| Amerivourceliergen had insdegquate due diligence when caboarding
new PRArmacy customers,

282 AmnensowrcelSerpen boew that

Nus due diligence was supposed 1o

However, AmermonsceBerpen s

cmacaner ouboasding podacies Taled w0 independently assess a pharmacy s rsk of diversion

254 Fxmdag AmernowrceBornzen cuslomens -'.» \_
§or examgple, one Indans pharmacy thal Amerssomrceergen '-'q‘pl:-.al_



285 Desnoontzating an additzonal flaw s 1t program, AmernisowrceBerpen wles

personnel

286,  Further, fn u;— \iensource Bergen s cubossding
Athowszh AmerisonrceBerpen requested that customes -_

AcrsourceBergen still does mot requure

potental pharmacy cusiotmess 10

57 AmensourcelSerpen s onboardmg process also did not re ;-m-:_

et though AmensotrceBeraen

Untal very recently, AmermsomrceBerngen’s coboardas polcy ~'|l-

IS8 AmersourceBerpen also rostinely failed 30 adbere 10 1ts nouunal cebossding

procedures. For example



Amensource Bergen established

259 Only m_ Sl Amentsourcellersen begin remediating these

lh'“\ MO

Yt an Amerisource IL.'H-.'n- resunded sabes

emptoyees that these complissce duties

2N I he resadt was peodaciatde

21 VinctmowrceBereen alw - s Chan pharmacy customers—winch
"Xl.:'l\."ut\..‘k.x...t-:‘_ .{“".\ ;‘. .‘.l:.'-.. "\ .!l'—

Amerisowrceticrgen’'s most recent

Despite mstituting » ssweasure of caboasdimg dee dihigence w.pm-'m-m-._

90



292 Iln«_ left holes i the diligence process. For examuple, m 2015, Cham

o o
Phanmuecy 93

this

was the sane yoar that Chan Pharmacy #3 pasd a recoed $30 nuilson fine to the DEA 7 DOJ for
alleged viodations of the Controlied Substances Act. Despite ths, AmensourceBergen snill &ad

not

2 Usreasosably high thresholds prevented identification aad reporting
of suspichous erders

295, From s mocpton, AmensomceBlergon’s threshold system was desagned %0 avoud
unpacting sabes rather than dentily sspicsows orders. One AmersourceBergen employee

shxatied that threshodds were devigned

Comsequently, AmensomceHergen
systcamancally set theesholds at mageeoprnatedy hagh levels 1o mininuze the sasbey of Beesdold
events, avoud order dedays, and prevent disruption of AmensourceBerpen s revenme stresan

204

Amerisoneoe Berpen then



wgcang & phanuacy would have 1._

befose tnggening vy

SUNPICROmS OPdeT FEVIEW

295 I Jantiagy 2009, delaalt thueshodds for bydrecodone were st .\1_

AmerisowmoeBergen kuow that these theesholds were _ because

they were sl o 2 Jevel that they

296 Moseover, the -~-u whech AmscrnwarceBerpens relied were mtllated even

before AsmeriscurceBespen [N v set the finst bt [T -

- hng whach opeod sales. and drversaon of opeoeds 10 non-medical use, were alieady af
dangerously excessive Jevels. In 2006, for example. pharmacies dupensed a recoed 174 pelhion
oproad prescraphions salonwide —equivalent 10 72 4 peescnptcen por 100 persces natiomally and
A 135% porcent mcrease compared 10 ogaded peescrptiom kevels m 1996, the year OxyContn ER
s exiended pelesse formmlinos of oxyoodone, was Bunched with an sgaressave marketusg

canpaszn [n 2007, opeced peescribang wncreased furder, reachung 75 9 prescnptoas per 100

g%



Amerssouece Bergen reached a settlement with the DOJ and DEA for alleged faalares 10

msantamn effectuve matdiversion coatrols a2 thetr Flonda distrybeatyon centet

297 Froms ot east Amensosece Bergen s

theesholds alwo fasded 10

298 Funberusoee

dresbelds were based oo [
Consoguently, 8 cunlouset -.'.tll-

effectively mulbpdymg the guantity of opiods they condd parchase befose breaching any
theesholds

294 Followse secreasod DEA enforcesnent activity duirected af desmnbatons

AmnerisonrocBetgcm s excessvelv keah theesholds

However, this resalred lll.

edicatong st how milated ad meFective

AmernosgoeBergon s thresholds were for the most commonly diverted oprosds. In cacly -

wo hhh;“ - l.!‘l””h e "":.‘k‘. ‘v.)‘.. !.'l_



Amsormourse Berpen adso revined sty tueshold-setting geocedes m 2015

Whele demsonatrating the company s awareness of the Haws m 1l own program, the oew
procedures were still poorly designed amd faded 10 remedy many of the problenss exlubmed by
the PECVIOUS SYysicm

SO First, the revised system

" The revaved

sysioan also was suppoac

—
e

l{' wevey

Amerisomcetiergen chose 1o

-

Rather thas & smngle threshold, the new system sugdementod 1w, _

1 | | | |

10



In eflect, thes now

systcm oady blocked ceders if they were

violation of the duties roguared under Indana

305 [he revised OMP teeshold system also purported to uuplement a “ful-safe’

W The 2018 revised system also contmued setting thresholds excessively hagh From

As 2 resalr. even after Ampensousce Berpen revised s theeshold

Program unless a PRANOCY

101



blocked and

myestigated

WS, 1o additson 1o setting these milated valnes, Amensource Bergen nnplemented

other woekarowmnds to avosd setting off divervion detecthion The revised svyloan .ll“-

06 These excesavely bagh theesholds thwarted the OMP s abilaty 10 monttor and
idestaly suspiceous orders mn Indissa. In cocnce, the thresholds were rendered meassngiess n all

but the most extreme cocimmtances. For example m- Amcrmvonrce Berpen s Iivdrocodone

Fr -m- th -..~ah- bvdrocodone

thresholds were scanetmes

A an example of the stigact of these

excomnvely laph Beeibolds, one Indans pharacy -h\;\'lhu‘_

- Thae phanuacy was located i Flovd County, Indiana wiach has a population cady of abom

-

7000 Dunng thes base, Amersosmce Bergen

07 By consmtentiy sething thresholds well above a phanmacy s typacal mosily

orderzng quasity, AmermourceBergen’s phasmacy customers did not excoed thesr theesholds

102



were abde 10 place unusually large and ssspecious orders without tnagenag say mvestigaluon of
reVICw

3 AmerisourceBiergen provided advasce warnings and inappropriate
disclosures fo pharmacy costomers that were approsching their
moathly thresholds

SON \inensowrceBerpen bnew that comauncanag a Sheeadaodd bavt 10 2 Cuntoenes

As noted by coe AmernsourceBerpen employee. disclosmng the

threshold o 2 covtomner

routinely provided customers wish isformution sbout when they coule [N

10 Tu ~.uh— AmersourceBergen’s diversson coatrol employees

Wyie

Ascrssouece Berpen s employees tskad with diversion coatrad uu*ulu-

105



example. a phanmacy nught have an oxyveodone threshold of 00 dosage ‘l—'~"- b

It .'(.L‘[".' :(.D-‘. SR tits om O et 1. and SO0 d wage units on Oclober :‘ -

Somctunes, of » pharmeacy

An Amsernsowrce Bergen

-l
-—

stated that

2 Instead, customer service emsployees M AmernourceBerpen became responsible

. ' '.-'Il’:x.. "".‘1.!:llu ““ll (:A-,‘ '.\l'l'_

.

104



\‘- !'c_'“ |

omdoser called regarding o beld order, the customer would recery "_

-t
'

It was not mml_ that AmensowrceBergen Lnally made o a policy tha

| Amerisourcellergen roatinely increased thresholds without adeguate
due dilsgence.

114, Beyood moerely saavting phanuacy cuntotsers i avoodmg orders Sl woudd

breach a threshold, AmensourceBergen also proactively pushed customeers 10 request thaeshodd
HICECASCS :x;h"p.’lh‘:!ll’.'v increased thecahold levels withons FOQUCHTs Iroun ;-l.u::xu V' CUVORNCTS
ad created polscies Shat allowed ceders m excess of theesholds 10 be quuckly refeased %0
catomoers without due dibgence. AmensourceBergen thus twrned its OMP theeshold systen ik

a sales 8ood 10 enwme Bl cmtomers recerved steady supplies of ogaoads sather than » compluance

ool 10 sveed diversion

1S To obtass a thyeshold mcrease, the pharmacy cuslome: _

105



317 Avmensoirs e Bereen routmelv gzmeted Huvshold mcreawrs withoot proper

pastafications sad without adeguate due dibgence. For cxmnple, &% 50 one gy

I”h



Amensowceticrgen woreasad Seeshodds by

AmensommceBergom raesed another customaer s thueshol 1—

For vet nnoteey

VinersowrceBerpen wcreased thresholds for another 20« um-

JIR. 1o asother case, AmetisonrceHergen smcresed a plurmacy s llu:-lu-!.l.

119 In additzon ll:- with no valsd matahication Amwnisomcoe Bereen ‘;,‘-'.-”.."!,q

107



In mtemal comumucations, the ratonale provided fou

thus change was

\‘ e of ?l'x".‘

pastshcations were sullicaent 1o gran! 2 theoshold increase based om OMP directives

320 In addetzon _ At rvorse o Berpen sccounl imasspety

LW 4 ll'.'l'o

L

| Anensource Bergen boew that

C O Ih’ll'lfl

theeshold imcrease requests wese supposed i

Yet.mn 2012

'.:: t'-,. l':a!‘

AmnerisonnceBergon mcreasod cayoodone

322 AN Amscrnmsovece Bargens docusest titled

showed other ways that the company tried 1o subvert and work arousd s own OMP

farther undermmmng an already laowed svstem. Thas docwmmen! rev mlnf_

108



Amenisosmoe Bergen's proaty was thus 10 ensure that its customers did not come under

ivestigation rathey thas commgdy with s duties under Indiana baw

3 LS A CXUA X OHIVe 10 Inceease Dustness purchases rom AmsensousceBerpen

the protocol for ncreasing thresholds was

owever. Anrisomceeraen

—
.-

chose 1o Classaly an scooun! as having

-
-

109



24 In other mstances, thresholds were 1gnoeed alogether. For exampde, in Decesnber

2010, a distrybamsom Conter [ ooy

As Amensowrcetierzen

personne! acknowiodsed 1n an tlcmal Commmme ation

325 In AmernowmceBergvn clanged the pobcwes by wlnch theehiold ncrenses
| i

were requested

326 However, AmcrmourceBerpen contmued sty paachicoe of spmoring s own rudes. bn

Jamssaay 2017, AmenisourcelSergen increased thresholds



327 Ihe Saeshold system, an essential component of AmensowmceBergen's OMP
thus never sorved s purpose. Amserivource Berpen did not set amd then smamtmn tSeosholds. The
theesholds did 2ot socamagfully restrsct AmermsowrceBergon’s custousers froms oblamumng an
excessave anount of oprosd drugs, but instead were wsed 10 accommaodate whasever pharmacy

N

cmacencrs wanted 10 paschase, of were set 50 lugh that they never mnggered any review

g The resadt was a conssstent patters of excessive opiowd sales 1 Indiana. Between

November 2004 amd November 2015, a pharnuacy i Floyd County ln.lu::n—

s Lawrence Cousty. Indana \ux:lwlurc}kumn—

AmernsonroeBergon shepasents, and 4o sot acoount Ror addticaal opoids ssppdied 10 these fows
by other dostnbators snch a5 Cardisal and McKesason

F. Amerivourcelergen failled to adhere to the terms of its own asti-diversion
program.

120, Not only &d AmwrmowrceBerpen devign a delicient OMP, it wxtenncally Baled to
uuplemoent the comgpoments of s peogram m Indiasa and msoawide, Specifically
AmernongceBorgen understaf¥ed its sati-divenscn departenent, undernramed csplonoes

responsible for mowtonng and mveshgating saspecions orders, Baded 10 diligently mvestigate al



suspicaons orders and repoet them to the DEA; and allowed Jarge choon pharmacies 10 condact
thew own dehipence mvestigations and police themselves wath little 10 no oversight by
Amensomcellergoen

| AmerisourceBergen understaflod and sndertrained its anti-divervon
employvees

350 \nernsourecer [ 3 1) hll(ﬂ LN pron ¢ ad (..!k e and aindance o
copdovees of pealy every level of #s anti-diversiom program and left out core mti-diversion

measures. While oae Amcnscurcellergen diversion mvestigator

l'. (NS ™

s
-
-
-
~

AmernsonrceBerngen relbed on ity cuployees” subyective Judgesent when condacting
mvestiganons mthey thas peovedeng them wirh Clear, objective cratenia 1o sdentify suspicions

:
NOeTs

at
-

In addityons. the same Amensourceergen drversaom mvestiganos _

Sannnlaly



332 Oue of AcirvoumsceBerpen \- who was respomable fog fnt-level revien

and mvestigatson of potentially sspecions ordess o a distisbation conter, described her trammng

338, Compounding thas weakness, the traming that was provaded %o

AmmerisoanceBeroem k.,,,‘,y,._\.‘..~ W ,..\_ AinerisowrceBergen s Duector [oe Dnvenacs

Coatrol adnumed tha

134, In additnom 1o Bnkmg to adequately tram and provade ats craployees wiath standard
opcratmg procodures, AmensomceHergen also severely understalled s anti-Everson

depoatment. [ appeoxunately -'.\ ben AmserssoneceBergen’s diversion comtrol progsas was

m';'h-umll-.d AlIEnIsOure ik‘l.‘rfll cah l:.vi_ nl).l WETe TesPomesatie | 5y

adbtioa they and thewr wvestsmntons were tashed wath

[ £act, & Masch 2008 peescntaion wcloded



135 As a resalt of this understaffimg. AmensouwrceBergen argued Bat thew sales

TUPLN O

Sales and distrilntyom

center cmployees were cousoguently charged with

:Zl ’-k" \",\'\ S ‘th AOYS

0 short, Amenisosece Borgen chose 10 design

complizance system in whoch sales employoes

136 VincrmowtreeBereen s clromic sadontalling alvo Jod 1o sosses of CApag iy 2aud siall

bursout. For example, the diversion mvesizgalon

AmermowrcoBerpen s peobldens with underyamng and sadentalling were further

Pt a asvesstient of Amermowece Berpen ' s anti-<diversiom

I"-'\'.:. s



p Amerisourceliergen fadled to adhere to critical components of its ant)
diversion program

38 As discmaed above, the Form 590 plarmad vy quesioanane 1 2 ¢oee pout of

AtnersourceBergen’s atr-diversion guogram. These gquestiossaires provide dug detrsbators
with esscatiad mdorssation about a phanuacy, 1ts business, the op prescnibung plrysactan, and

other informatson cratical 10 evaloate pharnmacy ordors

40



345

AinensourceBergen documents slentify



- if opeosd orders to the company s Indissa customens



346 Speciheally

.ulr)u.l.-!'f. Ao o Berpen s

More th [

Apentsommoeticrgen s

supphed by AmsenisoseceBergen's

S Fmally, nearly — apphed by Amernsomceliergen’'s

349 In suary, 2 sigmBheast sasenbes u!_ werved In

AmnerisonoeBetgcn’s

A " - ——
Ax o rosull of these

dehciencre
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RESCRIPTION MUNKILLER SALLS AN0 ABE-A0NUS
POESONING DEATNE. YT UNITID STATES. 208 s
3 \merisourcelergen fadled to act em Information that sheuld have

triggered, at 2 minkmum, an investigation

155 Bt gathening data was smosuiBowent. Aldbough the reports and mnforimatzon that

Amecrisou oeBergen gencrated should have mgecrod scnibe

120
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localed m Flovd County, Chuk County, and Wavee County h»hm.-_

-t
»
4

the Floyd County pharmacy .

-huhuu independent phagiuacy wath the

-~
N
>

Flovd County plarmacy -

-4
N
-

i) ond

County pharmmacy

I

6D
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Floyd Counry
oo, | - -
Couny. tndians.

sos. I
I < s.ch

combination—the “Trinity” or “Trinity Cocktail”—includes an opioid, a benzodiazepine
(indicated for the management of anxiety disorder or the short-term relief of symptoms of
anxiety), and carisoprodol (a muscle relaxant). All three of these drugs are controlled substances,

and the combination creates an extremely addictive “high” and poses significant risks of central

nervous system and respiratory depression, which could lead to death_

122
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371 The Stare has fosmd 00 evidence 10 dae 'l""?_ resulied & am)
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4 Amerisourcellergen failed to conduct diigent investigations of
suspicious orders 1o detect and prevent diversion

5 b

Vv id \s discessed above, the OMP required Amsensosece Bergen (o mvestigate
whenever a phanuacy ordered a volmae of oprosds that exceeded s sonthiy theeshold

However, AmernowccBergen conusieatly aled 10 conduct mvestigataons thatl were sullicseutly

dilsgent and that wounld reliably detsect and prevent diversion

5 First, Queshodd breaches that involved what AmersomeceBergen classihied .|--

fmther detarls the systenue and matscawide tadhees s Amensowrcetierzen's

mtr-diversion practces. For example, the

375 Whale AmersourceBergen grovided itx anti-nvenacs cagloyoes '.nlll.



3 In additzons to threshold treaches, AmensourceBergen also fmled 10 mvestipate

pharmacy customers that mnggered other red Dags independent of theeshold tecaches, such &

In Bact. when one diversion vesiraniog

Was & ‘lcd

178 Ignonag red Mags had real-workd comsogquences. For example, Califorma’s Board

phacinacy - Scnpt Life Phanuacy, based on more thas a dozen violatwoas between 2011

and 2012, sloding dispensing controlled substances withowt a prescaption. The pharmacy
owmer and phanuacist-in-charge agreed 10 pay S200 000 10 settde those clams. News accounts

s press releases docsmmeniod the pharmacy s setthement with the state m Mach 2016 .

lﬂn.



Despane the fact that

controlled substance ratios and ynor disciploe are important red fags for diversion

Asnerisomroe Bargom

350,  Likcwwse, 1 Induaa, AssersousceBerpen Duled 1o mvestigate plurmacies with

AmerisonuceBorgen s records show lh".

Arndans all Isdeans placinac nr-

)
x

’)\'"i' < ”h'v.‘ Oobrveimes rod ’111'

l 1"'! ’ C 1 St

In _ crumnal search wastants were served on ooe of the ;.‘.un.v.". s fop
"l\'n”'\: ol ¢ .-XIII':Z'A'.I VIENRL K TN lll- 2 wastan! was exocnied on Ilu‘ l‘!l.‘-lll-\."r -

.

D
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As 50 cae oo Induana
y

prescnbes

A ool armcle padeshed 1n Deccsnder 2014 abs ul_ As descnbed in the amcle .

¢ oot Of lus Nurse Practtioners wis alleged 10 be respossable for cagde drug overdose

denaths between 2008 and 2013 No other relerence to Rese news reports was found e the

regulatory documents provaded 10 the State, whuch mdicates that AmensourceBergen &d not
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i85 As 10 another of the ['IIIIIIHL\ s lop p:':\llf\‘l\ —

156. Data fou asother of the phanmacy's 1op prescrbers

87 Dyscegand for potential bad doctors was conunonplace for Amensowmce Bergon

Begumms s o Jeanl

88

Theugh Flevd Covaty, Indimns o liated o close procusss?y o Kooty . o i over 100 sales vy foom the

booden of B¢ net-closet wtades, Olao xad Teaseownes
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In muy event, such e mquiry and regeest for additsonal mnformanoa should have
been rmsed years eachier, mnstead of after .m- flagged the phasmacy as a peoblemn And there

w o indhcaton that AmersowceBergen made sy real mguary mio thes pharacy betw .---.-

389,  Desgpate lln:_ liadings &4 well as the wasrants tssued against

the phanuacy and one of 5ts 10p prescnbers, a

s Amerisourcelergen falled to report suspicious orders.

3N In additecn 1o Enlmg to adequately aveshigate suspicsoss orders

AmensosuceBergon

191

92 ln- AinersowceBergen documents indicate Bt 1! |-‘¢;:‘|l'-:\i. ovdhers of

erest

393 H\- AmacrmvousceBerpen uhu'ul:-:.l- orders of lerest I r.n.
custoters @ Indiana - CUSIOMRCTS Acoounted ln'l. of those orders. Howeves
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W h-.\nunw-uu elicrgen sdentified - wders of mberest from .~.||'-!uln:t-.
v ot |

1S In- Amersomrceliengen sdenhified - vders of mnterest m.f':-hn-.--

196 Ihe table Below reflects overall Amernowrceliergen reporting trends 1 Indiass
_—

Amerisourcellergen: Migh and Mediam Rk indiana Oplold Orden Reported To DIA

- Ny , 3
jnn‘.c oo ow ACD ava Ny 'y LT TsonTe 'K.'- reew aam

_ the number of opiosd orders that Indiasa customers placed with

Amens --mchmu.— bat the number of ooders of wterest that
AmensonroeBergon ﬂ:.u'-_\l_ And the percestage of ceders that
AmnerisomrceBergem reported 10 the DEA m-u.n IO Iaiely _

150



- The percentage of orders that Amensowwce Bergen reported 1o the DEA m_

s I rou _Ilu number of Indana custorners that Amensomrceliernzen

reported 1o the DI \_ The table below smmurrres Amerisowroe Beraen data The
percentage of amiomers hat Amsermource Bergen reported 1o the DI \_

CUSTOMERS REPORTED TO THE DEA

Amerisourceliergen fadled to block orders that exceeded thresholds

&
and relessed orders that shoubd have been NMagged for further
investigation
399 AmcrsourcoBergen abw violated 1ty own OMP by Bulmg 1o block phasmacy

purchases Shat breached tluesholds. For matance m- \sermsoneceBergen s CSEA

Depatiness review :J_Hl'tluh.lu whose conduct regared Amensourcellergen » -



X As recently a

mdcatng & svaiet-wide compliance fahwe. For exmuple -

-llnln»m was 2ot alone, thes pastern wis evidenced mn other -Hh:*--

0] A two-year sy of Ulustrates

bt ek were

the scope of Indisaa ceders tha

ey erihe lews pebeana

Ean Phasmeacy

-



7 Amerisourcellergen appiied even bess stringent rubes for its chain
pharmacy custemers.

02 \inernsourcelSerpen

Amerpourcctierzen yustibed this

o e Dases that

105 In practxce. thes macant that AmscrsourceSergen woudd i t—

104 ln additxca 10

For example

Cham Pharmacy #3

105 If an Amensosrce Berpgen cployee aticiapied 10 mnhiate investagahons of

potentsally suspicsons orders from chass phannacies _ For exauple, when one
WP W _ Chain Plarmacy 3 ad Chann Phatuacy A l.

| | '

—
ot
=



For example _1 hamn Pharmacy 43 \- actnvah

lustrates

the mogpact of delegating supervision authonty 30 large cham phansacues _

10 Chais Pharssacy #3 locations in Indisess, [T

108 Ihe resadt of Amensoanceliorgen’s deference 10 natsonal retasl accounts '.--‘-'l

Chann Phacinacy 43

locathwos mn Iedsam %

.
o
-n



L. Defendants Engaged in the Deceptive, Unfair, and'er Abusive Marketing of
Prescription Opéedds,

409 Defondamts’ costnbutions 10 the opeosd egadenic are not Tumited to e
excalating sales snd Enlure 10 desags and smplement polacies that eflfectrvely prevented dnvenson
Defendants’ imemal docvesents confins that they actively peomoted prescription opioids 1o
prescnbers and phacmacists. Thoough these mauketing activities, they bault upon, remfoaced, and
profited from e drug maenfactmeon” cangaign 1o deceive healthcare providers about the ks
ad bewe Bts of prescription opiosd wse—a campargn that encouraged and noomalized over-
prescnibing and over-dupensang of prescriphion opeceds

410,  Defesdants’ promaotion and ssarketing of prescnpiaca opiosds consnnutes 2 unfay
rd sbvsrve practice under Indima’s DCSA, i the comtext of thetr legal Gutses as boemsed
distnbutors of controlled substances and ther Gubare to mplement adequate systems 1o detect,

prevent, and report diversion. Thes marketing of prescription opeceds ranged f:ctu-

_, drosenunated through marketzng clunnels over whech they had

umque control, as well as promotion sed or sduunsiiation of prescrphion savings clubs sad
programes desipoed 10 encourage mtiaton and loag-term wse of baanded prescnpticn opioids
Nucugh these marketing activities, Defendants bault upos and resnforced the opecad
massfacturers ' deceptive. musleadmg. amd highly successful marketing campasgn to promote
prescrption opaond use

411, Defenbunts’ roles m tswketing prescrgtion optosds were st odds with thew core

responsibilitees as beensed duanbutons of coatrolled substances. These marketmeg effoets were



intended 10 morease opeond sales, which would thereby ncrease the supply of opeosds i the
comempunty and mcrease abuse and diversson. farther undermuming Defendants' already
msufficient diversion prevenhon systems

412 Delemdants profiled mn two ways fromm heu marketng activites: (1) they were
paad by the drug matulaciurers 10 promote ther prescrp®om oprowds, amd'or () they were pasd
frowm increases m pharmacy drug sales thae resalied from these marketing effoets

413, Defesdants focased thewr marketssg effoets on pharmacests becanse they Knew
ws dud the opeced manmincturers — that phanmnacasts, as the last healthcare professicaals 10 see
patients before mwedication s dispensed, oocupy » uque position of mflsence over both
prescubers snd comuumens. Partculaly over the kst few docades, the typical phacinacist s role
has evedved from rote dupensing of prescnphioas 1o actively advisng os drmg therapics

114, 1o 2 2010 sevey by the Nasosal Comumunty Phasinacists Association (“NCPA™)
pharmacists reported uneracting with other bealth care professionals regardag patients” drug
therapy an average of 7.1 tunes per day. Eighty-one percent of the surveyed phansacests reporied
reconmmending changes to patients’ drug regimens. with plivsacians acceptimg 7 3% of those
recomemendanons. Nealy all (93%) of the suaveyod pharnsacias repontiad, e example
reconmsending clanges froms beanded 1o generse drugs, with plsviciass accepting B0%e of those

recveszmendalioas

115, Cordinal has expecssly acknowledzo! [
Cardinal smarketing proposal emphasared 10 2 opiowd manuBactimer chent lluu_



proposal advised the drg cowpany thas

116 Oprowd mannfacturers that used Defendants” maketing services also knew that
pharmacists are key 8o cusmmng that peescrgptions are convertod to sales. Pusdoe, for exaple

moerted 1 »

In 2015 when Pasdoe

lvanched its exsended-release hydrocodone peodact, Hysaaia n_

17 Purdue and other cxumisciurers worled hand-m-glove wath Delendants 10

proescte thew products - theough the destnbators- 40 pharnmacses and pharmacests. For example

18 The targeting of phagmaciars by Defendants i thesr maeketing actavslies was
pasicularly problemmnic bocanse of Defendaats’ oxasting and offen oag-tevin Dasiness

relationshups witls phastnacies-— with whows Defendants sbarod a legal respossstulity 10 prevent

diversion. Defendants were 1 2 muqoe and tusted positson m the controdied substances supply

chamn from whach they could have spoken sruthfslly %o thewr phanuacy customers abost the

sorious rasks posed By oprosds (s lnding the rsk of diversion) They could have takon

position about the benefits and risks of opeosds, and sunply Blled orders and shupped drugs



Instead, Defendants abused their unique position for profit, by contributing to the chorus of
deception surrounding opioids.

419. To engage in the promotion of controlled substances at all, under the
circumstances detailed in this Complaint, was a dereliction of Defendants’ duties to prevent
opioid diversion. Through these marketing activities, Defendants contributed to and reinforced
the deceptive and misleading marketing messages that healthcare providers received about
opioids through other channels. Moreover, much of the Defendants’ marketing content was
deceptive, because it either affirmatively misrepresented the benefits and risks of prescription
opioids, or it omitted important information about the risks of prescription opioids. Defendants
knew or should have known that these marketing messages—particularly those that
misrepresented or omitted material information about the potential for diversion or risks of
addiction associated with prescription opioids—were deceptive. Through their deceptive, unfair
and/or abusive conduct, Defendants put Indiana consumers at increased risk of harm from the
escalating and largely unchecked distribution and sale of prescription opioids, increased
availability and diversion of opioids to non-medical use in Indiana, and increased misuse and
addiction that has created an epidemic of health problems, overdose, and death in Indiana.

A. Cardinal’s Opioids Marketing.

420. Cardinal has actively sought to increase the sale of opioids nationwide, including
in Indiana, by marketing these dangerous and addictive drugs to pharmacists and prescribers, and
even directly to consumers, contrary to its public claim that it merely serves as a secure delivery
service for transporting medications from warehouse to pharmacy. Cardinal not only offers
marketing services to its drug manufacturer clients, it incentivizes and encourages manufacturers
to use these marketing channels as a way of building their business and increasing sales of

prescription opioids.
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121 Incrensed drag sales bese it Cardinal

122 Cacdioal oflors a rsmae of marketmg services 10 18 drug sevmiacturer ¢ bents

For oy saanaiacturers, the cost of Cardinad s marketang services l‘-—
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124

A vesr Ister, Prndue and Sloee of s current and

forineyr executmves pled gulry 10 federnd onamal charges conpected 10 thew nusleading

|

e keting of OxyContin, paying S600 mallion i Hses and other payinents

425 \s mother cxample

By ke 2013, INSY'S had pubhichy smounoad that of was wsder federal svestigation

send had recerved o sulpocna Bom the U S, Departinesst of Health and Humas Serveces ssquiring

o INSY'S's sales and marketing peactices relatng to SUBSYS

Swnce then, the founder and fowr

executyves of INSY'S weare comnvctod m May 2019 of federal 1acketecning Sonspracy’ oflescves

180



relating 10 the company's payments of kickbacks 10 prescribers and frand on Medicare and
provate msarance progeas related o SUBSYS. Thercalter, INSY'S agreed that it would pan
$225 malhon and one of #ts operating wats would plead gmlty 10 several counts of mal frand, n

)

- - - ol : - |
settlcsmen! of rebvtod civil and

crmnunal <l agandt the oo oy, and A fided foe hmln:‘vu .

protechom days laley

126 From st Jeast 2010 10 2017, Cardal s marketing teann roummnely -

127 Cardmal alvo offered manubctamers the opportumty '.-_

128, Cardual did not samply

-

b
-
<
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150 Theowgh Cardinal s mavketing programs, ot dissesssavied the drug manufacourers
proesotscsal messages about opioids natsoaally and mio lnduma. [z &d so with the knowledge
that engaging m these types of marketing to promote comtrollied substances was problemahic and
should be avouded These marketing activitaes comtitated an unfan and abusive business
practice, under the cucumsiances detaled w Bos Comgpdant, & dscussed  section | below
Moreover, at least some of the murketing sastenals that Cardisal disscassated were deceptive, as

discassed m section 2 below

| Cardinal engaged in an unfair and sbusive business practice by
marketing proscription opioids through » variety of marketing
programs.
431 Cardmal worked 10 mcrease sales of ognonds leough 2 range of m-hotse

e ketmng plattornm directed af prescnberns, phasmacists, and cossutnens, nuplementod nationally
mad m Induna. These marketing activitses consntated an unfar and abusive business practice
under the coommtances detarled m thes Complamt

132, Divect-to-Comumer Marketing, Casdinad bas marketod dugs ducctly 10

To nusubacomens, Cardingd describes thas program _

To pharmacies, Cardmal explains llw-

133 There o mmple evidence that Bas type of marketing s effective. A 2014 sndience

rescarch stody conducted by Neelsen found 74% of PHN viewers mdscated advertisconents ase

142



more believable when viewed in a pharmacy; 49% of viewers surveyed indicated that they felt
encouraged to discuss a product or brand they had seen on the network with their pharmacist;
48% indicated that after seeing advertisements on PHN, they felt motivated to discuss those
products or brands with their physicians; and 13% of consumers who have seen advertisements
on PHN have purchased those products or brands.

434.  As John Disher, Cardinal’s Senior Manager for Marketing and Business
Development, said in 2014: “This study again confirms that consumers consider advertising
messages on Pharmacy Health Network to be informative and highly credible, and that ads on
our network drive action, by encouraging consumers to talk with their pharmacists and
physicians about products they see on our network ... As our network continues to receive a
positive response from advertisers and consumers alike, we look forward to expanding the
number of stores and advertisers that participate in the program.”

435. In fact, additional studies show that, as of November 2015, Cardinal’s PHN was
proven to increase sales of advertised products.

436.

I ' thcsc cxarmpls, it s clear
o
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137 Divect Mail Marketing. Cardunl prosaoted opaomds f.‘.'.wu.'l.-

139, Ewall Marketing. Cardaal las alvo

a0

4] Cardiaa) classss that tlyough

Cardinad

specifically promotes s abilaty to

[ sts ovwn words, Cardmal advertoses that sty “commmercial Seamn belps

o posihion |a manufcheer s product for sucoess by wdentifving phyvicians wio treal unigue

paticnt popmlatsons, undervtandmg jrescriber belivvot and dimvesg cogagetnent
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12 From 2010 theough at least 2015, Cardinal use S

43 From ot least 2012 theough 2017, Cardimal Goguently u'..'d_

114 MNarketing in Customer Nowsletters. Cardinal has also ol¥ered oprosd marketing

-
-
-

an l
-
N

146 Drng meamafacturers can |‘lll\'h‘ w

147 Cardimal used

u huding pharuacests in lndiasa, from at

'™

least 2009 theough 20

IR Telemarketing, Casdinal offers sts manubfactuper chents the option of purchaang

145



149

450 Oune losmurketing scrp!

-
N

tdvertisements on Orderimg Platform. Cardual also runs diug advertisements on

152 Cardimal offers drag mamafacturers the options o [N

C oomyolled vaibang e t-.!..’u..‘-u.l a9 S ided 300 Sched s '.,s’ul.‘..‘n'!nl potenaial fos b
- )‘" le | & T &) v e n‘o-lr bl for #is < hat o e ey bt & M o \._I,‘\‘a‘;. | ol B ond i w o e Hugy
may ad o moderate ox e plhyvical dopeadence o Bugh pyychelogacal depenndence
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453.

454. Pharmacy Rebates. Cardinal further encourages purchases of opioids through its

455.

456. Auto-Shipments. Cardinal also offered an auto-ship program called ‘_”

as a marketing service.

147



57,

I
2. Cardinal deceptively marketed opioids.

458. In addition to being an unfair and abusive business practice, some of Cardinal’s
marketing content was also deceptive. These marketing messages—Ilike other opioid marketing
messages disseminated in the medical community by opioid manufacturers—contained deceptive
statements about the benefits of particular opioids or misleading omissions about the serious
risks associated with them.

459. Cardinal’s deceptive and misleading marketing of opioids contributed to—and
built upon—the deceptions that drug manufacturers were disseminating through other channels.

460. Cardinal disseminated certain opioid advertisements that contained deceptive
statements regarding the risk of addiction, abuse, and diversion posed by these drugs. For

This

23 Schedule 11 controlled substances are so-categorized because they have a high potential for abuse, which may lead
to severe psychological and physical dependence.
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161 Moveoves, many of Cardmal s opeced advertisements faled to disclose the senowm
riks amsocsiod with opeosds o to pronaede “fair talance™ 1 thew representation of the raks aad

benelits of the drugs. For exanple

Likowwse, Casdinad dessermnated

schvortasements peomnading opeceds without mentsomng sy of the drsgs” s — provudng, o

1ot These advertscnscnts laled
10 provude “farr balance™ and had matenal omussscns, winch rendered thens medeadas 10 they
mtended reciprents, m vaolation of the Deceptive Consumer Sales Act

162.  Cardmal dissesmmatod advertisemsents that were ot clearly labeled as pand
advertising comtent amnd would reasosably bave been nmustaken by Cardinal's pharmacy costommers
o soutral mnformatoeal contemt provided by Casdinal

163, Theough these and other advertmements, Candisal 100k advantage of its dsuque
postion of trust & & destisbatior of comtrolied sulatances 10 gromote opioids i decepirve and
nusbeading ways. On mfonuation and belsef. Cardinal boew that these advertisements
particularly those that masregpresented the sk of drversaom for, or addictrve potennial of
prescriphion opeosds—were decoptive, becase of iy expenence m the plarmmceutical mdustry
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attendant legal obligations, including the obligation to provide “fair balance” and adequately
disclose the risks associated with the drugs it was promoting.

B. McKesson’s Opioids Marketing.

464. McKesson actively sought to increase the sale of opioids by directly participating
in marketing these dangerous, addictive, and misuse- and abuse-prone drugs, in collaboration
with the manufacturers.

1. McKesson engaged in an unfair and abusive business practice by
marketing prescription opioids.

465. Through its marketing programs, McKesson disseminated drug manufacturers’
promotional messages about opioids nationally, including in Indiana. These marketing activities
constituted an unfair and abusive business practice, under the circumstances detailed in this
Complaint.

466. McKesson claims to have had a policy of not_

Despite that policy, -, McKesson’s marketing team identified

7.
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McKesson billed the program as providing

184, Theough the progeas, [

485.  As part of the program,

486. McKesson touted the _ as a proven way to -

487.

2. McKesson deceptively marketed opioids.

488. In addition to being an unfair and abusive business practice, some of McKesson’s
marketing content was also deceptive. The opioid advertisements that McKesson disseminated

were deceptive and misleading because they failed to disclose the serious risks of addiction,
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534. The savings clubs and programs that Defendants promoted—and, in the cases of
McKesson and AmerisourceBergen, administered—were intended to and did encourage patients
to initiate and stay on long-term opioid therapy by making it easier and cheaper to access
prescription opioids, even though there are no studies demonstrating the safety or efficacy of
long-term opioid use beyond 12 weeks. In other words, Defendants’ savings cards and
programs facilitated long-term use of the drugs, well beyond the duration of treatment for which
there was scientific support.

IV.  The Foreseeable Consequences of Defendants’ Conduct Include Increased Opioid
Misuse, Addiction, Diversion, Overdose, and Death in Indiana Communities.

535. Indiana—Iike many other states—saw an explosion in opioid prescribing between
1996 and 2012 that fueled an escalating public health crisis of opioid overuse, misuse, and abuse
over the last decade. The effects of this crisis are reverberating through the State to this day and
are expected to continue for decades. One recently-published analysis concluded that, under the
status quo, the number of opioid overdose deaths nationwide is projected to increase from 33,100
per year in 2015 to 81,700 deaths per year by 2025.

536. Despite increased public awareness surrounding the dangers of opioid use, opioid
sales only began to meaningfully decline in the State very recently, after nearly two decades of
unacceptably and unnecessarily high prescribing levels. In 2012, for example, more than 110
opioid prescriptions were dispensed for every 100 Indiana residents—the equivalent of, on
average, more than one opioid prescription for every man, woman, and child in the State. In
some parts of Indiana, opioid prescribing rates were even higher at their peak and have been

slow to decrease. In Scott County, for example, opioid prescribing peaked in 2008-2012, when
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more than 235 opioid prescriptions were dispensed for every 100 residents, each year. In 2017
(the most recent year for which data are available from the CDC) opioid prescribing rates were
still well above 100 prescriptions per 100 residents in, for example, Scott County (124.4),
Howard County (113.4), Floyd County (115.9), Vanderburgh County (121.5), Knox County
(113.1), and Fayette County (103.4).

537. These levels of prescription opioid sales are far higher than required for legitimate
medical use. Increased sales and availability of these drugs in Indiana communities have been
accompanied by increased abuse and diversion, leading many citizens to misuse opioids, to
become addicted to them, and to escalate to the use of heroin and fentanyl. These patterns have
led to overdoses and premature death.

538. Increased rates of prescription opioid diversion—and serious public health
consequences—were foreseeable consequences of the Defendants’ promotion of these opioids
and their failure to implement effective systems to detect and prevent diversion of these
dangerous drugs.

A. Prescription opioid diversion is widespread in Indiana.

539.  Prescription opioids are diverted away from legitimate medical channels in
several ways. Some prescription drugs are stolen from warehouses and pharmacies. Some are
prescribed to persons posing as medical patients, who then sell the pills to illegal dealers. But the
vast majority of people who misuse prescription opioids obtain their drugs (1) from friends or
family members, or (2) through their own prescriptions. This means that the source of their
drugs, for most people who misuse opioids, is typically found in the excess supply of drugs in
the community, beyond what is needed for legitimate medical purposes.

540. More than twenty years ago, when the prescription and sale of opioids were

limited to a narrow set of patients who suffered from severe medical conditions and had close
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oversight from treating physicians—who had been educated to understand that opioids were
dangerous and addictive, and should be prescribed in relatively narrow circumstances—there
was little or no excess supply of prescription opioids in communities available for misuse. But
when Purdue Pharma introduced its extended-release oxycodone formulation branded as
OxyContin ER in 1996, the company launched a massive marketing campaign that changed the
landscape of opioid prescribing and over-use for decades to follow. Prescription opioid diversion
became a serious problem as over-prescribing rose for less serious conditions—both acute and
chronic—and physician oversight and vigilance decreased. This change in culture was driven by
aggressive marketing of these drugs—not only by the manufacturers, but also, as it turns out, by
distributors like Cardinal, McKesson, and AmerisourceBergen. As a result of this marketing, and
the resulting shift in the medical consensus around opioid prescribing, it became common for
healthcare providers to prescribe opioids for long-term conditions like chronic lower-back pain,
minor injuries like sprains, and post-surgical pain (or even potential pain) from minor
procedures, like removal of wisdom teeth. The supply of opioids available in communities across
Indiana and the United States ballooned.

541. At the height of excessive opioid prescribing and dispensing, more opioid
prescriptions were filled in Indiana each year than there were residents in the State. As noted
above, at the peak of over-prescribing in 2012, 112 opioid prescriptions were filled for every 100

residents statewide. In some counties, more than 200 prescriptions were filled for every 100
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residents:

2012 Opioid Prescriptions Per 100 Residents
PERFORMANCE

2008
2009
2010
20132
<2012
2013
2034
2015
2016
2017

Source: NextLevel Recovery Indiana, https://www.in.gov/recovery/1054.htm

542. Excessive opioid supply in Indiana communities over the past two decades has
resulted in high rates of prescription opioid misuse in the State. In each of the years 2006 through
2011, for example, around 6% of Indiana citizens 12 and older were estimated to have misused
prescription pain relievers in the preceding twelve months. Opioid misuse has been particularly
prevalent among young people: in 2013, for example, an estimated 5.7% of teens (ages 12-17)
and 12.2% of young adults (ages 18-25) had misused prescription pain relievers in the preceding
year.

543. In more recent years, through increased awareness, regulatory efforts, and

addiction treatment, the rate of prescription opioid misuse in Indiana has begun to decrease—but
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556. AmerisourceBergen was similarly aware of the opioid crisis. As early as 2008,

AmerisourceBergen
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557.

558.  Specifically, Defendants had access to data_

IQVIA and Symphony Health provide data analytics to the healthcare industry. IQVIA has a
databank of over “600 million non-identified patient records” and prescription drug data “to
state, county, zip code or prescriber granularity.” In addition, IQVIA provides services that allow
corporations such as Defendants to determine where individual products are sold, “granular
prescription performance,” and “weekly prescription dispensing” through various proprietary
databases, such as DDD, Xponent, and National Prescription Audit.

559. Symphony Health offers similarly extensive information, with databases
including medical, hospital, and prescription claims data along with “point-of-sale prescription

data, non-retail invoice data, and demographic data.”
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572. Defendants also knew or should have known that their diversion control systems
did not work: their anti-diversion and suspicious order monitoring programs were designed with
loopholes to minimize the detection of suspicious orders. Defendants actively helped their
pharmacy customers to subvert the systems’ protections against diversion, and the protections
that did exist were deliberately flawed from the start. It is no surprise that Defendants’ anti-
diversion systems did not prevent the diversion of prescription opioids, as explained in Section II
supra.

573.  As licensed distributors of controlled substances and giants in the prescription
drug distribution industry, Defendants knew or should have known the risks of the controlled
substances that they sold and failed to control. Prescription opioids present such serious health
risks to consumers, and are so prone to diversion, that the federal government requires drug
distributors (like the Defendants) to store them in a locked vault with walls, floors, and ceilings
made of “at least 8 inches of reinforced concrete;”?* to transport them with extensive security
precautions;?® and to sell them only to DEA-registered pharmacies whose orders distributors
must carefully monitor and investigate (and report to DEA, if suspicious).?® Defendants knew

and accepted the rules when they entered the marketplace to sell these dangerous controlled

substances.

221 C.ER. § 1301.72(a)(2)—(3)(i).
% See, e.g., 21 C.E.R. §§ 1301.74(e) & 1301.77.
26 See supra Section I.
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574.  The resulting harm—to both Indiana consumers and to the State—was foreseeable
to the Defendants and could have been prevented. Defendants instead prioritized profit above
their legal responsibilities and the well-being of the public, with devastating results.

C. Indiana has suffered the devastating effects of prescription opioid diversion.

575.  Widespread prescription opioid diversion—and the resulting epidemic of
addiction—have caused devastating consequences for Indiana and its citizens.

576.  Scientific evidence demonstrates the close link between opioid prescriptions and
opioid abuse. A 2007 study found “a very strong correlation between therapeutic exposure to
opioid analgesics, as measured by prescriptions filled, and their abuse,” with compelling data for
extended release oxycodone (i.e., OxyContin). The most common source of opioids that are
abused is, directly or indirectly, through physicians’ prescriptions. This high volume of opioid
use and diversion leads to increased incidence of dependence and addiction—a significant public
health problem in Indiana.

577.  One of the most devastating consequences of opioid diversion and abuse has been
the skyrocketing rate of overdose deaths. The leading cause of drug overdoses in Indiana is
prescription opioids: “Indiana loses more citizens to prescription opioid overdoses annually than
to cocaine and heroin combined.” In Indiana, there were 757 opioid-overdose deaths in
2016—reflecting a 73% rise since just 2014. Year-over-year increases are continuing despite

efforts by the State and the CDC to reduce prescribing and educate consumers.
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Opioid Poisoning Deaths

T [T

Source: NextLevel Recovery Indiana, https://www.in.gov/recovery/1054.htm

These overdose deaths have a broad impact—in the tight-knit communities across
Indiana, there are no anonymous deaths.

578.  Opioid prescribing and opioid-related overdoses have risen in tandem since 1999.
Both have quadrupled. According to the CDC, patients receiving opioid prescriptions for chronic
pain account for the majority of overdoses. For these reasons, the CDC has concluded that efforts
to rein in the prescribing of opioids for chronic pain are critical to “reverse the epidemic of
opioid drug overdose deaths and prevent opioid-related morbidity.”

579.  Prescription opioids have been a major driver of overdose deaths in Indiana. And
in addition to the steady climb in prescription opioid-related overdose deaths, Indiana has
recently seen a steep increase of overdose deaths involving heroin and fentanyl (a highly potent

synthetic opioid):
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580.

fuels the opioid crisis. Many addicts begin with a legal opioid prescription from their doctor or

The link between prescription opioids and “street drugs” like heroin and fentanyl

by taking a pill from a prescription bottle belonging to a family member or friend. But, as the

Indiana Department of Health has explained, individuals may escalate to using the cheaper

alternatives of heroin and—more recently—fentanyl, once they are no longer able to obtain legal

prescription opioids. Prescription opioid users are statistically far likelier to use illegal opioids

like heroin and fentanyl. U.S. Centers for Disease Control and Prevention (“CDC”) statistics

show that people addicted to prescription opioids are 40 times more likely also to be addicted to

heroin, and nearly half (45%) of people who use heroin also are addicted to prescription opioid

2 The Drug Overdose Epidemic in Indiana: Behind the Numbers, Indiana State Department of Health, at 3,
available at https://www.in.gov/isdh/files/85 Drug%200verdose%20Data%20Brief 2019.pdf.
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painkillers. Studies report that as many as 80% of heroin users took prescription opioids before
turning to heroin.

581. Heroin overdose deaths in Indiana have risen dramatically, by more than 300%,
from 54 in 2010 to 239 in 2015. And the rates of heroin dependence reported by people seeking
treatment in Indiana have risen from 1.8% in 2001 to 7.9% in 2012.

582. Fentanyl—a synthetic opioid that is driving the third “wave” of overdose deaths
(shown above)—is even more dangerous than heroin because it is more potent. This drug’s
prevalence has increased in Indiana in recent years. Indiana forensics labs recorded 600 cases of
seized fentanyl in 2016, compared to 27 in 2013.

583.  Areas of Indiana with the highest opioid prescribing rates have also been some of
the hardest hit by this epidemic of overdose deaths. In Scott County, for example, prescribing
rates were well over 200 opioid prescriptions per 100 residents, for each year from 2006 through
2013. As recently as 2017, Scott County’s prescribing rate was 124.4 prescriptions per 100
residents—well above the statewide average of 74.2 prescriptions per 100 residents. And Scott
County has one of the highest rates of drug overdose mortality in the state—46.2 deaths per
100,000 residents, between 2013 and 2017. Similar patterns can be observed in Fayette County
(58.8 deaths per 100,000 residents), Vanderburgh County (25.5 deaths per 100,000 residents, and
Howard County (30.5 deaths per 100,000 residents).

584. Opioid overdose deaths are only the tip of the iceberg, according to national data
analyzed by the Centers for Disease Control and Prevention. For every overdose death in 2010,
for example, there were 15 abuse treatment admissions, 26 emergency department visits for
opioid abuse or misuse, 115 people with abuse or addiction problems, and 733 non-medical users

of opioids.
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585.  The number of people in Indiana seeking treatment for opioid addiction also has
risen. In 2000, of all Indiana admissions for substance abuse and addiction treatment, 5.5%
reported prescription opioid misuse or abuse; by 2012, this number rose to 22%. According to
public health experts’ estimates, as many as 89,000 people in Indiana are currently struggling
with opioid use, misuse, and addiction.

586. Opioids harm not only those who take them. Infants exposed to opioids in utero
are at increased risk for neonatal abstinence syndrome (“NAS”)—with 60-80% experiencing
withdrawal symptoms upon birth including tremors, difficulty eating, vomiting, seizures, and
respiratory distress. When untreated, NAS can be life-threatening. Research shows these children
may suffer serious neurologic and cognitive impacts.

587. Infants with NAS face more difficult and more expensive hospital stays. In 2014,
the average length of a hospital stay in Indiana for infants without NAS was 2.24 days at an
average cost of $4,167, compared to 17.88 days at an average cost of $97,555 for an infant with
NAS. The total hospital cost for 657 infants with NAS in Indiana in 2014 was $64 million.

588.  Opioid abuse has impacted hospital emergency departments. An Indiana
University report identified 641,940 visits to Indiana emergency departments due to non-fatal
poisonings in 2010 alone, 90% of which were due to drug abuse. Non-fatal emergency room
visits due to opioid overdoses increased 60% from 2011 to 2015, per the State Department of
Health. These visits represent not simply a health care cost, but a diversion of resources that
affects the ability of emergency departments to deliver timely care.

589.  More than 51,000 naloxone kits were distributed in 2016 - 2018 by treatment
facilities, local health departments, schools, pharmacies, prisons, and jails through a State

initiative to broaden the availability of this overdose-reversal drug. Since 2016, the State has also
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implemented programs that provide training and naloxone kits to first responders, including local
and state police officers, throughout the State.

590. Indiana’s health care costs attributable to opioids totaled $650 million in 2007
according to a Matrix Global Advisors report. This figure is 12th highest among all U.S. states
and places Indiana even higher—8th—among all 50 states on a per capita basis with a cost of
$99 per citizen. This figure is certain to have risen as the opioid crisis has worsened.

591. In addition to the impact on Indiana’s health care system, the proliferation of
diverted prescription opioids has led to other substantial costs for the State, in the form of social
welfare spending, law enforcement costs, and lost productivity.

592.  More than 60% of children removed from homes by Indiana’s Department of
Child Services in 2017 came from families with parental drug use. Roughly one in four teenagers
has abused prescription drugs, according to 2012 data. In 2015, 16.8% of Indiana teens had
abused prescription drugs, including prescription opioids.

593. The proliferation of opioids has increased drug-related crime, requiring additional
law enforcement resources. From 2013 through May 2016, Indiana led the nation in pharmacy
robberies, with 367 reported. By contrast, California—with a population six times as large—had
57 fewer robberies during the same time period.

594. The increased use of injectable illicit opioids—heroin and fentanyl—has also
resulted in negative public health impacts. A litany of adverse health outcomes is associated with
heroin use, including spontaneous abortions, chronic infections, liver disease, pulmonary

complication, and death. When heroin is administered by injection, needle-sharing puts users at

184



increased risk for HIV and Hepatitis B and C.?® Ten Indiana counties have been recognized by
CDC as among the U.S. counties most vulnerable to HIV outbreaks due to injection drug use.

595. The severity of the epidemic is also reflected in the State’s prison population.
More than 50% of the state’s prison population have reported substance use disorders. Of those
incarcerated two or more times, 75% have substance abuse disorders.

596. Finally, the impact of opioid over-prescribing and misuse has seeped into Indiana
businesses. As many as 80% of Indiana’s employers have observed prescription drug misuse by
their employees, according to a survey by the National Safety Council and the Indiana Attorney
General. Almost two-thirds of Indiana employers surveyed perceived that prescription drugs
present bigger problems in the workplace than illegal substances.

597. Not surprisingly, drug overdoses are harming Indiana in terms of work loss. Data
from the CDC show that the estimated lifetime medical and work loss costs in Indiana of drug
overdose fatalities occurring in 2014 were $1.4 billion, while costs incurred for non-fatal drug
overdose emergency room visits were $31.9 million. Over a four-year period from 2007 to 2010,
hospitalizations for all non-fatal poisonings led to lifetime medical and work loss costs totaling
$350 million.

598. Indiana has taken numerous steps to stop over-prescribing in the State and reduce
the harms caused by opioids:

o Setting restrictions on opioid coverage under the Medicaid program;

. Setting a new, seven-day supply limit on initial opioid prescriptions;

28 Increased risk of HIV and Hepatitis is not limited to heroin users. In fact, one of the worst recent outbreaks of
these diseases is attributable to prescription opioid abuse via needle injections. In Austin, Indiana, there were only
five reported cases of HIV between 2004 and 2014. In late 2014, three individuals were diagnosed with HIV. By
April 2016, there were 191 cases, half of which were located within a half-square-mile area. Ninety percent of those
infected with HIV were also infected with Hepatitis C.
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o Improving INSPECT, the State’s prescription drug monitoring program, to help

providers determine what other opioids a patient has been prescribed;

. Requiring State health care professional licensing boards to review and revise

their prescribing guidelines;

o Funding OB/GYN training on medication-assisted treatment (MAT) for opioid

addiction to improve maternal health and reduce the incidence of NAS; and

o Passing legislation that provides funding and authority for first responders and

laypersons to obtain and administer overdose-reversal drugs.
But despite these efforts, the consequences of the opioid epidemic have been significant for the
State and its citizens, and they are likely to continue for years to come.
V. Defendants Fraudulently Concealed Their Unlawful Conduct.

599. Defendants misrepresented their conduct with respect to promoting opioids and
their compliance with their legal obligations to monitor and prevent diversion. These actions
misled Indiana and the public—preventing the State, through the exercise of reasonable
diligence, from discovering the facts essential to its claims.

A. Defendants concealed their failure to comply with their duties to prevent
diversion.

600. Defendants spoke publicly about their commitment to preventing diversion, their
embrace of the vital role they play in the controlled substances distribution system, and their
investment in state-of-the-art diversion prevention systems. At the same time, however, as
detailed in Section II, Defendants understaffed their diversion prevention functions, provided
such inadequate internal training that key personnel could not define and explain basic concepts
like “diversion,” relied on primitive systems with significant limitations, and failed even to

implement those systems as designed. Further compounding these failures, Defendants also
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failed to accurately and fulsomely report all suspicious orders to the State, as required by Indiana
law.

601. Moreover, as detailed in Section III, Defendants actively promoted prescription
opioids through their marketing programs. Through this deceptive, unfair, and/or abusive
conduct, they reinforced and built upon the opioid manufacturers’ decades of deceptive
advertising, which shifted the medical consensus and drove overprescribing and overuse of these
dangerous drugs. Yet Defendants have not been transparent with regulators about their role in
these marketing efforts, and in recent years, Defendants have affirmatively told regulators that
they did not market prescription drugs at all.

602. Defendants also worked hard behind the scenes to lobby for decreased regulation
and decreased law enforcement in their industry—actively seeking to weaken the safeguards and
protections of laws governing the distribution of controlled substances.

603. Through these actions and inactions, Defendants avoided detection of and
fraudulently concealed their misconduct from regulators and law enforcement. They concealed
the facts that would have been sufficient to arouse suspicion of the claims that the State now
asserts. The State did not know of the existence or scope of the Defendants’ misconduct and
could not have acquired such knowledge earlier through the exercise of reasonable diligence.

1. Cardinal

604. In December 2006, Cardinal agreed to pay $11 million to settle an investigation
by the New York Office of the Attorney General over Cardinal’s secondary market trading of
prescription drugs. As part of the settlement, Cardinal vowed to undertake a series of reforms to
its distribution business, including maintaining “a comprehensive compliance manual addressing
means to prevent and detect diversion and assure the safety and integrity of prescription

pharmaceuticals.” Cardinal also agreed to:
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gather, monitor, and analyze sales data to detect instances of possible diversion of

prescription pharmaceuticals . . . including sales volume, volume changes over

time or other significant changes in purchasing patterns, purchases of frequently

diverted products, consistency with the customers’ business ... and any other

available relevant information.

605. Less than two years later, in September 2008, Cardinal agreed to pay $34 million
to settle an investigation by seven U.S. Attorney’s Offices and the DEA over Cardinal’s failure
to comply with its diversion prevention duties. As part of the settlement, Cardinal vowed to
“maintain a compliance program designed to detect and prevent diversion of controlled
substances,” including procedures to review orders by trained employees to determine whether
the order is suspicious and should be canceled and reported to the DEA, and “review
distributions of oxycodone, [and] hydrocodone...to retail pharmacy customers and physicians”
and identify and investigate any customer that had exceeded Cardinal’s distribution thresholds in
the previous 18 months.

606. Cardinal proffered that, over the previous year, it had “invested more than $20
million to significantly enhance its controls across its network to prevent the diversion of
controlled substances .... Specifically, the company has expanded its training, implemented new
processes, introduced an electronic system that identifies and blocks potentially suspicious orders
pending further investigation, and enhanced the expertise and overall staffing of its
pharmaceutical distribution compliance team.”

607. In 2012, Cardinal entered into a settlement with the DEA to resolve an
investigation into its distribution center in Florida. As part of the settlement, Cardinal vowed to
“maintain a compliance program designed to detect and prevent diversion of controlled

substances as required under the CSA and applicable DEA regulations.” Cardinal also vowed to

“commence procedures to ensure that any pharmacy, chain or retail, placing orders of controlled
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substances ... that Cardinal knows or should know are suspicious in nature, given the totality of
the circumstances, will receive a site visit or an anonymous site inspection by a Cardinal
employee or a qualified third-party inspector to provide an independent assessment of whether
that customer’s orders are being diverted.”

608. That same year, Cardinal issued a press release touting its anti-diversion system,
claiming that the company has “robust controls and performs careful due diligence.”
Specifically, Cardinal described its system as follows:

The company’s controls feature a system of advanced analytics and teams of anti-

diversion specialists and investigators to identify red flags that could signal

diversion. When the company’s program raises a red flag, its teams immediately

investigate. Cardinal Health’s anti-diversion specialists use their professional

judgment and expertise to determine the appropriate action.

609. Cardinal wrote that it “spent millions of dollars” to build its monitoring system,
and assured the public it was being “as effective and efficient as possible in constantly
monitoring, identifying, and eliminating any outside criminal activity.”

610. Ina 2017 document published to shareholders, Cardinal acknowledged its role in
“maintaining a rigorous program to prevent opioid pain medications from being diverted for
improper uses.” During an earnings call that same year, George Barrett, Cardinal’s Chairman and
then-CEO, claimed Cardinal “operate[s] a very strong, robust, suspicious order monitoring
system and process that not only meets [] regulatory requirements,” but also “exceeds what is
required of distributors.”

611. In asubsequent 2017 earnings call, Cardinal stated: “[W]e have spent nearly a

decade continuously enhancing our best in class suspicious-order monitoring tools and analytics

to keep pace with the ever-changing shape of this crisis .... We ... take very seriously our
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responsibilities to serve our health-care system. Our anti-diversion systems and controls are
substantial, they are well-funded, and they are best in class.”

612.  To this day, Cardinal continues to publicly portray itself as “committed to fighting
opioid addiction and misuse.” Cardinal’s website holds the company out as an “industry
leader[]” that uses “‘state-of-the-art, constantly adaptive, rigorous systems supported by program
specialists who monitor and investigate suspicious orders using advanced analytics and other
tools.”

613. Cardinal was aware that all of these public promises about what it purported to be
doing with its compliance program and its efforts to address the opioid crisis did not align with
its actions. Through its repeated statements, Cardinal fraudulently concealed its misconduct—
violations of its obligations to monitor and prevent diversion.

2. McKesson

614. Similarly, McKesson has publicized the quality of its anti-diversion efforts since
2005, claiming that it “focuses intensely on ... systems and processes that enable full compliance
with the laws and regulations that govern [its] operations .... [because it is] especially aware of
[its] responsibility to maintain the integrity of the pharmaceutical supply chain and consumer and
patient safety.”

615. In May 2008, McKesson entered into a settlement to resolve a DEA investigation
over its failure to maintain effective controls at distribution centers in six states. As part of the
settlement, McKesson vowed to “maintain a compliance program designed to detect and prevent
diversion of controlled substances” and review orders that “exceed established thresholds and
criteria” to determine whether the orders were suspicious and “should not be filled and reported
to DEA.” McKesson also vowed to “follow the procedures established by its CSMP [Controlled

Substance Monitoring Program].”
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616. McKesson subsequently reassured the public in 2016 that it “put significant
resources towards building a best-in-class controlled substance monitoring program to help
identify suspicious orders and prevent prescription drug diversion in the supply chain.” And
McKesson claimed it is “deeply passionate about curbing the opioid epidemic in our country.”

617. McKesson continued to hold itself out as committed to preventing diversion,
assuring the public in 2017 that it is “doing everything [it] can to help address [the opioid] crisis
in close partnership with doctors, pharmacists, government and other organizations across the
supply chain.” McKesson also claimed it “invested millions of dollars to build a first class
Controlled Substance Monitoring Program [], allowing the company to monitor suspicious
ordering patterns, block the shipment of controlled substances to pharmacies when certain
thresholds are reached, report suspicious orders to the DEA, and educate customers on
identifying opioid abuse.”

618. Also in 2017, as part of an agreement with the Department of Justice and DEA to
resolve an investigation into some of McKesson’s distribution centers, McKesson vowed to
“maintain a compliance program intended to detect and prevent diversion of controlled
substances.” Specifically, McKesson vowed to make specific staffing and organizational
improvements to ensure rigorous compliance and eliminate conflicts of interest, maintain
customer due diligence files, refrain from shipping suspicious orders, increase customer
thresholds only through an established regulatory review process, and conduct periodic auditing.

619. To this day, McKesson continues to tout its commitment to preventing diversion,
claiming that it “uses sophisticated algorithms designed to monitor for suspicious orders.”
McKesson also claims to have “developed a controlled substances threshold management

program, using complex and dynamic data analytics.”
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AmerisourceBergen also asserted that its “dedicated diversion control team of internal and
external experts consists of former law enforcement professionals, diversion investigators, and
pharmacists or pharmacy technicians.”

625. In January 2017, AmerisourceBergen entered a $16 million settlement with West
Virginia’s Attorney General for failing to respond to suspicious orders. As part of the settlement,
AmerisourceBergen promised it would promptly alert state authorities to suspicious orders from
pharmacies.

626. In the wake of the settlement, AmerisourceBergen hurried to reassure the public
that it had strong controls against diversion by “employ[ing] teams of experts to interview and
learn about our customers, and [] invest[ing] heavily to ensure that [AmerisourceBergen’s]
facilities have the best possible protocols and technology to eliminate the diversion or theft of
these controlled and highly regulated products from the minute they enter
[AmerisourceBergen’s] facilities to the time they are delivered to our pharmacy customers.”
AmerisourceBergen also claimed it “use[s] complex algorithms to identify and stop orders that
are deemed to be suspicious.”

627. In August 2017, AmerisourceBergen’s Vice President of Communications wrote
an article addressing the opioid crisis wherein he promised that AmerisourceBergen’s
“substantial diversion-control program vets our thousands of customers to ensure we, like our
peers, only sell medicines to pharmacies that are licensed and registered with the appropriate

federal and state authorities (DEA, Board of Pharmacy, Department of Health, etc.).”
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repeated public promises, AmerisourceBergen fraudulently concealed its misconduct in violating
its obligations to monitor and prevent diversion.

B. Defendants concealed their marketing and promotion of prescription drugs.

633. Asrecently as 2018, at a hearing on “Combatting the Opioid Epidemic:
Examining Concerns About Distribution and Diversion,” Cardinal’s Chairman testified before
Congress that Cardinal does not market any medications to patients, a statement now known to
be deceptive. As detailed in Section III.A.1 supra, Cardinal has run marketing programs for drug
manufacturers—including promoting opioids—for many years. Cardinal’s Chairman also
testified that opioid prescriptions are written by healthcare providers and filled by pharmacies,
suggesting distributors have no role in this decision-making process. He claimed that, “[a]s an
intermediary in the pharmaceutical supply chain, Cardinal Health does not ultimately control
either the supply of or the demand for opioids.” However, as detailed in Section III.A.1 above,
Cardinal has worked for years to drive increased demand for opioids through its marketing
programs.

634. These misstatements are emphasized on the Cardinal website, where the company
styles itself a transporter of prescription medications, responsible for secure delivery, and claims
that it does not promote prescription medications to members of the public.

635. At the same Congressional hearing, McKesson’s Chairman likewise testified that
McKesson does not market prescription drugs to doctors or patients, nor “any particular category
of drugs, such as opioids, to pharmacies.” The State now knows this to be false. As discussed
supra (Section I11.B), McKesson markets prescription drugs to pharmacies through multiple
programs and to consumers through the Pharmacy Information Program. McKesson’s Chairman

also testified that the company does not ship prescription drugs absent a pharmacy order.
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However, McKesson has, in the past, auto-shipped opioids to pharmacies, through one of its
marketing programs, as detailed in Section III.B.1.

636.  Similarly, AmerisourceBergen’s Chairman testified before Congress that
AmerisourceBergen “does not promote the prescribing or use of medications, including opioids.”
As discussed above in Section II1.C, in reality AmerisourceBergen utilizes multiple programs to
market prescription drugs, including opioids, to pharmacies. AmerisourceBergen’s Chairman
also testified that AmerisourceBergen has “no ability, and no desire, to encourage the prescribing
or dispensing of pain medications” and that AmerisourceBergen does not provide “sale
representatives special compensation or incentives of any kind that target opioid orders in
particular.” This testimony glosses over the fact that, until as late as 2017, AmerisourceBergen
sales representatives were offered incentives based on sales quotas that included opioid sales, as
discussed in Section IL.F.1.

637. Defendants’ trade lobbying association, HDA, has also falsely denied that
Defendants marketed opioids. In publicly denying distributors’ role in the opioid epidemic, HDA
stated: “Distributors have no ability to influence what prescriptions are written. The fact is that

distributors don’t make medicines, market medicines, prescribe medicines or dispense them to

638. Defendants’ deceptive and misleading public statements, including to the U.S.

House of Representatives Oversight Committee, were intended to and did conceal their conduct,

preventing the State of Indiana from discovering facts essential to its claims.
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C. Defendants fought to safeguard the market for opioids, further ensuring that
their misconduct remained concealed.

639. Defendants spent millions of dollars to protect the market for opioids and ensure
their misconduct remained concealed.

640. From 2008 through 2018, Defendants’ lobbying expenditures increased,
corresponding with the increase in opioid use and abuse. To further their interests, including
decreased enforcement, Cardinal spent over $19 million, McKesson spent over $17 million, and
AmerisourceBergen spent over $16 million on lobbying during these deadly years. Meanwhile,
law enforcement actions related to opioids declined—civil case filings by the DEA against

distributors, manufacturers, pharmacies, and doctors dropped from 131 in fiscal year 2011 to just

40 in fiscal year 2014. During that same period, _
a1, Amerisourcepereens
_—detailed AmerisourceBergen’s successes. On the

federal level, AmerisourceBergen successfully worked with HDA, National Association of Chain
Drug Stores, National Community Pharmacists Association, and other organizations to pass the
Ensuring Patient Access and Effective Drug Enforcement Act, a bill which significantly
weakened the DEA’s ability to regulate the distribution industry. The controversial bill, rather

than protecting patients, curbed the DEA’s power to go after distributors and halt suspicious

orders. The _ outlined how AmerisourceBergen targeted _
I crozed i
I <t 2016,
Amerisourceercn [
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passage of the Act, which implemented a standard for monitoring distribution of controlled

substances that was advantageous to Defendants to the detriment of law enforcement agencies.

7.

658.

659. Defendants’ efforts succeeded—the Act has not been repealed. The head of the
DEA office that regulates the pharmaceutical industry testified before the Senate Judiciary
Committee that the Act has made enforcement more difficult in urgent circumstances and should
be revised. HDA, however, argued in support of the Act that it does not handcuff DEA’s ability
to enforce the law because DEA can focus on bad doctors and pharmacists or limit quotas for
opioid production—an attempt to shift DEA focus away from distributors.

660. In 2016, HDA submitted an amicus brief to the United States Court of Appeals in
Masters Pharm., Inc. v. Drug Enf’t Admin., 861 F.3d 206 (D.C. Cir. 2017). In the brief, the HDA

represented that Cardinal, McKesson, and AmerisourceBergen “take seriously their duty to
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report suspicious orders, utilizing both computer algorithms and human review to detect
suspicious orders based on the generalized information that is available to them in the ordering

661. Significantly, while acknowledging distributors’ duties regarding suspicious
orders, HDA also requested the Court of Appeals to limit those duties. HDA asked the court to
renounce “any attempt to impose additional obligations on [Defendants] to investigate and halt
suspicious orders.” The court rejected HDA’s arguments.

662. In addition to its own matters, HDA supported the activities of other front groups.
It was a member of the Pain Care Forum, a lobbying consortium whose members spent more
than $880 million from 2006 through 2015 on campaign contributions and lobbying expenses at
the state and federal level on an array of issues, including opioid-related measures. From 2006 to
2015, the number of registered lobbyists in Indiana employed by members of the Pain Care
Forum ranged from 13 to 25.

663. The Pain Care Forum lobbied both state and federal governments to prevent
restrictions on opioid prescribing. For example, the group agreed to pay a public relations
consultant to implement a multi-pronged approach to encourage a state medical board to adopt
more lax guidelines on opioid dosage. According to reporting by the Associated Press and the
Center for Public Integrity, as early as 2008, the Pain Care Forum was developing a strategy to
“inform the process” at FDA, generating 2,000 comments opposing new barriers to opioids.
According to the article, the Pain Care Forum has, for over a decade, met with some of the
highest-ranking health officials in the federal government, while quietly working to influence
proposed regulations on opioids and promote legislation and reports on the problem of untreated

pain. The group is coordinated by the chief lobbyist for Purdue Pharma, the maker of OxyContin.
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From 2006 through 2015, participants in the Pain Care Forum spent over $740 million on
lobbying.

664. Through these efforts, Cardinal, McKesson, and AmerisourceBergen not only
concealed their own misconduct in marketing and promoting opioids and failing to comply with
their duties to prevent diversion, but actively lobbied against increased regulation of the opioids
market and enforcement of existing laws and regulations, for the purpose of protecting their
lucrative market and ensuring that their wrongdoing did not come to light.

CAUSES OF ACTION
COUNT ONE: Violations of the DCSA

665. The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

666. The Deceptive Consumer Sales Act makes it unlawful for a supplier to engage in
an “unfair, abusive, or deceptive act, omission, or practice” in connection with a consumer
transaction. Ind. Code § 24-5-0.5-3(a).

667. Defendants are “suppliers” as defined by Ind. Code § 24-5-0.5-2(a)(3).

668. The purchase and sale of opioid products are “consumer transactions” as defined
by Ind. Code § 24-5-0.5-2(a)(1).

669. As suppliers, Defendants are required to comply with the provisions of the DCSA
in their marketing, promotion, sale, and distribution of prescription drugs.

670. Defendants committed unfair, abusive, and/or deceptive acts, omissions, and
practices in connection with consumer transactions, in violation of Ind. Code § 24-5-0.5-3, by:

o Transporting and selling opioids in the State of Indiana while failing to comply with their

duties under federal and state law to detect, prevent, and report diversion of opioids to
other than legitimate channels, including by:
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o Designing suspicious order monitoring programs that failed to monitor,
identify, report, and prevent fulfillment of suspicious orders by, inter alia,
utilizing inflated order thresholds that failed to account for known
characteristics of suspicious orders, allowing for manipulation of order
thresholds by and for the benefit of pharmacy customers, and failing to
require adequate investigations or pharmacies; and

o Failing to adhere to the terms of their suspicious order monitoring
programs by, inter alia, assigning inadequate staffing to compliance
responsibilities, conducting inadequate due diligence of their customers,
raising customers’ order thresholds without conducting an appropriate
investigation, and exempting chain pharmacies from important aspects of
the anti-diversion programs;

Advertising and promoting opioids in the State of Indiana, for the purpose of increasing
sales, while failing to design and maintain effective systems to detect, prevent, and report
diversion of opioids to other than legitimate channels, as required by federal and state
law;

Making and disseminating false or misleading statements about the benefits, risks, and
diversion potential of opioids;

Making statements to promote the use of opioids that omitted and concealed material
facts, including the risks of diversion and misuse, dependence, addiction, overdose, and
death associated with these drugs;

Disseminating advertising and promotional messages in the State of Indiana that failed,
despite the known, serious risks of addiction and adverse effects posed by opioids, to
present a fair balance of benefit and risk information;

Promoting the initiation and long-term continuation of opioid use by providing savings
cards or savings club memberships to reduce patients’ out-of-pocket expense for these
drugs;

Providing the means and instrumentalities for the diversion of opioids to other than
legitimate channels, and for the deceptive advertising, marketing, and sale of opioids by
opioids manufacturers.

671. Defendants’ material omissions rendered even seemingly truthful or neutral

statements about opioids false and misleading, because they were materially incomplete.

672. These acts, omissions, and practices are unfair, abusive, and/or deceptive in that

they offend public policy reflected in (a) established legal standards that require the truthful and

balanced marketing of prescription drugs; and (b) Indiana and federal law, which require
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licensed wholesale distributors of controlled substances to take steps to combat drug abuse, to
regulate legitimate and illegitimate traffic in controlled substances, and to detect, prevent, and
report diversion of controlled substances to other than legitimate channels. See Ind. Code 25-26-
14-17(6); the Controlled Substances Act, 21 U.S.C. § 801, et seq., and its implementing
regulations.

673. These acts, omissions, and practices are unfair, abusive, and deceptive in that they
represented a dereliction of the Defendants’ duties to monitor, prevent, and report diversion of
the dangerous and addictive opioids that they sold in the State. Defendants understood that they
had a critical role in the federal- and state-mandated system to prevent diversion, and that they
were responsible for not sending more opioids into Indiana communities than were reasonably
necessary to meet legitimate demand for medical use. However, Defendants’ financial interests
were best served by (a) increasing sales of these expensive and profitable drugs, and (b) avoiding
damage to customer relationships (and potential loss of market share) that could result from
holding or investigating suspiciously high orders. Defendants chose to prioritize their financial
interests ahead of consumer health and safety, designing and implementing ineffective diversion
control systems, and marketing and promoting opioids on behalf of their manufacturer clients.
This conduct is accurately described as unfair, abusive, and deceptive.

674. By reason of Defendants’ conduct, Indiana consumers have suffered substantial
injury by reason of the health risks associated with opioid abuse and misuse, including the pain
and suffering associated with opioid addiction, injury, disability, overdose, and death, as well as
the associated financial costs.

675. The State requests an order under Ind. Code § 24-5-0.5-4 permanently enjoining

Defendants from engaging in these unfair and abusive acts and practices; directing disgorgement
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of any ill-gotten gains; directing the payment of civil penalties for each violation of the DCSA;
awarding attorneys’ fees and costs to the State, and any other just and proper relief.
COUNT TWO: Knowing Violations of the DCSA

676. The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

677. The deceptive acts asserted in Count One were committed by Defendants with
knowledge of their deceptive acts.

COUNT THREE: Incurable Deceptive Acts

678. The State realleges and incorporates by reference each of the allegations
contained in the preceding paragraphs of this Complaint as though fully alleged herein.

679. The deceptive acts asserted in Count One are incurable deceptive acts and were
committed by Defendants as part of a scheme, artifice, or device with intent to defraud or
mislead.

COUNT FOUR: Public Nuisance

680. The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

681. The State and its citizens have a right, shared by the public at large, to be free
from injury to the public health, safety, peace, comfort, and convenience.

682. Defendants, through their acts and omissions as alleged throughout this
complaint, have unreasonably interfered with this right.

683. Defendants’ acts and omissions have created an ongoing, significant, and

unreasonable interference with the comfortable enjoyment of life and property.
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684. Defendants have interfered with the above-enumerated right by creating a long-
lasting and continuing public nuisance through distributing prescription opioids that they knew,
or reasonably should have known, were being overprescribed, misused, abused, and diverted to
illicit channels, while illegally failing to maintain appropriate controls over such distribution. By
causing or substantially contributing to the opioid crisis in Indiana, Defendants have created an
unreasonable public nuisance. Without Defendants’ actions, opioid use, abuse, and diversion
would not have become so widespread in Indiana, and the opioid epidemic which the State now
faces would have been averted or would be much less severe.

685.  As adirect and proximate result of Defendants’ actions and omissions, the State
and its citizens suffered harms including, inter alia, the following:

o Normalization of over-prescribing and over-dispensing of prescription opioids by
prescribers and pharmacists in the State;

o Increased availability and sales of prescription opioids, accompanied by increased abuse
and diversion of prescription opioids to illicit channels;

o Oversupplying certain pharmacies and enabling criminal diversion to occur without
prompt detection, by filling suspicious orders, rather than stopping them and reporting
them to the State and the DEA, as required by law;

o Dependence and addiction to prescription opioids leading to escalation to non-
prescription opioids such as heroin and fentanyl;

J Higher rates of opioid misuse, abuse, injury, overdose, and death, and their impact on
Indiana families and communities;

o Heightened rates of opioid use disorder in pregnant women and resulting neonatal
abstinence syndrome in their children;

o Increased health care costs for individuals, families, employers, and the State; and

o Greater demands on law enforcement—in the context of both policing and adjudication—
arising from illegal markets for prescription opioids and illicit opioids.
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686. Efforts to address the opioid epidemic have necessitated the consumption of
public resources, reducing the available resources that could be used to benefit the Indiana public
at large.

687. At all relevant times, Defendants controlled the instrumentalities of the nuisance:
distribution channels that moved prescription opioids from manufacturers to pharmacies in the
State, and the systems for monitoring and identifying suspicious orders of prescription opioids
and the protocols for halting, investigating, and reporting those orders.

688. At all times relevant, Defendants knew that prescription opioids are regulated
controlled substances that have a high potential for abuse and may lead to severe psychological
or physical dependence. Defendants were further aware—because they helped create it—that a
national opioid epidemic had led to widespread addiction, overdoses, hospitalizations, and
fatalities. Moreover, Defendants were aware that abuse and diversion of prescription opioids to
illicit channels was a significant problem nationwide and that a significant volume of the
prescription opioids they sold were being abused and diverted to illicit channels. The harms
alleged herein were therefore foreseeable to Defendants as a direct and proximate result of their
actions and omissions. It was unreasonable for them to move prescription opioids from
manufacturers to pharmacies and other dispensaries without systems in place to detect,
investigate, halt, and report suspicious orders. It was also unreasonable for Defendants to fail to
design and operate a system that would disclose the existence of suspicious orders of prescription
opioids and to fail to report, investigate, and halt those orders, as required under the law. And, it
was unreasonable for them to engage in the promotion of controlled substances when they had

been uniquely tasked with the responsibility of preventing misuse and abuse.
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689. Defendants’ actions and omissions were a material element and a substantial
factor in allowing prescription opioids to become available throughout the State on an
unnecessarily and dangerously large scale.

690. As adirect result of Defendants’ misleading representations regarding their
purported compliance with their duties to prevent diversion, the State was unaware of, and could
not reasonably know or have learned at an earlier time through reasonable diligence, the risks
described herein.

COUNT FIVE: Negligence

691. The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

692. Defendants have a duty under the common law of Indiana to exercise the degree
of care that a reasonable person would under like circumstances. This common law duty of care
is owed to those who might reasonably be foreseen to be subject to injury by breach of the duty,
and it expands according to the foreseeability of the consequences of a defendant’s acts or
omissions.

693. Defendants are distributors of prescription opioid narcotics. These drugs are
known to be addictive and dangerous, and in fact are designated as controlled substances under
state and federal law because of their dangerous and addictive qualities. It was foreseeable that
Defendants’ failure to design and operate effective systems and controls to monitor, identify,
report, and prevent the shipment of suspicious orders of opioids would create a risk of abuse,
misuse, and injury to the State and its citizens. Defendants therefore owe a common law duty to
the State and its citizens to prevent the diversion of these controlled substances into illegitimate

channels.
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694. The common law duty of care owed by Defendants is fully supported and
informed by state laws governing distributors of controlled substances, which impose a statutory
duty on such distributors to provide effective controls and procedures to guard against diversion.
The statutory duty includes the explicit requirements that a distributor must: (a) design and
operate a system to identify suspicious orders of controlled substances; (b) report the
identification of all suspicious orders of controlled substances; and (c) exercise sufficient
diligence to prevent the fulfillment of any suspicious orders.

695. Defendants breached their duty to prevent the diversion of controlled substances
by failing to maintain effective controls over prescription opioids. Defendants breached their
duty through, inter alia, the following acts and omissions:

o Creating ineffective anti-diversion and suspicious order monitoring systems that utilized
inflated order thresholds that failed to account for known characteristics of suspicious
orders, allowed for manipulation of order thresholds by or for the benefit of pharmacy
customers, and failed to require adequate investigations of pharmacies;

o Failing to effectively implement their anti-diversion programs, including by assigning
inadequate staffing to compliance responsibilities, conducting inadequate due diligence
of their customers, raising customers’ order thresholds without conducting an appropriate
investigation, and applying different, even looser rules to their chain pharmacy

customers;

o Failing to report to the proper authorities all suspicious orders identified by their own
monitoring protocols; and

o Failing to prevent the shipment of suspicious orders by, among other things, failing to
conduct proper diligence prior to filling suspicious or potentially suspicious orders.

696. Defendants’ breach of their duties has fueled the widespread circulation of
opioids into illegitimate channels in Indiana. The structure of Indiana’s controlled substances
regulations—and of the federal regulations incorporated by Indiana law—acknowledges that
preventing the abuse, misuse, and diversion of controlled substances can only occur where every

participant in the distribution chain maintains effective controls. Defendants’ failure to satisfy
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their duties to monitor, identify, report, and prevent the fulfillment of suspicious orders for
prescription opioids has caused or substantially contributed to the abuse, misuse, and diversion
of those opioids. These consequences were the foreseeable and proximate result of Defendants’
failure to design and implement effective diversion controls in accordance with their legal duties.
A reasonably prudent distributor of controlled substances would foresee that failing to maintain
effective controls against the diversion of highly addictive narcotics would fuel over-prescription
and would result in the attendant costs of addressing an opioid crisis. Had Defendants effectively
carried out their duties, opioid abuse, misuse, diversion, and addiction would not have become so
widespread in Indiana, and the costs borne by the State in addressing and abating the opioid
epidemic would have been averted or been much less severe.

697. The State has expended millions of dollars in addressing and attempting to abate
the wide-spread public health epidemic that has been fueled by the drugs that Defendants sent
into Indiana.

698.  As a direct result of Defendants’ misleading representations regarding their
purported compliance with their duties to prevent diversion, the State was unaware of, and could
not reasonably know or have learned at an earlier time through reasonable diligence, the risks
described herein.

COUNT SIX: Negligence Per Se

699. The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

700. Defendants have a duty under the common law of Indiana to exercise the degree
of care that a reasonable person would under like circumstances. This common law duty of care

is owed to those who might reasonably be foreseen to be subject to injury by breach of the duty,
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and it expands according to the foreseeability of the consequences of a defendant’s acts or

omissions.

701. The standard of care required of Defendants is supplied by Indiana statute. The
Indiana Code includes a variety of legal obligations relating to pharmaceutical distribution, as
described in Section II above. In addition, Indiana Code 25-26-14-17(6), imports into Indiana
law “all federal legal requirements applicable to wholesale drug distribution.” The violation of
these state and federal laws and regulations supports a finding of negligence per se.

702. Legal duties applicable to wholesale drug distribution include explicit
requirements that a distributor must: (a) design and operate a system to identify suspicious orders
of controlled substances; (b) report the identification of all suspicious orders of controlled
substances; and (c) exercise sufficient diligence to prevent the fulfillment of any suspicious
orders. 21 C.F.R. § 1301.74(b).

703.  The purpose of the state and federal laws governing Defendants’ distribution of
controlled substances is to protect the class of persons who are at risk of being harmed by the
diversion and abuse of dangerous and addictive drugs such as opioids.

704. Defendants breached their statutory duties by failing to maintain effective controls
over prescription opioids by, inter alia, the following acts and omissions:

o Creating ineffective anti-diversion and suspicious order monitoring systems that utilized
inflated order thresholds that failed to account for known characteristics of suspicious
orders, allowed for manipulation of order thresholds by or for the benefit of pharmacy
customers, and failed to require adequate investigations of pharmacies;

o Failing to effectively implement their anti-diversion programs, including by assigning
inadequate staffing to compliance responsibilities, conducting inadequate due diligence
of their customers, raising customers’ order thresholds without conducting an appropriate
investigation, and applying different, even looser rules to their chain pharmacy

customers;

o Failing to report to the proper authorities all suspicious orders identified by their own
monitoring protocols; and

213



o Failing to prevent the shipment of suspicious orders by, among other things, failing to
conduct proper diligence prior to filling suspicious or potentially suspicious orders.

705. Defendants’ breach of their duties has fueled the widespread circulation of
opioids into illegitimate channels in Indiana. The structure of Indiana’s controlled substances
statutes—including the federal regulations incorporated by Indiana law—acknowledges that
preventing the abuse, misuse, and diversion of controlled substances can only occur where every
participant in the distribution chain maintains effective controls. Defendants’ failure to satisfy
their duties to monitor, identify, report, and prevent the fulfillment of suspicious orders for
prescription opioids has caused or substantially contributed to the abuse, misuse, and diversion
of those opioids. These consequences are the foreseeable and proximate result of Defendants’
failure to design and implement effective diversion controls in accordance with their legal duties.
A reasonably prudent distributor of controlled substances would foresee that failing to maintain
effective controls against the diversion of highly addictive narcotics would fuel over-
prescription, would lead to overpayment by payors, and would result in the attendant costs of
addressing an opioid crisis. Had Defendants effectively carried out their duties, opioid abuse,
misuse, diversion, and addiction would not have become so widespread in Indiana, and the costs
borne by the State in addressing and abating the opioid epidemic would have been averted or
been much less severe. These harms are precisely the harms that the statutes were designed to
protect against.

706. The State has expended millions of dollars in addressing and attempting to abate
the wide-spread public health epidemic that has been fueled by the drugs that Defendants
delivered into Indiana.

707.  As a direct result of Defendants’ misleading representations regarding their

purported compliance with their duties to prevent diversion, the State was unaware of, and could
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not reasonably know or have learned at an earlier time through reasonable diligence, the risks
described herein.
COUNT SEVEN: Unjust Enrichment

708.  The State realleges and incorporates by reference each of the allegations
contained in this Complaint as though fully alleged herein.

709.  Under Indiana common law, restitution for unjust enrichment is supported where
the circumstances are such that under the law of natural and immutable justice there should be a
recovery. This is established when a measurable benefit has been conferred on a defendant under
such circumstances that the defendant’s retention of the benefit without payment would be
unjust.

710. Defendants engaged in wrongdoing by failing to design and maintain controls and
procedures to guard against diversion of the drugs which they distribute.

711.  The State has conferred measurable benefits on Defendants that it would not have
conferred but for that wrongdoing by, inter alia, the following:

o Allowing Defendants to distribute opioids in Indiana, which generated millions of dollars
in revenue for the Defendants, and

o Expending state resources to address all aspects of the opioid epidemic in Indiana. To do
s0, it has increased spending on healthcare, social welfare, law enforcement, and other
services. Defendants have profited from the State’s remedial expenditures. Had
Defendants been bearing these costs, there would not have been a profitable market for
the dangerous and addictive opioids that Defendants were distributing.

712. By engaging in the wrongdoing described throughout this Complaint, Defendants
impliedly requested the benefits conferred on them by the State.

713.  Defendants have enjoyed hundreds of millions of dollars of revenue from the

benefits conferred on them by the State, enriching themselves at the State’s expense.
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714. It would be wrong and unjust for Defendants to retain the benefits conferred on
them by the State. But for the wrongdoing set forth in this Complaint, the State would not have
conferred those benefits on Defendants.

715.  As adirect result of Defendants’ misleading representations regarding their
purported compliance with their duties to prevent diversion, the State was unaware of, and could
not reasonably know or have learned at an earlier time through reasonable diligence, the risks
described herein.

716.  The State seeks restitution of the sum, to be determined at trial, by which
Defendants have been unjustly enriched.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff State of Indiana respectfully requests the Court enter judgment

against the Defendants:

(a) Awarding judgment in the State’s favor and against Defendants on each cause of
action asserted in the Complaint;

(b) Permanently enjoining Defendants from engaging in the deceptive, unfair, and
abusive acts and practices described in the Complaint, including by directing
Defendants to disgorge any ill-gotten gains acquired by virtue of the conduct
described in the Complaint;

(©) Assessing maximum statutory civil penalties for each violation of the Deceptive
Consumer Sales Act;

(d) Awarding all damages allowable under common law;

(e) Entering an order providing for abatement of the nuisance that Defendants created
or were a substantial factor in creating, enjoining Defendants from further conduct
contributing to the nuisance, and awarding compensation for funds the State has
already used to abate the nuisance;

6] Requiring Defendants to pay the costs of the suit, including attorneys’ fees; and

(2) Awarding such other, further, and different relief as this Court may deem just.
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Jury Trial Demanded

The State demands a trial by jury on all issues properly so tried.

Dated: October 22, 2019
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