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l. IMPAX BACKGROUND

1. Impax Laboratories, Inc. (“Impax”) is a pharmaceutical company founded in 1995 by Dr.
Larry Hsu. (CX4014 (Hsu, IHT at 9)).

Response to Proposed Finding No. 1

Complaint Counsel has no specific response.

2. Impax’s business focuses on developing, manufacturing, and marketing generic drugs.
(CX4014 (Hsu, IHT at 10); JX-001-001 (T 3) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity)).

Response to Proposed Finding No. 2

This Proposed Finding is incomplete. Impax’s business does not solely focus on generics,
but also develops, manufactures, and markets branded drugs. (See CCF { 2, 1460, 1467, 1469,
1471; see also CX4033 (Nestor, Dep. at 15) (at least since 2008, Impax has attempted to develop
at least seven branded products)).

3. In fact, prior to 2015, Impax had never marketed a brand-name product. (CX4014 (Hsu,
IHT at 40)).

Response to Proposed Finding No. 3

This Proposed Finding is inaccurate and not supported by the testimony cited. While
Impax had not marketed a branded product that it had internally developed prior to marketing
Rytary in 2015, Impax had marketed branded products, including Carbitol, on behalf of other
companies. (Nestor, Tr. 2931; CX4033 (Nestor, Dep. at 53) (“When the brand business was
originally started, we were promoting other companies’ products more on a contract sales
organization basis, but we always wanted to get our own product.”)).

4. Impax’s first brand-name product was Rytary, a Parkinson’s disease treatment, which
launched in 2015. (CX4014 (Hsu, IHT at 40); Nestor, Tr. 2931; Reasons, Tr. 1236).

Response to Proposed Finding No. 4




This Proposed Finding is misleading to the extent that it suggests that Impax did not
market branded products on behalf of other companies prior to launching Rytary in 2015. (See
Complaint Counsel’s Response to Proposed Finding No. 3).

5. Impax is a small company compared to other pharmaceutical manufacturers. (Koch, Tr.
275, 287; see Figg, Tr. 1925; Hoxie, Tr. 2772).

Response to Proposed Finding No. 5

Complaint Counsel objects to the term “small” as vague. Although Complaint Counsel

does not dispute that Impax’s annual revenues are less than other pharmaceutical manufacturers,



Complaint Counsel has no specific response.

0. In comparison,

Response to Proposed Finding No. 9

Complaint Counsel has no specific response, except to note that the Proposed Finding is
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13. Impax’s principal place of business is 30831 Huntwood Avenue, Hayward, California.
(JX-001-001 (1 1) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 13

Complaint Counsel has no specific response.

14. In addition to its Hayward headquarters, Impax also operates out of its facilities in
Middlesex, New Jersey, among other locations. (JX-001-001 (T 2) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 14

Complaint Counsel has no specific response.
1. INDUSTRY BACKGROUND

A. Opioids

15. A patient can obtain a prescription drug only if a doctor (or someone who is authorized to
write prescriptions) writes a prescription for that drug. (JX-001-007 (Y 11) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 15

Complaint Counsel has no specific response.

16. Opioids are prescription drugs indicated for the treatment of moderate to severe pain.
(JX-001-006 (1 2) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity);
Savage, Tr. 700-01).

Response to Proposed Finding No. 16

Complaint Counsel has no specific response, except to note that opioids may be used to
treat types of pain other than moderate to severe. (CX5002 at 014 ( 31) (Savage Report); CCF |
34).

17.  Opioid medications are derived from opium. (Michna, Tr. 2104).

Response to Proposed Finding No. 17

Complaint Counsel has no specific response.

18.  Opioids are the most potent medication available for treating pain, and are effective at
combatting tissue-based pain arising from injury, inflammation, or tissue disruption, as






Complaint Counsel has no specific response.

25.  The effects of immediate-release opioids tend to last three to six hours. (Michna, Tr.
2106, 2118; Savage, Tr. 702).

Response to Proposed Finding No. 25



The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Within the category of opioids, there are significant differences and individual responses to
different medications—including differences between immediate-release and extended release
opioids. These differences can be important to the treatment of individual patients. (CCF  746).
Because of individual variability in responses to opioids, it is impossible to reliably predict an
individual patient’s response to a new opioid. (CCF § 753). Indeed, according to Impax’s own
medical expert, approximately 50% of patients do not tolerate the first opioid they try. (CCF |
751; see generally CCF { 741-88).

31.  And in some instances, patients may take both an extended-release opioid and an
immediate-release opioid at the same time. (Michna, Tr. 2114). In so doing, patients are

able to treat both chronic pain and “breakthrough pain,” intense pain that occurs
intermittently or as a result of a particular trigger. (Michna, Tr. 2114-15).

Response to Proposed Finding No. 31

Complaint Counsel has no specific response.

B. Active Pharmaceutical Ingredients in Opioids

32.  Active pharmaceutical ingredients (“API”) are the elements of a drug that have the
therapeutic effect on a patient. (Camargo, Tr. 964; Savage, Tr. 799-802; Noll, Tr. 1369).

Response to Proposed Finding No. 32

Complaint Counsel has no specific response.

33. Both immediate-release opioids and extended-release opioids can contain the same active
pharmaceutical ingredient. (Savage, Tr. 704).

Response to Proposed Finding No. 33

Complaint Counsel has no specific response.

34.  There are a number of opioid-based APIs used to treat moderate to severe pain. They are



PUBLIC

Complaint Counsel has no specific response.

35.  Oxymorphone is the opioid at issue in this case. It is a semi-synthetic opioid used to
relieve pain and was first approved by the United States Food and Drug Administration in
1960. (JX-001-006 (T 1) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 35

Complaint Counsel has no specific response.

36. For several years, the brand name product for extended-release oxymorphone was Opana
ER. (Savage, Tr. 797-98).

Response to Proposed Finding No. 36

Complaint Counsel has no specific response, except to note that at all times relevant to
this case, Opana ER has been the only branded extended-release oxymorphone product. (CCF {1
37, 831-36).

37. The brand name versions of extended-release morphine include Avinza, Embeda, Kadian,
and MS Contin. (Michna, Tr. 2176-77; Addanki, Tr. 2325; RX-549.0014).

Response to Proposed Finding No. 37

Complaint Counsel has no specific response.

38. Brand-name medications utilizing oxycodone include Percocet, OxyContin, and
Xtampza. (Savage, Tr. 728-29, 797; RX-549.0014).

Response to Proposed Finding No. 38

Complaint Counsel has no specific response, except to note that Xtampza was not
approved until April 26, 2016, which is after the period of anticompetitive harm resulting from
the conduct at issue in this case. (CX5000 at 195 (Ex. 4: Other Long Acting Opioids) (Noll
Report)). Xtampza, therefore, is not relevant to analyzing whether Endo’s payment to Impax to
eliminate the risk of competition until January 1, 2013, violated the antitrust laws.

39.  The brand-name versions of hydromorphone are Exalgo (extended-release) and Dilaudid
(short-acting). (Savage, Tr. 796-97).



Response to Proposed Finding No. 39

Complaint Counsel has no specific response.

40. Vicodin and Hysingla are brand-name versions of hydrocodone. (Savage, Tr. 797,
Michna, Tr. 2177).

Response to Proposed Finding No. 40

Complaint Counsel has no specific response.

41. Duragesic is a brand-name version of extended-release fentanyl. (Savage, Tr. 740; RX-
549.0014).

Response to Proposed Finding No. 41

Complaint Counsel has no specific response.
42. Extended-release tapentadol is sold under the brand name Nucynta ER. (RX-549.0014).

Response to Proposed Finding No. 42

Complaint Counsel has no specific response.

Ultram is the branded version of extende
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46.  Wholesalers buy drugs from manufacturers and then distribute the drugs to pharmacies
and other down-market buyers. (Engle, Tr. 1781).

Response to Proposed Finding No. 46

Complaint Counsel has no specific response.

47.  The three biggest drug wholesalers in the United States are AmerisourceBergen, Cardinal
Health, and McKesson Health. (Engle, Tr. 1708).

Response to Proposed Finding No. 47

Complaint Counsel has no specific response.

48. Drug manufacturers compete on price to get their products into a wholesaler’s network.
(Engle, Tr. 1707).

Response to Proposed Finding No. 48

The Proposed Finding is misleading and not supported by the cited evidence to the extent
that it suggests that both branded and generic drug manufacturers must compete on price to get
their products into a wholesaler’s network. In the cited testimony, Mr. Engle explains that a
wholesaler will generally select one or more generic products from which to buy the particular
generic product and that, as a result, generic companies must compete on price to get on this
preferred list. This is one reason generic competition results in lower prices for consumers.
However, Mr. Engle’s testimony does not indicate, and there is no evidence in the record, that
brand manufacturers must also compete with other brand manufacturers to get their branded
product into a wholesaler’s network. (CCF { 669; see also CCF | 654-716 (discussing the lack
of price competition between different LAOs as indicated by the little interaction between events
in the sale of one opioid on the sales of another opioid)). A wholesaler generally distributes most
or all branded products, even from the same therapeutic class.

49. A second category of customers purchasing drugs directly from pharmaceutical

companies is large national pharmacy chains, including Rite Aid, CVS, and Walgreens.
(Engle, Tr. 1709).

10
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Response to Proposed Finding No. 49

Complaint Counsel has no specific response.

50. Drug manufacturers again compete on price in order to get their products into national
pharmacy chains. (Engle, Tr. 1709).

Response to Proposed Finding No. 50

The Proposed Finding is misleading and not supported by the cited evidence to the extent
that it suggests that both branded and generic drug manufacturers must compete on price to get
their products into national pharmacy chains. In the cited testimony, Mr. Engle explains that a
pharmacy chain will generally select one or two suppliers for a particular generic product and
that, as a result, generic companies must compete on price to get their product into that pharmacy
chain. This is one reason generic competition results in lower prices for consumers. Mr. Engle’s
testimony does not indicate, and there is no evidence in the record, that brand manufacturers
must also compete with other brand manufacturers to get their branded product into a national
pharmacy chain. (CCF { 669 (citing Noll, Dep. at 188-89); see also CCF { 654-716 (discussing
the lack of price competition between different LAOSs as indicated by the little interaction
between events in the sale of one opioid on the sales of another opioid)). A national pharmacy
chain generally stocks most or all branded products, even from the same therapeutic class.

51.  Athird category of direct customers is smaller pharmacy chains, including Publix and
Winn Dixie. (Engle, Tr. 1781-82).

Response to Proposed Finding No. 51

Complaint Counsel has no specific response.

52. A fourth category of direct customers is smaller and regional wholesalers and
distributors. (Engle, Tr. 1781-82).

Response to Proposed Finding No. 52

Complaint Counsel has no specific response.

11



D. The Role of Insurers

53.  Third-party payors like insurance companies are often responsible for most or all of a
drug’s cost when it is prescribed to an individual patient. (Bingol, Tr. 1324).

Response to Proposed Finding No. 53

The Proposed Finding is incomplete. Because third-party payors are often responsible for
most of a drug’s cost, a common practice is to create a formulary that classifies drugs into tiers
on the basis of the perceived cost-effectiveness of the drug. The highest tier includes drugs that
are most preferred within a therapeutic class. (CCF 1 569). Normally, the most preferred tier
contains only the generic version of the drug if a generic is available. (CCF { 570).

54, Insurance companies consequently exert significant pressure on the types of drugs that
are prescribed by doctors. (Michna, Tr. 2129).

Response to Proposed Finding No. 54

Complaint Counsel objects to the term “exert significant pressure” as it misstates the
testimony and is inaccurate to the extent that it suggests doctors base prescribing decisions on

pressure from insurance companies. In the cited

12
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the use of the lower-cost medications, which are frequently the generics.” (Michna, Tr.
2129).

Response to Proposed Finding No. 55

The Proposed Finding is misleading to the extent that it suggests doctors base prescribing
decisions on pressure from insurance companies. (See Complaint Counsel’s Response to
Proposed Finding No. 54).

1. Co-Pay

56. A patient’s out-of-pocket expense for any medication is known as a co-pay. (Michna, Tr.
2130).

Response to Proposed Finding No. 56

Complaint Counsel has no specific response.

57.  Co-pays are paid directly to pharmacists when a patient picks up a prescription. (Michna,
Tr. 2130).

Response to Proposed Finding No. 57

Complaint Counsel has no specific response.
2. Formularies

58. Most insurers maintain drug formularies, which are lists of drugs that are covered by their
insurance plans. (Noll, Tr. 1396; Michna, Tr. 2146 (formularies are “universal”)).

Response to Proposed Finding No. 58

Complaint Counsel has no specific response.

59. Formularies rank drugs, putting them into tiers that represent different levels of
coverage—or “access”—as well as different out-of-pocket expenses for plan members.
(Bingol, Tr. 1291; Addanki, Tr. 2217; Noll, Tr. 1396).

Response to Proposed Finding No. 59

Complaint Counsel has no specific response.
60. In general, formularies are “all about access”: They represent insurance companies’

“way of trying to control costs in the marketplace by restricting access to certain
categories of product” that are more expensive for the insurer and “steer[ing] their

13



patients to the higher tiers” of preferred, less expensive medications. (Bingol, Tr. 1320-
22; see Michna, Tr. 2146; Addanki, Tr. 2217-18; Noll, Tr. 1552).

Response to Proposed Finding No. 60

The Proposed Finding is misleading insofar as it suggests that doctors base prescribing
decisions on formulary status of drugs or on pressure from insurance companies. Instead both
medical experts, Dr. Michna and Dr. Savage, agree that a physician’s primary concern is to
select a drug that will deliver the greatest therapeutic benefit to the patients. Dr. Michna and Dr.
Savage agree that a physician is generally unaware of the prices of different long-acting opioid
medications and, therefore, is unlikely to change prescribing habits or switch a patient who is
being successfully treated with Opana ER to another long-acting opioid based on minor
fluctuations in price. (CCF {{ 18, 19, 563-65).

The Proposed Finding is also not supported by the cited testimony. Mr. Bingol testified
that his understanding of how formulary tiers work is based on his experience at Endo. He did
not establish a basis for testifying as to whether “formularies are all about access,” whether
insurance companies “restrict[] access to certain categories of product,” or whether insurance
companies “steer[] their patients to the higher tiers.” (Bingol, Tr. 1320-22). In addition, the
testimony of the identified experts does not provide support for the factual propositions in the
Proposed Finding.

61. Formularies also encourage doctors to use lower-cost medications. (Michna, Tr. 2129-
30, 2142).

14
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1 563). Physicians do not have strong incentives to take into account the relative prices of drugs
when selecting among them, especially if a substantial fraction of a patient’s drug expenditures
are covered by insurance or a government health plan. Indeed, physicians are often unaware of

drug prices when selecting the appropriate medication. (CCF {{ 18, 563-65).

62. Generally, drugs on the highest tier—tier one—have the lowest net price to the insurance
company. (Bingol, Tr. 1291; see Noll, Tr. 1396; Michna, Tr. 2141).

Response to Proposed Finding No. 62

Complaint Counsel has no specific response.

63.  Tier one drugs also typically have the lowest co-pay for patients—as low as zero
dollars—because they are the most economically advantageous product for the insurer.
(Bingol, Tr. 1323-24; see Michna, Tr. 2141; Addanki, Tr. 2218).

Response to Proposed Finding No. 63

Complaint Counsel has no specific response.

64.  Tier one formulary drugs represent the easiest and fastest way for a patient to gain access
to adrug. (Bingol, Tr. 1291).

Response to Proposed Finding No. 64

Complaint Counsel objects to phrase “easiest and fastest” as vague and unsupported.
Tier-one formulary drugs generally are cheaper than drugs listed on other tiers. It does not
follow, however, that it is easier or faster to gain access to a tier-one drug as compared to drugs
listed on other tiers.

65.  Aninsurer’s tier one often includes generic drugs. (Bingol, Tr. 1292; Michna, Tr. 2141).

Response to Proposed Finding No. 65

Complaint Counsel has no specific response.

66.  Tier two generally includes generic products that are more expensive to the insurer or
branded drugs that do not have a generic equivalent. (Bingol, Tr. 1291; Michna, Tr.
2141-42).

Response to Proposed Finding No. 66

15
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Complaint Counsel has no specific response.

67. Medications listed on tier two have higher co-pays for patients at the pharmacy, and often
come with additional restrictions before doctors can prescribe the medication. (Bingol,
Tr. 1291; Michna, Tr. 2140-42; Addanki, Tr. 2218).

Response to Proposed Finding No. 67

Complaint Counsel has no specific response.

68. Indeed, many drugs on lower tiers require prior authorization before a doctor can
prescribe them. (Michna, Tr. 2140).

Response to Proposed Finding No. 68

Complaint Counsel has no specific response.

69. Prior authorization requires a doctor to submit additional paperwork and documentation
detailing why the doctor believes the medication should be used for a particular patient.
(Michna, Tr. 2140).

Response to Proposed Finding No. 69

Complaint Counsel has no specific response.

70.  Tier three on formularies typically contains more expensive medications than those on
tiers one or two—generally branded medications that are preferred over tier four
medications because they are cheaper to the insurer than the medications on tier four.
(Michna, Tr. 2142).

Response to Proposed Finding No. 70

Complaint Counsel has no specific response.

71.  Co-pays for drugs listed on tier three are higher than those for either tier one or tier two.
(Bingol, Tr. 1324; see Michna, Tr. 2142). There may also be additional restrictions
before doctors can prescribe tier three medications. (Bingol, Tr. 1291).

Response to Proposed Finding No. 71

Complaint Counsel has no specific response.

72, Plan members may only be able to access drugs listed on tier three or other low tiers if
treatment with lower-cost alternatives on tiers one and two are unsuccessful. (Bingol, Tr.
1319-20). This requirement is known as “step therapy.” (Michna, Tr. 2141).

Response to Proposed Finding No. 72

16






Complaint Counsel has no specific response.

79. As a result, different insurance companies have different formularies as well as different
tier configurations. (Bingol, Tr. 1319; Michna, Tr. 2135; Noll, Tr. 1543 (“[F]Jormularies
are all very similar. [I]t’s just that the placement of a specific drug can be different on
different formularies.”)).

Response to Proposed Finding No. 79

Complaint Counsel has no specific response.

80. Even within a single insurance company, different insurance plans can have different
formularies. (Michna, Tr. 2135).

Response to Proposed Finding No. 80

Complaint Counsel has no specific response.

3. Pharmacies

81. Pharmacies fill prescriptions for individual consumers. To do so, pharmacies often
purchase medicine from wholesale suppliers. (Addanki, Tr. 2221-23).

Response to Proposed Finding No. 81

Complaint Counsel has no specific response.

After a prescription is filled, the pharmacy receives a reimbursebr95 frat the 8279.
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Response to Proposed Finding No. 84

Complaint Counsel has no specific response.

85. Stated differently, oxymorphone is the active pharmaceutical ingredient in Opana ER.
(Bingol, Tr. 1262).

Response to Proposed Finding No. 85

Complaint Counsel has no specific response.

86.  Opana ER is used to treat pain for a wide variety of conditions, ranging from chronic
back problems to cancer. (JX-001-006 (1 5) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity)).

Response to Proposed Finding No. 86

Complaint Counsel has no specific response.

87. Endo and Penwest Pharmaceuticals collaborated on the development and
commercialization of Opana ER. (JX-001-011 (Y 47) (Joint Stipulations of Jurisdiction,
Law, Fact, and Authenticity)).

Response to Proposed Finding No. 87

Complaint Counsel has no specific response.

88. The FDA approved Opana ER (NDA No. 021610) in June 2006 “for the relief of
moderate to severe pain in patients requiring continuous, around-the-clock opioid
treatment for an extended period of time.” (JX-001-006 (1 4) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 88

Complaint Counsel has no specific response.

89. Endo announced commercial availability of Opana ER in July 2006. (JX-001-006 (f 6)
(Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 89

Complaint Counsel has no specific response.
90. Endo launched Opana ER in 2006, and Opana ER was the only extended-release version

of oxymorphone on the market at that time. (JX-001-006 (Y 8) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

19



Response to Proposed Finding No. 90

Complaint Counsel has no specific response.

20



Response to Proposed Finding No. 95
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Complaint Counsel has no specific response.

D. The Endo-Impax Lawsuit

102.  In December 2007, Impax notified Endo and Penwest that it had filed Paragraph 1V
certifications with respect to the Opana ER patents listed in the Orange Book. (Snowden,
Tr. 355, 413; CX2714 (Impax’s certification notice to Endo)).

Response to Proposed Finding No. 102

Complaint Counsel has no specific response.

103. Endo and Penwest sued Impax on January 25, 2008, alleging that Impax’s ANDA for
generic oxymorphone ER infringed the *456 and *933 patents. (JX-001-007 (1 15) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); Snowden, Tr. 413-14).

Response to Proposed Finding No. 103

Complaint Counsel has no specific response.

104. Endo and Penwest initially filed their suit against Impax in the District of Delaware.
(Snowden, Tr. 357).

Response to Proposed Finding No. 104

Complaint Counsel has no specific response.

105. Impax successfully transferred the case to the District of New Jersey because the
Delaware court was overloaded and Impax sought to secure an earlier trial date.
(Snowden, Tr. 357-58).

Response to Proposed Finding No. 105

Complaint Counsel has no specific response.

106. The trial in the original patent litigation between Endo and Impax relating to Impax’s
generic Opana ER product began on June 3, 2010, and was settled by agreement of the
parties on June 8, 2010. (JX-001-007 (Y 18) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity); Snowden, Tr. 358-59, 360). That settlement is the subject of
these proceedings.

Response to Proposed Finding No. 106

Complaint Counsel has no specific response.

107. The Endo-Impax trial was scheduled to conclude on June 17, 2010. (JX-003-005 ( 25)
(Second Set of Joint Stipulations); Figg, Tr. 1906; Hoxie, Tr. 2767).

22



Response to Proposed Finding No. 107

Complaint Counsel has no specific response.

E. FDA Approval of Impax’s ANDA

108. The Endo lawsuit triggered a statutory thirty-month stay, meaning that the FDA could not
approve Impax’s ANDA until the earlier of the expiration of thirty months or resolution
of the patent dispute in Impax’s favor. (JX-001-007 ( 15) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 108

Complaint Counsel has no specific response.

109. The thirty-month stay was set to expire on June 14, 2010. (JX-001-007 (1 16) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 109

Complaint Counsel has no specific response.

110. The FDA granted tentative approval to Impax’s ANDA on May 13, 2010. (JX-001-007
(T 17) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 110

Complaint Counsel has no specific response.

23



F. Endo’s Suits Against Other ANDA Filers

113. Endo also sued Actavis and all other Opana ER ANDA filers, alleging patent

24
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contain payments, contained licensed entry dates in 2011 and 2012, respectively—earlier than
Impax’s January 2013 date. (CCF  1009).

115. The Endo-Actavis settlement agreement contained a license date of July 15, 2011.
(Snowden, Tr. 370-71).

Response to Proposed Finding No. 115

Complaint Counsel has no specific response.

116.  Actavis launched its 7.5 mg and 15 mg generic Opana ER products—for which it
possessed first-to-file exclusivity—in July 2011. (CX4034 (Rogerson, Dep. at 13)).

Response to Proposed Finding No. 116

Complaint Counsel has no specific response.

117.  Actavis did not launch its 5, 10, 20, 30, or 40 mg generic Opana ER products until
September 17, 2013, several months after the expiration of Impax’s first-to-file
exclusivity. (CX2973; see CX4034 (Rogerson, Dep. at 13) (noting launch in fall 2013)).

Response to Proposed Finding No. 117

Complaint Counsel has no specific response.

IV. THE ENDO-IMPAX SETTLEMENT AGREEMENT

A. Settlement Negotiations Background

118. Impax and Endo first attempted to settle their patent dispute in the fall of 2009.
(Snowden, Tr. 418; RX-359 (October 2009 emails between parties); RX-285 (November
2009 email between parties)).

Response to Proposed Finding No. 118

Complaint Counsel has no specific response.

119. Those preliminary discussions focused on high-level business interests as well as
opportunities for the companies to work together, but were unsuccessful. (Snowden, Tr.
418-19).

Response to Proposed Finding No. 119

The Proposed Finding is misleading to the extent that it suggests that Endo and Impax

were interested in working together on a business deal independently of settling patent litigation.
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As part the fall 2009 settlement talks, Impax and Endo executed a confidential disclosure
agreement and discussed partnering together on a deal concerning Endo’s migraine drug, Frova.
(CCF 1 216). During those settlement talks, Impax and Endo also discussed potential generic
license entry dates. (CCF 1 217). When the patent settlement discussions faltered, Endo and
Impax also ceased discussion of any business transaction. (CCF { 218).

120. Impax and Endo reinitiated settlement discussions in May 2010, shortly before the

expiration of the thirty-month stay of Impax’s ANDA imposed by the Hatch-Waxman
Act. (Snowden, Tr. 418; RX-333 (Endo’s initial term sheet)).

Response to Proposed Finding No. 120

Complaint Counsel has no specific response, except to note that settlement negotiations
also resumed because Endo learned that the FDA tentatively approved Impax’s ANDA for
generic oxymorphone ER. (CCF { 219). The FDA granted tentative approval to Impax’s ANDA
on May 13, 2010, which meant that the FDA had determined that Impax’s ANDA would be
ready for final approval upon the expiration of the 30-month stay on June 14, 2010. (CCF { 220).
That tentative approval also affirmed Impax’s first-filer eligibility for the 5, 10, 20, 30, and 40
mg dosage strengths of generic Opana ER—the most profitable dosages for Endo (comprising
over 95% of Endo’s Opana ER sales). (CCF 1 101, 220).

121.  OnJune 8, 2010, Impax and Endo entered into the Settlement and License Agreement

(“SLA). (IX-001-007-09 (11 19, 33) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); CX2626 (executed SLA)).

Response to Proposed Finding No. 121

Complaint Counsel has no specific response.

122.  Impax explored settlement with Endo because patent challenges are inherently risky and
have uncertain outcomes. (Mengler, Tr. 563-64; Hoxie, Tr. 2665, 2753).

Response to Proposed Finding No. 122
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Complaint Counsel has no specific response, except to note that prior to the Impax-Endo
Settlement Agreement, Impax also considered and was preparing for a launch of generic
oxymorphone ER as early as June 14, 2010. (CCF 1 127-213). In February 2010, Impax’s CEO
Larry Hsu widely distributed Impax’s finalized 2010 Company Key Goals to management
personnel. (CCF { 129). Successfully managing the new product launch of oxymorphone ER was
one of those key goals; Impax’s “financial success” in 2010 would “hinge heavily on [its]
success in several key products,” including oxymorphone ER. (CCF { 130 (quoting CX2562 at
002)).

123.  Courts can disagree with a generic company’s Paragraph 1V certifications and deem the

patents valid and infringed, an outcome Impax had experienced prior to its suit against
Endo. (Snowden, Tr. 412-13).

Response to Proposed Finding No. 123

The Proposed Finding is incomplete in that it fails to acknowledge other possible
scenarios, including that Impax may have “obtained a favorable judgment” at the district court
level. (CCF 1 368 (quoting CX5007 at 044 ( 82) (Hoxie Rebuttal Report))).

124.  And if a court upholds the relevant patents, a generic company has to wait for the patents
to expire before it can launch its product. (Mengler, Tr. 564).

Response to Proposed Finding No. 124

The Proposed Finding is incomplete in that it fails to acknowledge that a generic
company may also prevail in the patent litigation, in which case the generic may launch its
product prior to patent expiration. The outcome of the Endo-Impax patent litigation at the trial
and appellate levels was uncertain in June 2010. (CCF { 363-64). Even if Endo won the patent
litigation at the district court, it faced significant risk of loss on appeal, as there was the strong
possibility that the district court’s claim construction ruling could have been reversed by the

Federal Circuit. (CCF § 369 (citing CX5007 at 041-43 (11 76, 79) (Hoxie Rebuttal Report));
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payment agreement. By agreeing not to launch its generic product for some period of time,
Impax would lose profits it would earn on sales of its generic product. However, if Endo were to
compensate Impax with a sufficiently large payment, Impax would be better off postponing its
launch until a later date. (CCF § 979). That is exactly what happened here. Going into the
negotiations, Impax wanted to launch its generic oxymorphone ER “as early as possible.” (CCF {
122 (citing CX4030 (Hsu, Dep. at 28))). Indeed, Impax’s Generic’s Division President was
initially hesitant to delay launch even until January 2011. (CCF { 224 (quoting CX0505 at 001

(May 14, 2010 Mengler email) (“the cost of Jan ’11 is lost/delayed sales — you know what they
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PUBLIC

Complaint Counsel objects to the term “pushed” as inconsistent with the cited evidence.
The cited testimony indicates that Impax asked for a July 2011 entry date, but that Impax quickly
acceded to Endo’s position that Impax accept the 2013 entry date in exchange for the various
forms of compensation, including the no-AG provision, Endo Credit, and DCA. (CX4032
(Snowden, Dep. at 94-95); CX4003 (Snowden, IHT at 56-57); CX4010 (Mengler, IHT at 110-
11).
134. Impax suggested July 2011 because it was between when Impax could first receive FDA

approval (June 2010) and when Endo’s patents would expire (September 2013).
(Mengler, Tr. 565; Snowden, Tr. 363-64, 419-20, 423-24).

Response to Proposed Finding No. 134

Complaint Counsel has no specific response.

135. Endo rejected the proposals outright. (Snowden, Tr. 374, 423; CX4003 (Snowden, IHT
at 51)).

Response to Proposed Finding No. 135

The Proposed Finding is misleading and incomplete because Endo’s negotiating position
says nothing about what Endo would actually accept in a settlement. (Addanki, Tr. 2390-91 (“I
don’t think you can infer what someone’s true reservation date was from a negotiation posture in
a settlement negotiation.”)). It is simple negotiation logic that, rather than agreeing to a January
2013 entry date with a revers