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I.

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 (¶ 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
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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,
Impax is hardly “small.” In 2010—the year of the conduct at issue—Impax’s annual revenues
were $879.5 million. (CX0425 at 059 (Impax 10-K filing for 2013)).
6.

In 2010, fifteen years after it was founded, Impax only had seventy sales representatives
and limited capacity to develop more than one product at a time. (CX4014 (Hsu, IHT at
52, 129)).

Response to Proposed Finding No. 6
The Proposed Finding is not supported by the testimony. In the cited testimony, Dr. Hsu
does not discuss Impax’s ability to develop multiple products. (CX4014 (Hsu, IHT at 52, 129)).
But he does explain that Impax has limited capacity so that if Impax were to decide to prepare to
launch a product, such as generic oxymorphone ER, those preparations would affect its ability to
timely manufacture and deliver other products. (CX4014 (Hsu, IHT at 52, 129)).
7.

In 2013, Impax generated roughly $511 million in revenue from all products. (CX0425059 (Impax 10-K filing for 2013)).

Response to Proposed Finding No. 7
Complaint Counsel has no specific response.
8.

Of that revenue, roughly $97 million was revenue from new products, which was about
average for the company. (CX0425-004-05 (Impax 10-K filing for 2013); CX4001
(Koch, IHT at 170)).

Response to Proposed Finding No. 8
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Complaint Counsel has no specific response.
9.

In comparison,
.

Response to Proposed Finding No. 9
Complaint Counsel has no specific response, except to note that the Proposed Finding 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.
10.
}
Response to Proposed Finding No. 10
Complaint Counsel has no specific response, except to note that the Proposed Finding 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.
11.

Endo generated over $900 million in revenue from a single product in one year.
(CX4005 (Levin, IHT at 100)).

Response to Proposed Finding No. 11
Complaint Counsel has no specific response, except to note that the Proposed Finding,
which relates to a product not at issue in this case, 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.
12.

Novartis, another pharmaceutical company, generates tens of billions of dollars in
revenue annually. (Hoxie, Tr. 2764).

Response to Proposed Finding No. 12
Complaint Counsel has no specific response, except to note that the Proposed Finding 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.
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13.

Impax’s principal place of business is 30831 Huntwood Avenue, Hayward, California.
(JX-001-001 (¶ 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 (¶ 2) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 14
Complaint Counsel has no specific response.
II.

INDUSTRY BACKGROUND
A.

15.

Opioids

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 (¶ 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 (¶ 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
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well as neuropathic pain arising from damage to the nerves themselves. (Savage, Tr.
700-01).
Response to Proposed Finding No. 18
Complaint Counsel has no specific response.
19.

Opioids treat pain by working at the mu receptor to modulate a patient’s perception of
pain. (Michna, Tr. 2104).

Response to Proposed Finding No. 19
Complaint Counsel has no specific response.
20.

In general, opioids are used for treatment “when other interventions are not effective in
treating pain or when opioids present less risk to an individual patient than other
therapeutic interventions.” (Savage, Tr. 697).

Response to Proposed Finding No. 20
Complaint Counsel has no specific response.
21.

There are three types of opioids: ultra-fast-acting, immediate-release, and extendedrelease. (Michna, Tr. 2105; see Savage, Tr. 693).

Response to Proposed Finding No. 21
Complaint Counsel has no specific response.
22.

Ultra-fast-acting opioids are medications that are absorbed through the mouth and have
an initial onset of pain relief in about fifteen minutes. (Michna, Tr. 2105).

Response to Proposed Finding No. 22
Complaint Counsel has no specific response.
23.

Ultra-fast-acting opioids are used to treat pain that comes on very suddenly and that may
dissipate within an hour. (Michna, Tr. 2105).

Response to Proposed Finding No. 23
Complaint Counsel has no specific response.
24.

Immediate-release opioids are short-acting pain medications that take effect within thirty
to forty-five minutes of ingestion. (Michna, Tr. 2106, 2118; see Savage, Tr. 693).

Response to Proposed Finding No. 24
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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
Complaint Counsel has no specific response.
26.

Immediate-release opioids are used to treat acute, short-lived pain as well as chronic pain.
(Michna, Tr. 2106; Savage, Tr. 705).

Response to Proposed Finding No. 26
Complaint Counsel has no specific response.
27.

Extended-release opioids provide continuous levels of medication in a patient’s blood
over several hours, with effects lasting from eight to twenty-four hours, and in the case of
transdermal applications—patches that deliver medication through the skin—up to seven
days. (Michna, Tr. 2106; see Savage, Tr. 702).

Response to Proposed Finding No. 27
Complaint Counsel has no specific response.
28.

Extended-release opioids have been pharmacologically formulated to provide gradual
release of the opioid medication. (Savage, Tr. 693). In particular, the physical chemical
structure of the tablet, capsule, or bead, provides for slower release of the medication and,
in turn, more gradual absorption by the body. (Savage, Tr. 704-05).

Response to Proposed Finding No. 28
Complaint Counsel has no specific response.
29.

Extended-release opioids generally are used for patients with sustained pain lasting
longer than twelve to twenty-four hours, as well as chronic pain that requires relief
twenty-four hours a day. (Savage, Tr. 705).

Response to Proposed Finding No. 29
Complaint Counsel has no specific response.
30.

Despite the different forms of opioids, there is no difference in the efficacy of immediaterelease and extended-release opioids. (Michna, Tr. 2117).

Response to Proposed Finding No. 30
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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.
32.

Active Pharmaceutical Ingredients in Opioids

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
sometimes referred to by their molecule names and include at a minimum (1)
oxymorphone, (2) morphine, (3) oxycodone, (4) hydromorphone, (5) hydrocodone, (6)
fentanyl, (7) tapentadol, and (8) tramadol. (Savage, Tr. 726-27, 782, 797).

Response to Proposed Finding No. 34

7

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 (¶ 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 ¶¶
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).
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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; RX549.0014).

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.
43.

Ultram is the branded version of extended-release tramadol. (Savage, Tr. 797).

Response to Proposed Finding No. 43
Complaint Counsel has no specific response.
44.

There are generic versions of extended-release oxymorphone, morphine, oxycodone,
hydrocodone, hydromorphone, fentanyl, and tapentadol. (Savage, Tr. 782).

Response to Proposed Finding No. 44
Complaint Counsel has no specific response.
C.
45.

Direct Customers of Pharmaceutical Manufacturers

A number of customers purchase drugs directly from pharmaceutical companies. One set
of customers is large national wholesalers. (Engle, Tr. 1706).

Response to Proposed Finding No. 45
Complaint Counsel has no specific response.
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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).
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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 LAOs 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.

A third 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.
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D.
53.

The Role of Insurers

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 ¶ 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 testimony, Dr. Michna testified that “insurance
companies . . . encourage the use of the lower-cost medications,” but made no reference to any
level of pressure supposedly exerted by insurance companies. (Michna, Tr. 2129 (emphasis
added)). In fact, 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 also agree that a physician is generally unaware of the prices of different long-acting
opioid (“LAO”) 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).
55.

Insurance companies “want to use effective drugs that cost the insurance company the
least amount of money and cost the patient the least amount of money, so they encourage
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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.
56.

Co-Pay

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.
58.

Formularies

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
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patients to the higher tiers” of preferred, less expensive medications. (Bingol, Tr. 132022; 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. 212930, 2142).

Response to Proposed Finding No. 61
The Proposed Finding is misleading and incomplete. It is true that formularies list drugs
by tier, with the highest tier reserved for generic drugs that have lower co-payments and/or coinsurance to encourage their use. (CCF ¶¶ 569-70). But a physician’s primary concern in writing
a prescription is to select a drug that will deliver the greatest therapeutic benefit to patients. (CCF
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¶ 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 a drug. (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.

An insurer’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
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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
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Complaint Counsel has no specific response.
73.

Tier four generally includes drugs that are more expensive to the insurance company than
those on tiers one, two, or three, and therefore come with even greater restrictions on
access. (Michna, Tr. 2142; Addanki, Tr. 2218).

Response to Proposed Finding No. 73
Complaint Counsel has no specific response.
74.

Tier four medications are also more expensive for patients, with higher co-payments up
to the full cost of the medication. (Michna, Tr. 2142; Addanki, Tr. 2218).

Response to Proposed Finding No. 74
Complaint Counsel has no specific response.
75.

To the extent an insurance plan has additional tiers, those tiers generally include drugs
that are more expensive to the insurance company than those on higher tiers. As a result,
there are greater restrictions on access to the lower-tiered drugs—with some drugs not
covered at all and others requiring special approvals—and higher co-pay costs to planmembers. (Bingol, Tr. 1291; Addanki, Tr. 2218; Noll, Tr. 1396).

Response to Proposed Finding No. 75
Complaint Counsel has no specific response.
76.

The majority of patients in the United States have private insurance plans that employ
formularies structured in this manner. (Noll, Tr. 1506).

Response to Proposed Finding No. 76
Complaint Counsel has no specific response.
77.

Insurance companies and their pharmacy directors, however, determine the specific
contours of any given formulary. (Michna, Tr. 2130).

Response to Proposed Finding No. 77
Complaint Counsel has no specific response.
78.

And while all formularies are a function of the cost of medications to the insurer, those
costs vary from insurer to insurer, depending on pricing arrangements between the
insurer and pharmaceutical companies. (Bingol, Tr. 1320-22; Michna, Tr. 2136).

Response to Proposed Finding No. 78
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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]ormularies
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.
81.

Pharmacies

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.
82.

After a prescription is filled, the pharmacy receives a reimbursement from the
consumer’s insurance company, which makes the pharmacy whole for its purchase of the
drug and any other relevant costs. (Addanki, Tr. 2221-23).

Response to Proposed Finding No. 82
Complaint Counsel has no specific response.
83.

The pharmacy will also receive partial reimbursement from individual consumers via
their co-pays. (Addanki, Tr. 2223).

Response to Proposed Finding No. 83
Complaint Counsel has no specific response.
III.

THE ENDO-IMPAX LITIGATION
A.

84.

Opana ER

Opana ER is an extended-release formulation of oxymorphone. (JX-001-006 (¶ 3) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); Bingol, Tr. 1261-62).
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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 (¶ 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 (¶ 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 (¶ 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 (¶ 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 (¶ 8) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).
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Response to Proposed Finding No. 90
Complaint Counsel has no specific response.
91.

Endo ultimately sold Opana ER in seven dosage strengths—5, 7.5, 10, 15, 20, 30 and 40
mg. (JX-001-006 (¶ 7) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 91
Complaint Counsel has no specific response.
B.
92.

Opana ER’s Initial Patents

In October 2007, Endo listed three patents in the Orange Book as covering Opana ER:
U.S. Patent Nos. 7,276,250, 5,662,933, and 5,958,456. Endo listed the ’250 patent in the
Orange Book on October 2, 2007, and the ’933 and ’456 patents on October 19, 2007.
(JX-001-006 (¶ 9) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity); see
also Snowden, Tr. 349-51).

Response to Proposed Finding No. 92
Complaint Counsel has no specific response.
93.

The ’933 and ’456 patents expired in September 2013. The ’250 patent will expire in
February 2023. (JX-001-006 (¶ 10) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 351).

Response to Proposed Finding No. 93
Complaint Counsel has no specific response.
C.
94.

Impax’s Abbreviated New Drug Application

Impax initially filed an Abbreviated New Drug Application (“ANDA”) for a generic
version of Opana ER (No. 79-087) in June 2007. (JX-001-007 (¶ 11) (Joint Stipulations
of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 94
Complaint Counsel has no specific response.
95.

Following Endo’s listing of additional patents in the Orange Book in October 2007,
Impax amended its ANDA to include Paragraph IV certifications for the ’250, ’933, and
’456 patents, attesting that Impax’s product did not infringe the patents and/or that the
patents were invalid. (JX-001-007 (¶ 12) (Joint Stipulations of Jurisdiction, Law, Fact,
and Authenticity); Snowden, Tr. 355, 413).
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Response to Proposed Finding No. 95
Complaint Counsel has no specific response.
96.

Impax was the first company to file an ANDA with Paragraph IV certifications for the 5,
10, 20, 30, and 40 mg dosages of Opana ER. (JX-001-007 (¶ 13) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity); Snowden, Tr. 353-54, 414).

Response to Proposed Finding No. 96
Complaint Counsel has no specific response.
97.

Impax consequently was eligible for first-filer exclusivity for the 5, 10, 20, 30, and 40 mg
dosages. (JX-001-007 (¶ 14) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 97
Complaint Counsel has no specific response.
98.

This means that Impax was eligible for 180 days of generic exclusivity on those dosages
after it launched, as long as Impax did not forfeit its eligibility. (Snowden, Tr. 414-15).

Response to Proposed Finding No. 98
Complaint Counsel has no specific response.
99.

The 5, 10, 20, 30, and 40 mg dosages comprised over {
} of Endo’s Opana ER
sales. (JX-001-007 (¶ 13) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); CX0203; CX4017 (Levin, Dep. at 112-13)).

Response to Proposed Finding No. 99
Complaint Counsel has no specific response.
100.

Several other generic companies subsequently filed ANDAs for Opana ER, including
Actavis South Atlantic LLC (“Actavis”). (CX6039-001).

Response to Proposed Finding No. 100
Complaint Counsel has no specific response.
101.

Actavis was the first to file an ANDA for the two remaining strengths of Opana ER (7.5
mg and 15 mg), although its ANDA covered all dosage strengths. (Snowden, Tr. 370;
CX6039-003).

Response to Proposed Finding No. 101
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Complaint Counsel has no specific response.
D.
102.

The Endo-Impax Lawsuit

In December 2007, Impax notified Endo and Penwest that it had filed Paragraph IV
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 (¶ 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 (¶ 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).
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Response to Proposed Finding No. 107
Complaint Counsel has no specific response.
E.
108.

FDA Approval of Impax’s ANDA

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 (¶ 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
(¶ 17) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 110
Complaint Counsel has no specific response.
111.

Impax received Final Approval for Impax’s Generic Oxymorphone ER Product on the 5,
10, 20, and 40 mg dosage strengths on June 14, 2010, upon expiry of the stay under 21
U.S.C. § 355(j)(5)(B)(iii). (JX-001-008 (¶ 21) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity)).

Response to Proposed Finding No. 111
Complaint Counsel has no specific response.
112.

The FDA granted Final Approval to Impax’s ANDA for the 30 mg dosage on July 22,
2010. (JX-001-008 (¶ 22) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 112
Complaint Counsel has no specific response.
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F.
113.

Endo’s Suits Against Other ANDA Filers

Endo also sued Actavis and all other Opana ER ANDA filers, alleging patent
infringement as a result of their respective ANDAs. (Snowden, Tr. 440).

Response to Proposed Finding No. 113
Complaint Counsel has no specific response.
114.

Those suits also settled, with the generic companies receiving patent licenses covering
only the patents-in-suit. (Snowden, Tr. 440; RX-441; RX-442; RX-443; CX3192).

Response to Proposed Finding No. 114
This Proposed Finding is misleading to the extent it suggests that, in exchange for the
payments under the Impax-Endo Settlement Agreement, Impax negotiated a patent license
broader than the licenses received by other generic companies. By June 3, 2010, Endo and Impax
had already agreed on the form and substance of the payments, before Impax first sought to
ensure that the license covered current and future patents to Opana ER on June 4, 2010. (CCF ¶¶
279-84, 1406). The SLA provides Impax with a license to current patents and patents that may
issue in the future from patent applications covering Opana ER that were pending at the time of
the settlement. (CCF ¶ 1409). The license that Impax obtained is fairly typical, because licensing
some patents while still blocking the licensee’s product with other patents frustrates the
underlying purpose of the license, which is ordinarily to give the licensee freedom to operate.
(CCF ¶¶ 1408-11). Indeed, other generic companies that settled with Endo also believed that
their licenses covered later-issued patents (and not “only the patents-in-suit”). (CCF ¶ 1414). For
instance, Actavis successfully asserted at the district court level that its license extended to
pending patent applications as well. (CCF ¶ 1414 (citing CX3455 at 049 (Sep. 19, 2013 Endo v.
Actavis transcript))). Another ANDA filer, Sandoz, obtained an option to license Orange Book
patents that Endo might obtain in the future relating to Opana ER. (CCF ¶ 1414 (citing CX3378
at 100 (Sandoz settlement, § 4.4))). The settlements with Actavis and Sandoz, which did not
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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.

118.

Settlement Negotiations Background

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 ¶ 216). During those settlement talks, Impax and Endo also discussed potential generic
license entry dates. (CCF ¶ 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 ¶¶ 101, 220).
121.

On June 8, 2010, Impax and Endo entered into the Settlement and License Agreement
(“SLA”). (JX-001-007-09 (¶¶ 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 ¶¶ 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 IV 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 ¶ 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 (¶¶ 76, 79) (Hoxie Rebuttal Report));
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Figg, Tr. 2020 (“even on the appeal I probably would give Endo an edge, but – but I think it
would have been an issue that was fairly litigable and it would have been a fairly close call”); see
also CCF ¶¶ 1305-08).
125.

If Impax did not settle, and the court upheld any of Endo’s patents-in-suit, Impax would
have been enjoined from making and selling generic Opana ER until after September 9,
2013. (Figg, Tr. 1973; Hoxie, Tr. 2834).

Response to Proposed Finding No. 125
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 ¶ 368 (quoting CX5007 at 044 (¶ 82) (Hoxie Rebuttal Report))). But even if Endo
won the patent litigation at the district court level, 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 (¶¶ 76, 79) (Hoxie
Rebuttal Report)); Figg, Tr. 2020 (“even on the appeal I probably would give Endo an edge, but
– but I think it would have been an issue that was fairly litigable and it would have been a fairly
close call”); see also CCF ¶¶ 1305-08).
B.
126.

The SLA Included the Earliest License Date Impax Could Obtain

Impax’s “top business priority” in its settlement negotiations with Endo was the ability to
sell its oxymorphone ER product free from patent risk at the earliest possible date.
(Snowden, Tr. 430; see Koch, Tr. 235; CX4014 (Hsu, IHT at 36-37) (“when we started
discussion with Endo, to me, the most important thing is we want to see whether we
could get agreement to launch the product, as early as possible”)).

Response to Proposed Finding No. 126
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Absent a reverse payment, Complaint Counsel agrees that Impax’s top priority in its settlement
negotiations with Endo would be to sell its oxymorphone ER product free from patent risk at the
earliest possible date. Impax, however, had strong economic incentives to enter into a reverse-
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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
[s]ay about a bird in the hand. . . ”)). But when Impax’s CEO proposed “settl[ing] with Endo for
January 2011 launch with No AG,” Mr. Mengler agreed that would be a “different story[,] I’d
love that!!!!” (CCF ¶ 224 (quoting CX0505 at 001)). Ultimately, the payments Impax received
from Endo exceeded the stakes that Impax had in actually entering the market with a generic
oxymorphone ER product. In other words, Impax earned more from being paid to stay out of the
market than it would have earned by entering and competing. (CCF ¶¶ 493-94).
127.

Chris Mengler, President of Impax’s Generics Division at the time of settlement and a
lead negotiator of the SLA, explained that the “main objective” for Impax was to secure
the “earliest possible entry date” to ensure that Impax could “get[] the product on the
market as quickly as possible and maximize[] the value to Impax shareholders.”
(Mengler, Tr. 524-26, 564).

Response to Proposed Finding No. 127
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 126.
128.

Larry Hsu, Impax’s CEO at the time of settlement, similarly testified that “launch[ing]
the product early is always the most important [goal] for the generic company,” as long
as it can do so free from patent risk. (CX4030 (Hsu, Dep. at 77); see CX4014 (Hsu, IHT
at 116-17)).

Response to Proposed Finding No. 128
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 126.
129.

It “is very important for [Impax] to have a . . . risk-free launch” and to “launch the
product as early as possible. That’s what we are in the business for.” (CX4014 (Hsu,
IHT at 117); CX4030 (Hsu, Dep. at 28)).

Response to Proposed Finding No. 129
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 126.
130.

Impax “wanted always to get on the market as quickly as possible and stay in the
market.” (CX4026 (Nguyen, Dep. at 160); see Mengler, Tr. 564 (the “only way we make
money is selling products, so the sooner we can get in, the better off we are”)).

Response to Proposed Finding No. 130
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 126.
131.

Impax’s “goal is always to sell as much as [it] can as soon as [it] can.” (Mengler, Tr.
534).

Response to Proposed Finding No. 131
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 126.
132.

When Endo and Impax first discussed a potential settlement in 2009, Impax knew that
Endo had settled patent litigation against Actavis on terms that included a July 2011
license date. (RX-568; CX4003 (Snowden, IHT at 51)).

Response to Proposed Finding No. 132
Complaint Counsel has no specific response.
133.

Impax twice pushed Endo for a comparable entry date, offering a simple settlement with
a July 2011 entry date. (Snowden, Tr. 371-73, 423).

Response to Proposed Finding No. 133
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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 11011).
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 reverse payment such as the combined No-AG provision/Endo Credit—
which actually resulted in a $102 million payment from Endo to Impax—Endo would have
agreed to a date earlier than January 2013 without that amount of money being paid. (CCF ¶
1441). In fact, Endo settled patent litigation concerning generic oxymorphone ER with five other
generic companies. Each of those settlements included generic entry dates earlier than January
2013 and no reverse payment. (CCF ¶¶ 1447-52).
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136.

Endo maintained that it would only consider a license date between when an appeal of
the patent litigation would be decided and the expiration of the patents-in-suit.
(Snowden, Tr. 419).

Response to Proposed Finding No. 136
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 135.
137.

Endo consequently proposed a March 10, 2013, entry date in the first term sheet it sent
Impax. (Snowden, Tr. 366, 428; RX-333 (Endo’s initial term sheet)).

Response to Proposed Finding No. 137
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 135. The Proposed Finding is also incomplete in that it omits that in the
May 26, 2010 initial term sheet, Endo offered Impax compensation for the proposed 2013 entry
date. (CCF ¶¶ 227-28). In its written settlement offer, Endo proposed a generic licensed entry
date of March 10, 2013, a six-month No-AG provision, and a side deal in the form of an option
agreement with a $10 million upfront payment relating to a Parkinson’s disease treatment under
development by Impax. (CCF ¶ 228).
138.

As Arthur Koch, Impax’s Chief Financial Officer at the time of settlement and another
negotiator of the SLA, explained, Impax “met complete resistance to the concept of an
earlier launch date.” (Koch, Tr. 239).

Response to Proposed Finding No. 138
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 135.
139.

Endo was “adamant about 2013 and not getting anything into 2012” and “was certainly
digging in their heels with that date.” (Mengler, Tr. 565-67; see Noll, Tr. 1599-1600
(“Impax’s attempt to get an earlier date met with complete resistance.”)).

Response to Proposed Finding No. 139
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 135.
140.

Through hard negotiations, Impax got Endo to move the entry date to February 1, 2013,
and then eventually to January 1, 2013. (Mengler, Tr. 566; see Noll, Tr. 1598).

Response to Proposed Finding No. 140
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 135. In addition, the Proposed Finding is not supported by the
testimony of Professor Noll. Professor Noll does not testify that Impax was able to move the
entry date up two months through hard negotiations. In the cited testimony, Professor Noll
explains that the negotiations did not focus on the entry date at all. Instead, “what they were
really negotiating over was the price as opposed to when the date would be.” (Noll, Tr. 1598-99).
In other words, the negotiation focused on how much Endo would pay Impax to accept the 2013
entry date.
141.

The executed Settlement and License Agreement granted Impax a license to sell its
generic version of Opana ER beginning on January 1, 2013, or earlier upon one of two
events: (i) a final federal court decision holding all asserted and adjudicated claims of the
patents at issue to be invalid, unenforceable, or not infringed by a generic version of
Opana ER; or (ii) the withdrawal of the patents at issue from the Orange Book. (JX-001009 (¶ 34) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity); CX2626
(executed settlement agreement); Snowden, Tr. 370).

Response to Proposed Finding No. 141
Complaint Counsel has no specific response.
142.

At no point during settlement discussions did Endo and Impax discuss Impax accepting a
later entry date in exchange for something of value from Endo. (Mengler, Tr. 567-68;
CX4012 (Donatiello, IHT at 172-73) (no provisions in SLA linked to commencement
date)).

Response to Proposed Finding No. 142
The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence. From the outset of the negotiations, Endo offered Impax compensation to agree to

33

PUBLIC

stay out of the market until 2013. (CCF ¶¶ 227-28). The subsequent settlement negotiations then
focused on refining the compensation package. (CCF ¶¶ 1036-39). Indeed, each time Impax
sought an earlier entry date, Endo responded with additional compensation. First, Impax sought
an acceleration trigger that would move up Impax’s entry date prior to 2013 if branded Opana
ER sales dropped below a threshold level. (CCF ¶¶ 251-52). Endo rejected the accelerated entry,
but agreed to sweeten the pot with the Endo Credit. (CCF ¶¶ 253-55, 1051). Under the Endo
Credit, Endo paid Impax rather than facing earlier entry through an acceleration provision. (CCF
¶¶ 1051-52). Impax also suggested a “simple settlement” that would drop the compensation
terms (No-AG provision, Endo Credit, and side deal), but with a generic entry date of July
2011—the same date Endo had grated to Actavis. (CCF ¶ 276). Endo refused the earlier entry
date, but then discussed “better terms on the co-promote deal.” (CCF ¶ 278).
143.

Impax would have “absolutely” accepted an earlier license date if it had been possible.
(Mengler, Tr. 567).

Response to Proposed Finding No. 143
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 135 and 140.
144.

There is no evidence that Endo ever offered an entry date earlier than January 1, 2013,
despite Impax’s efforts to secure one. (Mengler, Tr. 566-67).

Response to Proposed Finding No. 144
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 135 and 140.
C.
145.

The SLA Contained a Broad Patent License

At the time of the settlement, Endo had pending applications for patents relating to Opana
ER. (JX-001-010 (¶ 36) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 145
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Complaint Counsel has no specific response.
146.

Impax knew of Endo’s pending applications, and recognized that Endo could acquire still
other patents. (RX-398.0001; RX-568; Mengler, Tr. 571-72; Snowden, Tr. 440, 442-43).

Response to Proposed Finding No. 146
Complaint Counsel has no specific response.
147.

In a 2009 email assessing the Endo-Actavis settlement, for example, Impax employees
noted that the Actavis settlement did not cover Endo’s pending patent applications. (RX398.0001 (noting Endo was “banking on [its] pending patents”)).

Response to Proposed Finding No. 147
Complaint Counsel has no specific response, except to note that, like Impax, Actavis also
believed it had received an express or implied license to future patents in its oxymorphone ER
settlement with Endo. In a subsequent patent litigation, Actavis successfully asserted to the
district court that the license it obtained from Endo extended to pending patent applications.
(CCF ¶ 1414).
148.

Given the possible effects of those patent applications, a reasonable litigant would have
been concerned with Endo’s future patents. (Figg, Tr. 1938).

Response to Proposed Finding No. 148
Complaint Counsel has no specific response.
149.

But Impax was more concerned than most. It is “incredibly conservative.” (CX4021
(Ben-Maimon, Dep. at 34)).

Response to Proposed Finding No. 149
The Proposed Finding is not supported by the evidence cited. In the testimony cited, Dr.
Ben-Maimon discusses situations in which Impax might seek Board approval for a product
launch. She says nothing about whether Impax was concerned about the possible effects of
Endo’s patent applications, or whether Impax was more concerned than other companies. The
Proposed Finding is also misleading in that it suggests that other pharmaceutical companies are

35

PUBLIC

not interested in seeking a freedom-to-operate license that covers all potentially relevant patents,
including patents that might issue from pending applications owned or controlled by the licensor.
(CCF ¶ 1411). This type of freedom-to-operate license is common in the pharmaceutical
industry. (CCF ¶¶ 1408, 1411-12).
150.

It “is very important for [Impax] to have a . . . risk-free launch” before it markets any
generic product. (CX4014 (Hsu, IHT at 117)). Accordingly, Impax seeks “freedom to
operate” without patent risks. (CX4026 (Nguyen, Dep. at 155-58)).

Response to Proposed Finding No. 150
Complaint Counsel has no specific response, except to note that it is common for a
licensee seeking freedom to operate for a product to seek a license to all potentially relevant
patents and patents issuing from pending applications owned or controlled by the licensor. (CCF
¶¶ 1408, 1411). Licensing some patents while still blocking the licensee’s product with other
patents frustrates the underlying purpose of the license, which is ordinarily to give the licensee
freedom to operate. (CCF ¶ 1411).
151.

Every “agreement has to cover all the patent[s], not just the patent [at issue] today, but
cover all future patent[s] as well,” “otherwise you end up with [a] launch [of] the product
and still have to be under [patent] risk, and that doesn’t really help us.” (CX4014 (Hsu,
IHT at 116)).

Response to Proposed Finding No. 151
Complaint Counsel has no specific response, except to note that it is common for a
licensee seeking freedom to operate for a product to seek a license to all potentially relevant
patents and patents issuing from pending applications owned or controlled by the licensor. (CCF
¶¶ 1408, 11). Licensing some patents while still blocking the licensee’s product with other
patents frustrates the underlying purpose of the license, which is ordinarily to give the licensee
freedom to operate. (CCF ¶ 1411).
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152.

For that reason, Impax fought hard to secure a broad patent license covering all possible
patents. Endo’s first draft of the settlement agreement only offered Impax a license to
current patents and any extensions thereof. (RX-333.0005).

Response to Proposed Finding No. 152
Complaint Counsel objects to the term “fought hard” as inaccurate and contrary to the
weight of the evidence. It is true that Impax—like other licensees—generally seeks a license
broad enough to ensure it will have freedom to operate for the product at issue. (CCF ¶ 1413).
The issue of including in the SLA a license to patents that may issue in the future from pending
patent applications covering Endo’s Opana ER did not arise until the last few days of
negotiations. (CCF ¶¶ 1405-07). Impax and Endo did not discuss the scope of the patent license
to be granted to Impax prior to reaching agreement in principle on June 3, 2010. (CCF ¶ 279).
Mr. Mengler, Impax’s primary negotiator until June 4, 2010, never “had a discussion with Endo
about patents personally.” (CCF ¶ 279 (citing Mengler, Tr. 524-25, 573); see also CX4022
(Mengler, Dep. at 226)). When Mr. Koch and Ms. Snowden took over negotiating
responsibilities on June 4, 2010, the licensed entry date of January 1, 2013 was already set. (CCF
¶ 279). Mr. Koch and Ms. Snowden also did not raise the issue of the scope of the patent license
with Endo. (CCF ¶ 279). Huong Nguyen, Impax’s Senior Director of Intellectual Property, first
became involved in the settlement talks on June 5, 2010. (CCF ¶ 280). That same day, Impax for
the first time proposed broadening the patent license to “any patents and patent applications
owned or licensed by Endo . . . that cover or could potentially cover” Impax’s generic
oxymorphone ER product. (CCF ¶ 280 (quoting CX0324 at 030 (June 5, 2010 draft SLA))).
Endo and Impax settled the infringement case on June 8, 2010. (CCF ¶ 92).
The Proposed Finding is also misleading in that it suggests that the license Impax
obtained unambiguously covered all future patents. Instead the license Impax received in the
SLA was open to contradictory interpretations. (CCF ¶ 1416). After Impax began selling a
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generic version of Original Opana ER in January 2013, the parties disagreed over the
interpretation of the license in the SLA. (CCF ¶ 1420). Endo eventually sued Impax for
infringement of three patents Endo obtained after entering into the SLA. (CCF ¶ 1421). Indeed, if
the parties had not settled that lawsuit, Impax could have been liable for damages and possibly
even required to withdraw its generic oxymorphone ER product from the market. (CCF ¶ 1430;
see Complaint Counsel’s Response to Proposed Finding No. 157).
153.

During subsequent negotiations, the parties exchanged no fewer than seven separate
versions of the license agreement. (CX0324; CX2771; RX-573; CX1813; RX-335; RX322; RX-336; RX-402).

Response to Proposed Finding No. 153
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that Impax fought hard to secure a broad patent license covering current and
future patents relating to Opana ER. Prior to June 5, 2010, the parties never discussed the scope
of the patent license. (CCF ¶¶ 279-80). On June 5, 2010, Impax for the first time proposed
broadening the patent license to “any patents and patent applications owned or licensed by Endo
. . . that cover or could potentially cover” Impax’s generic oxymorphone ER product. (CCF ¶ 280
(quoting CX0324 at 030 (June 5, 2010 draft SLA))). Endo agreed. (See also Complaint
Counsel’s Response to Proposed Finding No. 152).
154.

Impax gradually secured greater patent protections, ultimately securing a license and
covenant not to sue that covered all patents “that would ever be owned by [Endo and
Penwest] that would cover the Impax product, so the patents that existed at the time as
well as future patents.” (Snowden, Tr. 439; CX2626-009 (executed SLA)).

Response to Proposed Finding No. 154
Complaint Counsel objects to the term “gradually” as inaccurate and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding Nos. 152 and
153.
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155.

Specifically, Section 4.1(a) of the Settlement and License Agreement grants Impax a
license both to the “Opana ER Patents” (meaning the ’933, ’456, and ’250 patents) and to
“any patents and patent applications owned by Endo or Penwest . . . that cover or could
potentially cover the manufacture, use, sale, offer for sale, importation, marketing or
distribution of products . . . that are the subject of the Impax ANDA . . . .” (JX-001-00910 (¶ 35) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 155
Complaint Counsel has no specific response.
156.

The Settlement and License Agreement identified “the patent applications (and any
patents issued thereunder)” as the “Pending Applications.” (JX-001-010 (¶ 36) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 156
Complaint Counsel has no specific response.
157.

The broad patent license and covenant not to sue ensured that Impax could launch its
generic oxymorphone ER product free from patent risk on January 1, 2013. (Koch, Tr.
236).

Response to Proposed Finding No. 157
The Proposed Finding is not supported by the testimony and contrary to the weight of the
evidence. In the cited testimony, Mr. Koch testified that “Impax agreed to a specific launch date
in return for eliminating uncertainty of the patent litigation.” (Koch, Tr. 236). He did not,
however, discuss any assurances regarding Impax’s ability to launch generic oxymorphone ER
free from patent risk. Instead, the evidence shows that the license did not eliminate all
uncertainty. The license Impax received in the SLA was open to contradictory interpretations.
(CCF ¶ 1416). After Impax began selling a generic version of Original Opana ER in January
2013, the parties disagreed over the interpretation of the license in the SLA. (CCF ¶ 1420). On
May 4, 2016, Endo sued Impax for infringement of three patents Endo obtained after entering
into the SLA. (CCF ¶ 1421). Impax moved to dismiss the case, which the court denied except as
to one of the patents. Endo then provided Impax notice of termination of the SLA and requested
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that Impax immediately stop selling what Endo characterized as Impax’s infringing generic
Opana ER product. (CCF ¶¶ 1415-25). In the notice, Endo stated “there is no legitimate dispute
that Impax’s current Opana ER generic tablets infringe Endo’s patents” and demanded that
“Impax should therefore honor Endo’s patent rights and immediately cease all sales of those
infringing tablets.” (CCF ¶ 1425 (quoting CX2944 at 003 (Oct. 31, 2016 email chain attaching
letter from Endo to Impax re: notice of termination of the license agreement))). Impax continued
to disagree with Endo’s interpretation of the SLA as it applied to the later-issued patents. (CCF ¶
1425). If the parties had not settled their lawsuit, Impax could have been liable for damages and
possibly even required to withdraw its generic oxymorphone ER product from the market. (CCF
¶ 1430).
D.

The Endo Credit and Royalty Provisions
1.

158.

The Introduction of Reformulated Products

When the FDA approves an ANDA for a generic drug, the FDA has determined that the
drug is bioequivalent to the brand-name product. This is often referred to as “AB-rated.”
(Mengler, Tr. 521-22; Bingol, Tr. 1309; Snowden, Tr. 413; Figg, Tr. 1853-54; Noll, Tr.
1380 (Actavis 7.5 mg and 15 mg generic Opana ER products enjoyed AB-rating when
launched in 2011)).

Response to Proposed Finding No. 158
Complaint Counsel has no specific response.
159.

All 50 states and the District of Columbia have drug substitution laws that encourage and
facilitate substitution of lower-cost AB-rated generic drugs for branded drugs. When a
pharmacist fills a prescription written for a branded drug, these laws allow or require the
pharmacist to dispense an AB-rated generic version of the drug instead of the more
expensive branded drug, unless a physician directs or the patient requests otherwise.
Conversely, these laws generally do not permit a pharmacist to substitute a non-AB-rated
generic for a branded drug unless the physician specifically prescribes it by writing the
chemical name of the drug, rather than the brand name, on the prescription. (JX-003-011
(¶ 72) (Second Set of Joint Stipulations); see Mengler, Tr. 521-22; Bingol, Tr. 1309;
Addanki, Tr. 2272 (seventeen states require substitution, almost all others permit
substitution)).

Response to Proposed Finding No. 159
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Complaint Counsel has no specific response.
160.

Substitution of generic products for brand-name products is the primary way that generic
companies make their sales. (Mengler, Tr. 522; Engle, Tr. 1703).

Response to Proposed Finding No. 160
Complaint Counsel has no specific response.
161.

Brand pharmaceutical companies sometimes reformulate their brand-name products, “in
theory to have some improved properties.” (CX4003 (Snowden, IHT at 30)).

Response to Proposed Finding No. 161
Complaint Counsel has no specific response.
162.

But introducing a reformulated product can also protect the branded franchise from losing
sales to AB-rated generics. (Snowden, Tr. 433-34; CX4043 (Hoxie, Dep. at 144-45);
CX4030 (Hsu, Dep. at 108)).

Response to Proposed Finding No. 162
Complaint Counsel has no specific response.
163.

Specifically, when brand companies introduce a reformulated drug, they often cease
marketing and selling the original product. They can also withdraw the original product’s
reference-listed drug designation, preventing generic products from having AB-rated
status. (CX4003 (Snowden, IHT at 30-31); CX4014 (Hsu, IHT at 152)).

Response to Proposed Finding No. 163
Complaint Counsel has no specific response.
164.

In so doing, the brand company can greatly reduce the opportunity for generic versions of
the original drug since those generic products are no longer bioequivalent to—and not
subject to automatic substitution in place of—the reformulated product. (Snowden, Tr.
434; CX4030 (Hsu, Dep. at 108); Koch, Tr. 238 (reformulation can “switch patients away
from the brand product that Impax has the generic to in favor of a line extension” not
covered by the ANDA)).

Response to Proposed Finding No. 164
Complaint Counsel has no specific response.
165.

Because “the generic would rely on the . . . automatic substitution in the pharmacy,” not
having a reference brand product means that pharmacists “can’t substitute.” (CX4014
(Hsu, IHT at 152)).
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Response to Proposed Finding No. 165
Complaint Counsel has no specific response.
166.

For the generic drug to be sold, doctors must actually write out a prescription for the
generic product. (CX4014 (Hsu, IHT at 152); CX4004 (Engle, IHT at 221)).

Response to Proposed Finding No. 166
Complaint Counsel has no specific response.
2.
167.

Endo’s Opana ER Reformulation Efforts in 2010

At the time of settlement in June 2010, Endo was working on a reformulated version of
Opana ER that would affect sales of the original Opana ER product. (Cuca, Tr. 618-19;
CX4017 (Levin, Dep. at 120)).

Response to Proposed Finding No. 167
Complaint Counsel has no specific response.
168.

In fact, development work on the reformulated version of Opana ER had been underway
since at least July 2009. (CX4019 (Lortie, Dep. at 118)).

Response to Proposed Finding No. 168
Complaint Counsel has no specific response, except to note that the weight of the
evidence shows that Endo’s plans to reformulate Opana ER date back to at least 2007. (CCF ¶
73).
169.

Endo had also acquired patented technology to support the reformulation efforts.
(Mengler, Tr. 569).

Response to Proposed Finding No. 169
Complaint Counsel has no specific response.
170.

At the time of settlement, Endo’s reformulation of Opana ER was not yet public.
(CX4017 (Levin, Dep. at 120)).

Response to Proposed Finding No. 170
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The Proposed Finding is incomplete. Though Endo had not publicly disclosed its plans to
reformulate Opana ER, Impax suspected Endo might switch to a new formulation before Impax
could enter with its generic oxymorphone ER product. (CCF ¶ 246).
3.
171.

Impax’s Suspicions Regarding Endo’s Reformulation Plans

By 2010, many pharmaceutical manufacturers had transitioned (or were publicly working
to transition) their opioid products to crush-resistant formulations. (Mengler, Tr. 56869).

Response to Proposed Finding No. 171
Complaint Counsel has no specific response.
172.

In fact, in light of the country’s opioid crisis, the FDA encouraged extended-release
opioid manufacturers to “figure out a way to make them tamper-resistant and the primary
manner in which companies were doing that was to make the tablet in such a manner that
they couldn’t be crushed.” (Mengler, Tr. 569).

Response to Proposed Finding No. 172
Complaint Counsel has no specific response.
173.

Purdue, the manufacturer of OxyContin, had done just that, introducing a reformulated,
crush-resistant version of its product and withdrawing its original formulation. (Mengler,
Tr. 569; CX4017 (Levin, Dep. at 117-19)).

Response to Proposed Finding No. 173
Complaint Counsel has no specific response.
174.

Although Impax did not have specific information about Endo’s reformulation plans,
Impax was concerned that Endo had “a secret plan to damage the market” with the
introduction of a reformulated Opana ER product. (CX0217-001; see Snowden, Tr. 43334; Mengler, Tr. 569-70; CX4017 (Levin, Dep. at 118)).

Response to Proposed Finding No. 174
Complaint Counsel has no specific response, except to note that Mr. Mengler testified
that during negotiations Impax “knew Endo was working on [a reformulated] product.”
(Mengler, Tr. 569 (“[A]t some point -- I don’t remember where that -- we learned of this in the
negotiation, but one of my -- one of my guys actually came up with -- I don’t know if it was a
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news release or an analyst report describing the fact that Endo had licensed in or was partnering
with somebody on crush-resistant technology, so we felt it was a pretty safe bet that this was an
effort on their part.”)).
175.

Impax had also seen analyst reports suggesting that Endo was working on crush-resistant
drugs generally. (CX2540-001; Mengler, Tr. 579-80).

Response to Proposed Finding No. 175
Complaint Counsel has no specific response.
176.

If Endo did introduce a reformulated Opana ER product, it would negatively affect
Impax’s ability to sell its generic oxymorphone ER through automatic substitution,
undermining the consumer benefits of “getting a generic version of what would have
been an important drug.” (Mengler, Tr. 526-27, 528).

Response to Proposed Finding No. 176
Complaint Counsel has no specific response.
177.

Chris Mengler, Impax’s lead settlement negotiator, consequently raised his concerns with
Endo’s CFO, Alan Levin, on multiple occasions during settlement discussions.
(Mengler, Tr. 580; CX4012 (Donatiello, IHT at 125, 151-52); CX0217-001 (June 2,
2010, email noting that Mr. Mengler “followed up with [A]lan [Levin] and told him I
think they have a secret plan to damage the market”)).

Response to Proposed Finding No. 177
Complaint Counsel has no specific response.
178.

Mr. Levin categorically denied any plans to develop a reformulated Opana ER product
and “[r]eiterated over and over that there was no intention or plan to switch the market.”
(Mengler, Tr. 570, 580).

Response to Proposed Finding No. 178
Complaint Counsel has no specific response.
179.

Specifically, Mr. Levin told Impax that “[y]ou don’t have to worry about that. We’re not
going to do that. We have every intention of putting a lot of resources behind marketing
[the original Opana ER] product. You should be grateful, by the time you launch, it’s
going to be an even bigger and more robust opportunity for you, and you should pay us a
royalty because it’s going to be such a big opportunity for you after we, you know,
continue to promote it.” (Snowden, Tr. 432-33; see CX4017 (Levin, Dep. at 120)).

Response to Proposed Finding No. 179
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Complaint Counsel has no specific response.
180.

Mr. Mengler did not believe Endo’s representations and told Mr. Levin as much.
(Mengler, Tr. 580). He explained that while Impax was “happy to pay” a royalty, it also
wanted contractual provisions to help ensure that Endo stood by its assurances with
respect to a reformulated version of Opana ER. (Snowden, Tr. 432-33).

Response to Proposed Finding No. 180
The Proposed Finding is misleading and contrary to the weight of the evidence in that it
suggests that any contractual provisions Impax sought during negotiations with Endo were
designed to do something other than protect Impax from the downside case of Endo degrading
the market for Original Opana ER. (CCF ¶¶ 250-57; see also Mengler, Tr. 433 (“I still need
downside protection in case . . . the market for the generic Opana ER degrad[es] before we get to
launch.”)). The Endo Credit became the contractual protection that Impax received in the SLA.
That payment was not designed as, or intended to be, a penalty if Endo did not stand by its
assurances. Rather, the payment was intended to insulate Impax from the risk that Opana ER
sales declined before the agreed-upon entry date for Impax’s generic version of oxymorphone
ER. If Endo did destroy the market for Opana ER, Impax wanted to be “made whole for the
profits that [it] would have otherwise achieved.” (Mengler, Tr. at 533; CCF ¶¶ 253-55, 1055-65).
4.
181.

Endo Rejected a Market Degradation Trigger

Impax initially sought a market degradation trigger, which would have allowed Impax to
launch a generic version of Opana ER immediately if Endo introduced a reformulated
product that degraded sales of original Opana ER. (Koch, Tr. 237-38; Snowden, Tr. 432;
Mengler, Tr. 532; RX-318.0001).

Response to Proposed Finding No. 181
Complaint Counsel has no specific response.
182.

Endo categorically refused a market degradation trigger, considering it a “nonnegotiable”
concept, even though Impax pressed the issue “very hard.” (Koch, Tr. 314-16; see
Snowden, Tr. 432; Mengler, Tr. 581).

Response to Proposed Finding No. 182
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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.”)). Endo rejected the accelerated entry because it preferred to pay
Impax to accept the January 2013 entry date rather than face earlier entry through an acceleration
provision. (CCF ¶¶ 1051-52; see also CCF ¶ 978 (a brand-firm has strong incentives to pay a
generic firm to extend its period of monopoly profits)).
183.

Endo would not “let [Impax] go past a certain date,” no matter what happened to the
generic opportunity. (CX4026 (Nguyen, Dep. at 163)).

Response to Proposed Finding No. 183
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.”)). Endo rejected the accelerated entry because it preferred to pay
Impax to accept the January 2013 entry date rather than face earlier entry through an acceleration
provision. (CCF ¶¶ 1051-52; see also CCF ¶ 978 (a brand-firm has strong incentives to pay a
generic firm to extend its period of monopoly profits)).
5.
184.

The Endo Credit was Intended to Encourage Endo to Support
Original Opana ER

In the face of Endo’s categorical rejection of a market degradation trigger, the parties
devised “a carrot and a stick approach”—known as the Endo Credit and Royalty
Provisions—as a way to ensure Impax had a measure of control over its generic
opportunity. (Koch, Tr. 236-37, 240-41).

Response to Proposed Finding No. 184
The Proposed Finding is inaccurate and contrary to the weight of the evidence. Although
Impax now seeks to redefine the Endo Credit and royalty provision as part of a “carrot and stick”
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approach, there is no contemporaneous supporting evidence. Impax’s chief in-house lawyer
could not recall anybody using the term “carrot and stick” during the negotiation period. (CCF ¶
1057). No documents from the period of negotiations refer to the “carrot” or the “stick.” (CCF ¶¶
1057, 1059). And the purported “carrot and stick” were not proposed together or related to one
another at any point during the negotiations. (CCF ¶ 1058). Instead, at the time of settlement,
Impax viewed the Endo Credit as market protection, not as part of a “carrot and stick” approach.
(See CCF ¶¶ 1057-59). The Endo Credit was not a “stick” because it functioned to reimburse
Impax, not to deter Endo from reformulating Opana ER and degrading the market for Impax’s
generic. (CCF ¶¶ 1059-63). Likewise, the royalty provision was not designed to act as a “carrot”
because it imposed costs on Endo through forgone sales of an authorized generic. (CCF ¶¶ 106465). The royalty provision triggered only if sales of Original Opana ER grew by a specific
percentage. (CCF ¶ 1064). If sales grew enough to require a royalty, the No-AG provision would
have prevented Endo from selling an AG into a marketplace that now had greater opportunity for
generic products because of the increased branded product sales. But if sales of did not grow by a
specific amount, Endo got nothing. (CCF ¶ 1065).
185.

The Endo Credit required Endo to pay a penalty if original Opana ER sales in the last
quarter of 2012 fell below 50 percent of their quarterly peak. The specific penalty was
calculated by multiplying a “Market Share Profit Value”—defined in the SLA with
reference to quarterly peak sales during the period between settlement and the third
quarter of 2012—by the number of percentage points that sales fell below 50 percent.
(CX2626-003-04).

Response to Proposed Finding No. 185
Complaint Counsel objects to the term “penalty” as inaccurate. Complaint Counsel agrees
that the Endo Credit required Endo to pay Impax if Opana ER sales for the last quarter of 2012
fell below 50% of their quarterly peak. The payment, however, was not designed as, or intended
to be, a penalty. Rather, the payment was intended to insulate Impax from the risk that Opana ER
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sales declined before the agreed-upon entry date for Impax’s generic version of oxymorphone. If
Endo did destroy the market for Original Opana ER, Impax wanted to be “made whole for the
profits that [it] would have otherwise achieved.” (Mengler, Tr. at 533; CCF ¶¶ 253-55, 1055-65).
186.

If, for example, Opana ER sales were 45 percent of their quarterly peak in December
2012, the penalty would be equal to five times the Market Share Profit Value. (CX2626003).

Response to Proposed Finding No. 186
Complaint Counsel objects to the term “penalty” as inaccurate for the reasons set forth in
response to Proposed Finding No. 185.
187.

The prospect of a penalty was meant to incentivize Endo to make investments in its
original Opana product. (Koch, Tr. 241; Snowden, Tr. 386).

Response to Proposed Finding No. 187
Complaint Counsel objects to the terms “penalty” and “incentivize” as inaccurate for the
reasons set forth in response to Proposed Finding No. 185.
188.

Carole Ben-Maimon, Impax’s former President of the Generics Division, explained that
the Endo Credit was “a deterrent to prevent [Endo] from switching the market.”
(CX4021 (Ben-Maimon, Dep. at 118, 122); see CX4037 (Smolenski, Dep. at 244-45)
(Endo Credit “intended to disincentivize Endo from” introducing a reformulated
product)).

Response to Proposed Finding No. 188
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 185. The Proposed Finding is also not
supported by the testimony cited. Dr. Ben-Maimon was not employed by Impax in 2010 and
therefore had no involvement in this negotiation. (CX4021 (Ben-Maimon, Dep. at 11)). Thus,
she lacks personal knowledge to testify that the purpose of the Endo Credit was to “prevent
[Endo] from switching the market.” (CX4021 (Ben-Maimon, Dep. at 118, 122)).
189.

As Mr. Mengler explained, “in the absence of an acceleration trigger . . . we needed an
alternative to, one, try to incentivize the product to stay on the market and then, two, in
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the worst case scenario where the market was in fact destroyed, I at least wanted to be
made whole for the profits that we would have[] otherwise achieved.” (Mengler, Tr. 533;
see Koch, Tr. 238-39; Reasons, Tr. 1202-03).
Response to Proposed Finding No. 189
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 185. The Endo Credit functioned to
reimburse Impax, not to deter Endo from reformulating Opana ER and degrading the market for
Impax’s generic. (CCF ¶¶ 1059-63). Complaint Counsel objects to the term “incentivize” as
misleading and inaccurate for the same reasons.
190.

And given Impax’s distrust of Endo’s representations, Impax demanded that the Endo
Credit formula incorporate assumptions that “had to go [Impax’s] way” in the event that
Endo was lying about reformulating Opana ER. (Snowden, Tr. 434-35; see CX4026
(Nguyen, Dep. at 163-64) (Endo Credit was used to “put [Endo] to [its] word” with
respect to reformulation)).

Response to Proposed Finding No. 190
Complaint Counsel has no specific response.
191.

Endo acknowledged that the Endo Credit was intended “to reduce the uncertainty around
what each of the parties would experience from cash flows, so the goal was to, if the
market changed substantially before the date that the parties agreed that Impax could
launch, there would be a way of making Impax whole.” (Cuca, Tr. 617).

Response to Proposed Finding No. 191
Complaint Counsel has no specific response.
192.

Importantly, Robert Cuca, Endo’s Vice President of Financial Planning and Analysis and
the author of the Endo Credit, testified that “I don’t know that anyone was anticipating a
change in the marketplace, but the provision was designed to insulate against a
substantial decrease in sales of the innovator product.” (Cuca, Tr. 615, 617).

Response to Proposed Finding No. 192
The Proposed Finding is inaccurate and contrary to the weight of the evidence. Both
Endo and Impax anticipated that the marketplace for Opana ER would change before Impax’s
generic entry in January 2013. Endo’s long-standing strategy—as reflected by internal planning
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documents and confirmed by the testimony of its executives—was to launch Reformulated
Opana ER as soon as possible, and long before Impax’s January 2013 entry date. (CCF ¶¶ 75,
482-87). Impax’s primary negotiator, Chris Mengler, testified that he believed Endo was
planning to launch a reformulated version of Opana ER before Impax could launch its generic
and that he did not believe Endo’s denial. (CCF ¶ 422). He also testified that during negotiations
he “knew Endo was working on [a reformulated] product.” (Mengler, Tr. 569). As a result,
Impax negotiated the Endo Credit provision in the SLA as protection if Endo moved the market
away from the original formulation of Opana ER. (CCF ¶¶ 246-75, 324-27, 422-23). Getting
downside protection in the event Endo reformulated Opana ER was “super, super important” to
Mr. Mengler. (CCF ¶ 427 (quoting Mengler, Tr. 535-36)).
193.

Mr. Cuca explained that he drafted the provision by looking at what “Opana ER sales
could be expected to look like if nothing changed the trajectory of its growth, and then
tried to understand what the negative impact to Impax would be from a profit perspective
if something did disrupt that growth.” (Cuca, Tr. 625).

Response to Proposed Finding No. 193
Complaint Counsel has no specific response.
194.

Despite minor changes, the final version of the Endo Credit provision captured Mr.
Cuca’s initial ideas and assumptions. (Cuca, Tr. 633-35).

Response to Proposed Finding No. 194
The Proposed Finding is misleading insofar as it suggests that the parties did not
extensively negotiate the Endo Credit formula. To the contrary, Impax and Endo each
understood that the Endo Credit might be triggered and require a significant payment. (CCF ¶¶
431-32). Thus, each party extensively negotiated changes to the formula that would benefit it.
Impax sought revisions to the formula to maximize the magnitude of the payment; Endo sought
revisions to reduce the magnitude of any Endo Credit payment. (CCF ¶¶ 258-69, 431-32).
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6.
195.

The Royalty Provision Similarly Incentivized Support for Original
Opana ER

“[T]he mirror image of the Endo Credit,” was the Royalty Provision. (Cuca, Tr. 613-14;
CX4017 (Levin, Dep. at 120-21) (Endo Credit and Royalty Provision “were intended to
be looked at hand in hand”)).

Response to Proposed Finding No. 195
The Proposed Finding is inaccurate and contrary to the weight of the evidence. Although
Impax now seeks to redefine the royalty provision as the mirror image of the Endo Credit, there
is no contemporaneous supporting evidence. The purported “mirror images” were not proposed
together or related to one another at any point during the negotiations. (CCF ¶ 1058). A royalty
term was in the first written proposal exchanged on May 26, 2010. (CCF ¶ 1058). In contrast, a
variant of the Endo Credit did not appear in a written proposal exchanged between Impax and
Endo until June 4, 2010. (CCF ¶ 1058). Instead, at the time of settlement, Impax viewed the
Endo Credit as market protection, because it functioned to reimburse Impax, not to deter Endo
from reformulating Opana ER and degrading the market for Impax’s generic. (CCF ¶¶ 1057-63).
196.

The Royalty Provision was the “carrot” in the SLA, which required Impax to pay Endo a
royalty payments of 28.5 percent on a portion of its generic sales if Opana ER sales rose
above a certain threshold. (CX2626-012; Snowden, Tr. 393; Koch, Tr. 241).

Response to Proposed Finding No. 196
The Proposed Finding is misleading and contrary to the weight of the evidence. The
royalty provision was not designed as a “carrot” because it imposed costs on Endo through
forgone sales of an authorized generic. (CCF ¶¶ 1064-65). The royalty provision was triggered
only if sales of Original Opana ER grew by a specific percentage. (CCF ¶ 1064). If sales grew
enough to require a royalty, the No-AG provision would have prevented Endo from selling an
AG into a marketplace that now had greater opportunity for generic products because of the
increased branded product sales. While Endo would receive 28.5% of profits from Impax’s
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generic sales, it would lose 100% of profits it could have earned from sales of an Endo AG.
(CCF ¶¶ 1064-65).
197.

Like the Endo Credit, the Royalty Provision incentivized Endo to support original Opana
ER. (Koch, Tr. 239; Reasons, Tr. 1225-26).

Response to Proposed Finding No. 197
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding Nos. 184 and 196.
198.

Alan Levin, Endo’s CFO and one of Endo’s lead negotiators, explained that “the Endo
Credit was meant to be read in conjunction with the royalty provisions of the settlement
agreement and that the two together provided for an accounting for changes in a very
variable opioid marketplace.” (CX4017 (Levin, Dep. at 73)).

Response to Proposed Finding No. 198
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 184.
E.
199.

The Co-Exclusive License Term

The SLA also contained a co-exclusive license provision—colloquially referred to as a
“No-Authorized Generic” or “No-AG” provision—whereby Endo agreed not to “sell,
offer to sell, import, or distribute any generic version of products that are the subject of
the Opana NDA,” or to license or authorize a third party to do the same, during Impax’s
180-day exclusivity period. (CX2626-010-11 (SLA § 4.1(c)); Snowden, Tr. 392; Koch,
Tr. 234-35).

Response to Proposed Finding No. 199
Complaint Counsel has no specific response.
200.

The provision had no effect on Endo’s ability to sell its Opana ER product under its
branded label or to price that product as it saw fit. (CX2626-010-11 (SLA § 4.1(c))).

Response to Proposed Finding No. 200
The Proposed Finding is misleading insofar as it suggests that the No-AG provision
would have no financial benefit to Impax because Impax would still face competition from
Endo’s branded Opana ER. Authorized generics have a unique impact during the first six months
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of generic competition. Competition from AGs during the first filer’s 180-day exclusivity period
has the potential to reduce both generic drug prices and generic drug revenues. (CCF ¶¶ 397-98).
In fact, Impax specifically modeled the effect of an Endo AG on Impax’s expected generic sales,
concluding that competition from an AG would reduce sales by at least $23 million in its first six
months. (CCF ¶¶ 413-14).
201.

The co-exclusive license term was not the subject of any meaningful negotiation, and
none of the executives that negotiated the SLA recall any significant discussion of the
term. (Snowden, Tr. 428-29; Mengler, Tr. 567).

Response to Proposed Finding No. 201
The Proposed Finding is misleading and contrary to the weight of the evidence insofar as
it suggests that Impax did not seek or desire a No-AG provision. Dr. Hsu and Mr. Mengler
wanted a No-AG provision in the SLA, because obtaining one is “among the more important
things” in a settlement negotiation. (Mengler, Tr. 526; CCF ¶¶ 231, 1483-84). Before Impax and
Endo started having substantive negotiations in May 2010, Impax executives were concerned
about postponing its projected oxymorphone ER entry date beyond 2010, but were willing to do
so for a settlement with a No-AG provision. (CX0505 at 001 (May 14, 2010 Mengler/Hsu email
chain) (showing Generics Division President objecting to “postponing the launch of
Oxymorphone” until Impax CEO suggested a settlement “with No AG”)). This evidence directly
links Impax’s willingness to agree to the January 2013 entry date with Endo’s No-AG
commitment. (CCF ¶¶ 1034-36, 1039, 1046).
The Proposed Finding is also not supported by the cited testimony. First, when asked
whether she recalled any discussion about the No-AG provision, Ms. Snowden testified: “No. I
don’t.” (Snowden, Tr. 428-29). At best that testimony is vague, because it is unclear whether she
did not recall any discussions or whether there were no discussions. Further, in his cited
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testimony, Mr. Mengler did not address whether there were meaningful, significant, or any other
sort of discussions surrounding the No-AG provision. (Mengler, Tr. 567).
202.

Endo offered the provision in the first term sheet it circulated in May 2010, and Impax
left it in place without discussion. (Snowden, Tr. 428-29; see RX-333 (Endo’s initial
term sheet); RX-318.0001 (Impax’s first counterproposal)).

Response to Proposed Finding No. 202
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 201.
203.

The co-exclusive license term in the final SLA was virtually unchanged from Endo’s
initial proposal. (CX2626-010-11 (executed settlement agreement with identical term)).

Response to Proposed Finding No. 203
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 201.
V.

POST-SETTLEMENT EVENTS RELEVANT TO THE SLA
A.

204.

The Launch of Reformulated Opana ER

Despite Endo’s assurances to the contrary, Endo filed a supplemental New Drug
Application (No. 201655) for a reformulated version of Opana ER (“reformulated Opana
ER”) in July 2010. (JX-001-011 (¶ 48) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); CX3189).

Response to Proposed Finding No. 204
Complaint Counsel objects to the use of the term “assurances” to the extent that it
suggests Impax did not expect Endo to reformulate Opana ER. Impax’s primary negotiator, Chris
Mengler, testified that he believed Endo was planning to launch a reformulated version of Opana
ER before Impax could launch its generic and that he did not believe Endo’s denial. (CCF ¶
422). As a result, Impax negotiated the Endo Credit provision in the SLA as protection in case
Endo moved the market away from the original formulation of Opana ER. (CCF ¶¶ 246-75, 324-
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27, 422-23). Getting downside protection in the event Endo reformulated Opana ER was “super,
super important” to Mr. Mengler. (CCF ¶ 427 (quoting Mengler, Tr. 535-36)).
205.

According to Endo, it reformulated Opana ER to “potentially offer a safer product to the
market, and therefore allowing us to offer the best products and safest product that we
could for our customers.” (Bingol, Tr. 1294-95).

Response to Proposed Finding No. 205
The Proposed Finding is incomplete. In addition to offering a safer product to customers,
the evidence shows that Endo had long planned to introduce Reformulated Opana ER to ensure it
retained market share and protected its lucrative Opana ER franchise, which was threatened by
looming generic entry. (CCF ¶¶ 72-73). In a December 2007 internal Endo document outlining
the specific details of “Project Greenland”—the code name for the reformulation project—Endo
listed two strategic rationales for the project. (CX3205 at 001). Along with the need to bring to
market tamper-resistant opioids, Endo explained, “[t]here is also a life cycle management (LCM)
imperative for Endo’s Opana ER franchise. . . . To ensure we continue to protect the franchise in
the face of loss of regulatory exclusivity in June 2009, a TRF formulation of ER will be
important to secure. Without this LCM strategy, Opana ER is expected to lose about 70% of its
sales within six months if generic entry occurs.” (CCF ¶ 73 (quoting CX3205 at 001)). In
January 2010, in another internal presentation sent to Endo’s then-CEO Dave Holveck, Endo’s
Senior Product Director of the Opana Brand forecasted up to four years of “organic exclusivity”
and retaining all Opana ER sales if Endo launched Reformulated Opana ER with labeling claims
and ahead of generics. (CCF ¶ 74 (quoting CX2724 at 005)).
206.

The crush-resistant nature of reformulated Opana ER was intended to make it “more
difficult for potential abusers to prepare [Opana ER] for snorting or injecting.” (Bingol,
Tr. 1339).

Response to Proposed Finding No. 206
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Complaint Counsel has no specific response, except to note that the FDA ultimately
requested that Endo remove Reformulated Opana ER from the market because it determined that
the “abuse and manipulation of reformulated Opana ER by injection has resulted in a serious
disease outbreak.” (CX6048 at 001).
207.

Despite suspicions that Endo was working on a reformulated version of Opana ER,
Impax was surprised by the announcement. (CX0117-002 (in response to news of Endo’s
NDA, Impax’s Chris Mengler wrote, “So much for ‘Chris, I promise we have no plans to
not continue to pursue our existing formulation’”); see also CX4010 (Mengler, IHT at
41-42)).

Response to Proposed Finding No. 207
Complaint Counsel objects to the use of the term “surprised” to the extent that it suggests
Impax did not expect Endo to reformulate Opana ER. Impax’s primary negotiator, Chris
Mengler, testified that he believed Endo was planning to launch a reformulated version of Opana
ER before Impax could launch its generic and that he did not believe Endo’s denial. (CCF ¶
422). He also testified that during negotiations he “knew Endo was working on [a reformulated]
product.” (Mengler, Tr. 569). As a result, Impax negotiated the Endo Credit provision in the SLA
as protection in case Endo moved the market away from the original formulation of Opana ER.
(CCF ¶¶ 246-75, 324-27, 422-23). Getting downside protection in the event Endo reformulated
Opana ER was “super, super important” to Mr. Mengler. (CCF ¶ 427 (quoting Mengler, Tr. 53536)).
208.

The FDA approved Endo’s supplemental NDA for a reformulated version of Opana ER
in December 2011. (JX-001-011 (¶ 48) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 208
Complaint Counsel has no specific response.
209.

Endo initially did not plan to launch reformulated Opana ER until roughly September
2012, with a complete conversion from original Opana ER to the reformulated product
within three months. (RX-094.0003).
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Response to Proposed Finding No. 209
This Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
To support this finding, Impax relies solely on a single accounting document from April 2012,
almost two years after the conduct at issue. But Endo’s long-standing strategy—as reflected by
internal planning documents and confirmed by testimony of its executives—was to launch
Reformulated Opana ER as soon as possible, and long before Impax’s January 2013 entry date.
(CCF ¶¶ 75, 482-87). Endo knew that a smooth transition to Reformulated Opana ER could take
up to a year and that it would be harder to accomplish if generic oxymorphone ER was already
on the market. (CCF ¶¶ 80, 482, 486-87). As early as December 2007, Endo’s “Priority #1” for
its Reformulated Opana ER introduction was to “Beat Generics by 1 Year.” (CCF ¶ 75 (quoting
CX2578 at 009)). As of April 2010, Endo’s plan was to launch Reformulated Opana ER in
“March 2011, but could range from Dec-10 to Jun-11.” (CCF ¶ 484 (quoting CX3038 at 001)).
Even after entering into the agreement with Impax, Endo maintained its intention to launch
Reformulated Opana ER as soon as possible. (CCF ¶ 484 (citing CX1108 at 008 (Nov. 2010
internal presentation) (identifying “[c]urrent planning assumption is to stop shipping all OPANA
ER by October 1, 2011”))). Indeed, none of Endo’s internal planning documents even hint that
Endo intended to strategically delay introducing Reformulated Opana ER until the last minute to
avoid paying Impax the Endo Credit.
210.

Endo had to accelerate its reformulated-product launch when the FDA discovered
manufacturing deficiencies at the plant where Novartis, another pharmaceutical company,
manufactured original Opana ER for Endo. (CX4017 (Levin, Dep. at 136-39)).

Response to Proposed Finding No. 210
The Proposed Finding is also contrary to the weight of the evidence. Endo’s longstanding strategy—as reflected by internal planning documents and confirmed by testimony of
its executives—was to launch Reformulated Opana ER as soon as possible, and long before
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Impax’s January 2013 entry date. (CCF ¶¶ 75, 482-87). As of April 2010, Endo’s plan was to
launch Reformulated Opana ER in “March 2011, but could range from Dec-10 to Jun-11.” (CCF
¶ 484 (quoting CX3038 at 001)). Even after entering into the agreement with Impax, Endo
maintained its intention to launch Reformulated Opana ER as soon as possible. (CCF ¶ 484
(citing CX1108 at 004 (Nov. 2010 internal presentation) (identifying “current planning
assumption is to stop shipping all Opana ER by October 1, 2011”))). Endo planned to implement
the transition by removing Original Opana ER from the market after introducing Reformulated
Opana ER. (CCF ¶ 77 (citing CX1108 at 008, 013 (Revopan Board Update) (noting plan to
launch Revopan in February 2011 and stop shipping Opana ER by October 2011))). This
transition would take time—generally six to nine months. (CCF ¶ 80). Endo filed a supplemental
NDA for Reformulated Opana ER in July 2010, but the FDA did not approve the application
until December 2011 because of certain deficiencies in the methods used in the bioequivalence
studies. (CCF ¶ 83). According to Endo, the Novartis issue was “a blessing in disguise to convert
to TRF.” (CX2802 at 001). Endo began selling Reformulated Opana ER in February 2012. (CCF
¶ 83).
211.

The Novartis plant shut down at the end of 2011, creating a “supply chain crisis” for
original Opana ER. (CX4017 (Levin, Dep. at 136-39); see RX-094.0003-04; RX563.0001; RX-139.0001).

Response to Proposed Finding No. 211
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 210.
212.

Endo consequently launched its reformulated version of Opana ER in March 2012.
(CX4017 (Levin, Dep. 138-39)).

Response to Proposed Finding No. 212
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 209 and 210.
213.

The FDA then ordered Endo to cease selling original Opana ER in order to avoid
consumer confusion. (CX4017 (Levin, Dep. at 138-39, 155); RX-100.0001 (“Several of
[Endo’s] strategies envisioned [Endo] selling both [original and reformulated Opana ER]
products at the same time. It was only upon [Endo’s] discussions with the FDA in
February [2012] that they told [Endo] not to do this in order to avoid patient
confusion.”)).

Response to Proposed Finding No. 213
The Proposed Finding is inaccurate and incomplete. Endo had to stop selling the original
formulation of Opana ER because it chose to sell the reformulated version under the exact same
brand name as the original formulation. (CX4007 (Lortie, IHT at 212-13)). To eliminate
confusion for patients, the FDA permitted Endo only to sell one formulation under that brand
name at a time on a strength-by-strength basis. (CX4017 (Levin, Dep. at 138-39); RX-095 at
0003). The FDA did not force Endo to sell the original and reformulated versions under the same
“Opana ER” brand name; that decision was Endo’s. (CX4007 (Lortie, IHT at 212-13); see also
CX2730 at 003 (Oct. 26, 2010 Endo presentation showing that Endo’s choice of name for the
reformulated product would be driven by whether the FDA allowed Endo to make additional
labeling claims)).
214.

Specifically, the FDA informed Endo that “once any tablets of CRF [crush-resistant
formulation] were sold, [Endo] could no longer sell any tablets of the old formulation.”
(RX-094.0004).

Response to Proposed Finding No. 214
The Proposed Finding is inaccurate and incomplete for the reasons set forth in response
to Proposed Finding No. 213.
215.

On May 31, 2012, Endo requested the FDA to move the original formulation of Opana
ER (NDA No. 21-610) to the Orange Book Discontinued List. (JX-001-012 (¶ 50) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); CX1220; CX3241).
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Response to Proposed Finding No. 215
Complaint Counsel has no specific response.
216.

The FDA never approved a label for the reformulated version of Opana ER supporting
Endo’s claim that the product was crush resistant. (CX4014 (Hsu, IHT at 160, 165)).

Response to Proposed Finding No. 216
Complaint Counsel has no specific response.
217.

Endo consequently could “verbally talk about” crush-resistance, but could not “say it
officially” with respect to its reformulated Opana ER product. (CX4014 (Hsu, IHT at
165)).

Response to Proposed Finding No. 217
Complaint Counsel has no specific response.
B.
218.

Endo Made a Payment Under the Endo Credit

On January 18, 2013, Impax provided Endo with written documentation supporting its
demand for payment of the Endo Credit in the amount of $102,049,199.64, pursuant to
Section 4.4 of the Settlement and License Agreement. (JX-001-011 (¶ 45) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 218
Complaint Counsel has no specific response.
219.

Endo initially resisted making a payment pursuant to the Endo Credit. (CX0330-002-03;
CX0331).

Response to Proposed Finding No. 219
Complaint Counsel has no specific response.
220.

On April 18, 2013, pursuant to Section 4.4 of the Settlement and License Agreement,
Impax received a payment from Endo in the amount of $102,049,199.64 via wire
transfer. (JX-001-011 (¶ 46) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 390-91; Reasons, Tr. 1204).

Response to Proposed Finding No. 220
Complaint Counsel has no specific response.
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C.
221.

Even After Learning It Would Receive an Endo-Credit Payment, Impax
Worked to Ensure Consumers Had Access to Generic Opana ER

In 2012 and 2013, Impax fought hard to ensure that consumers had access to a low-cost
version of oxymorphone ER despite the lack of automatic substitution and various efforts
by Endo to block or complicate Impax’s sales. (Snowden, Tr. 476-77, 479-80). These
efforts continued long after Impax learned it would receive a payment under the Endo
Credit term. (Snowden, Tr. 476-77, 479-80).

Response to Proposed Finding No. 221
Complaint Counsel objects to the phrase “fought hard to ensure that consumers had
access” as misleading. Both consumers and Impax benefit from a generic being on the market
(Mengler, Tr. 527 (the way Impax “make[s] money is by selling generic drugs”)). The Proposed
Finding is also misleading insofar as it suggests that Impax’s conduct in seeking to maximize its
sales of generic oxymorphone ER is surprising or altruistic. A rational company in Impax’s
position would seek to do the same and try to maximize its profits. (See Addanki, Tr. 2462-63).
222.

First, Endo filed multiple citizen petitions with the FDA in August 2012, in which it
argued that the FDA should (1) determine that original Opana ER was discontinued for
safety reasons and could no longer serve as a reference-listed drug for any ANDA; (2)
refuse to approve any ANDA pending for original Opana ER; and (3) withdraw any
already-granted approvals for original Opana ER ANDAs. (Snowden, Tr. 476-77, 47980; CX3203 (Endo’s citizen petitions)).

Response to Proposed Finding No. 222
Complaint Counsel has no specific response.
223.

Impax formally responded to the petition and offered scientific evidence that the
discontinuation of Endo’s original Opana ER was unrelated to safety or effectiveness.
(Snowden, Tr. 480).

Response to Proposed Finding No. 223
Complaint Counsel has no specific response.
224.

The United States Food and Drug Administration concluded that Endo did not withdraw
its Original Opana ER product for safety or efficacy reasons. (JX-001-012 (¶ 51) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 224
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Complaint Counsel has no specific response.
225.

Second, Endo filed a federal lawsuit seeking expedited review of its NDA for
reformulated Opana ER and an order requiring the FDA to suspend approval of any
ANDAs citing original Opana ER as the reference listed drug. (CX1223-028; Snowden,
Tr. 480-81).

Response to Proposed Finding No. 225
Complaint Counsel has no specific response.
226.

Impax intervened to contest Endo’s position. (Snowden, Tr. 480-81).

Response to Proposed Finding No. 226
Complaint Counsel has no specific response.
227.

The court sided with Impax and denied Endo’s request for a preliminary injunction,
concluding that the FDA could use its normal process to determine whether Opana ER
was discontinued for safety reasons, as alleged in Endo’s Citizen Petition. (Snowden, Tr.
480-81).

Response to Proposed Finding No. 227
Complaint Counsel has no specific response.
228.

Finally, Endo’s discontinuation of original Opana ER meant that consumers would not
benefit from automatic substitution of a low-cost Opana ER product since Impax’s
oxymorphone ER product was not AB-rated to Endo’s reformulated Opana ER. (Engle,
Tr. 1705; RX-379.0001 (lack of branded product was “unprecedented” and “[u]ncharted
territory”)).

Response to Proposed Finding No. 228
The Proposed Finding is misleading and incomplete. Prior to entering the Impax-Endo
Settlement Agreement, Impax was aware of the risk that Endo could switch the Opana ER
market. Without the Impax-Endo Settlement Agreement, this risk would have provided financial
motivation to Impax to launch as soon as possible to ensure that it would enjoy its first-filer
exclusivity ahead of Endo’s planned switch to a new formulation. (See CCF ¶¶ 121-25). Instead,
Impax entered into the Impax-Endo Settlement Agreement and included the Endo Credit
provision in order to “get something” from the settlement agreement in the event Endo switched
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the market. (CCF ¶ 248). The discontinuation of Original Opana ER thus created a potentially
“ideal scenario for Impax”: Impax would “receive the contractual downside protection [the Endo
Credit] and [would] still [be] able to launch the original Opana ER and drive sales by taking
sales away from the new Opana ER.” (RX-379 at 0001 (emphasis in original)).
229.

Impax consequently developed marketing and physician awareness strategies to help
consumers gain access to generic Opana ER, commissioning market research,
communicating with healthcare providers nationwide, writing letters to pharmacists, and
placing traditional advertisements intended to raise awareness about the drug. (CX4004
(Engle, IHT at 218-22); RX-347.0002; RX-394.0001).

Response to Proposed Finding No. 229
Complaint Counsel objects to the phrase “to help consumers gain access” as misleading
for the reasons set forth in response to Proposed Finding Nos. 221 and 228.
230.

Impax also used its sales force to visit pain clinics and other prescribers of pain
medication to inform health care providers of the availability of generic oxymorphone
ER, its relationship to reformulated Opana ER, and the significant cost savings it could
offer consumers. (CX4021 (Ben-Maimon, Dep. at 49-51)).

Response to Proposed Finding No. 230
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 221 and 228.
231.

These efforts were intended to educate physicians and pharmacists about how doctors
should write prescriptions in order to ensure oxymorphone ER was dispensed, despite the
lack of automatic substitution. (CX4004 (Engle, IHT at 218-21)).

Response to Proposed Finding No. 231
Complaint Counsel has no specific response.
232.

Impax then studied the effect of its efforts nationwide and region-by-region in order to
calibrate its efforts and promote its low-cost product. (CX4036 (Fatholahi, Dep. at 14344)).

Response to Proposed Finding No. 232
Complaint Counsel has no specific response.
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D.
233.

Endo Acquired Additional Patents and Secured Permanent Injunctions
Against All Original Opana ER ANDA Filers—Except Impax

After entering the Settlement and License Agreement, Endo obtained additional patents
and patent licenses that it has asserted cover both original and reformulated Opana ER.
(JX-001-012 (¶ 55) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 233
The Proposed Finding is misleading insofar as it suggests that Endo’s acquisition of
patents subsequent to entering into the Impax-Endo Settlement Agreement is determinative of
whether the agreement is anticompetitive under the rule of reason. At the time of the ImpaxEndo Settlement Agreement, it was uncertain whether any new patents even would issue that
Endo might claim as covering Impax’s generic Opana ER product. (CX3455 at 022-23 (Sep. 19,
2013 Endo v. Actavis transcript) (“Nobody knew for sure whether these patents were going to
issue . . . . The Patent Office may never have issued the patents.”)). As the Supreme Court
explained in Actavis, patents may or may not be valid. Proving anticompetitive effect does not
require litigating the underlying patent claims or reconstructing the hypothetical world absent the
challenged agreement. Instead, the relevant question is whether Endo shared its monopoly profits
with Impax to avoid the risk of competition. Federal Trade Commission v. Actavis, Inc., 133 S.
Ct. 2223, 2236 (2013).
234.

Some of the patents acquired after entering the SLA were pending at the time of the
settlement. (Snowden, Tr. 440, 442-43).

Response to Proposed Finding No. 234
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
1.
235.

The Johnson Matthey Patent

Endo acquired its first post-settlement patent—Patent No. 7,851,482—from Johnson
Matthey in March 2012. (Snowden, Tr. 442-43; RX-127 (Endo’s February 2011
evaluation of the Johnson Matthey patent); Addanki, Tr. 2362; Figg, Tr. 1949).
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Response to Proposed Finding No. 235
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
236.

The Johnson Matthey patent addressed a process for making a purified type of
oxymorphone. (Snowden, Tr. 443; CX4017 (Levin, Dep. at 150-51)).

Response to Proposed Finding No. 236
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
237.

Endo was aware of the Johnson Matthey patent as early as October 2009, when Johnson
Matthey’s President reached out to Endo about the patent application and Johnson
Matthey’s “game plan on patent execution.” (RX-102.0003).

Response to Proposed Finding No. 237
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233. The Proposed Finding is also incomplete. The ’482 patent was not issued to
Johnson Matthey until December 2010, several months after the Impax-Endo Settlement
Agreement. (CCF ¶ 1399; CX3329 at 006 (May-June 2011 emails from Johnson Matthey)).
238.

Johnson Matthey also contacted Impax requesting that Impax license the patent before it
launch any oxymorphone ER product. (CX3329 (email from Johnson Matthey to
Impax); Snowden, Tr. 443-44).

Response to Proposed Finding No. 238
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233. The Proposed Finding is also incomplete. Johnson Matthey did not inform
Impax that it believed the ’482 patent covered Impax’s generic Opana ER product until 2011,
long after the Impax-Endo Settlement Agreement. (CX3329 at 003-006 (May-June 2011 emails
from Johnson Matthey)). Furthermore, the ’482 patent was partially invalidated in 2013
following interference proceedings with the ’779 patent, owned by Mallinckrodt. (CCF ¶ 1399).
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2.
239.

2012 Patents and New York Litigation

The Patent and Trademark Office subsequently issued Patent Nos. 8,309,060 and
8,309,122 to Endo on November 13, 2012. (JX-001-012 (¶ 56) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 239
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
240.

The Patent and Trademark Office issued Patent No. 8,329,216 to Endo on December 11,
2012. (JX-001-012 (¶ 57) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 240
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
241.

In December 2012, Endo began asserting the ’060, ’122, and ’216 patents against drug
manufacturers seeking to market generic versions of both original and reformulated
Opana ER. (JX-001-012-13 (¶ 58) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 444-45).

Response to Proposed Finding No. 241
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
242.

Endo did not assert these patents against Impax’s generic version of original Opana ER
because of the SLA’s broad license provision. (JX-001-012-13 (¶ 58) (Joint Stipulations
of Jurisdiction, Law, Fact, and Authenticity); Snowden, Tr. 445).

Response to Proposed Finding No. 242
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233. The Proposed Finding is also misleading insofar as it suggests that the reverse
payment was necessary for Impax to receive a license to patents that had not yet issued. It was
not. This license was requested by, and had value for, Impax. It would make no sense that the
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reverse payment was necessary to induce Impax to accept the license that it wanted and would
benefit from. (CCF ¶¶ 1457-59).
The Proposed Finding is also incomplete. The license Impax received did not ensure
freedom to operate. Instead, it left Impax exposed to considerable risk, uncertainty, and expense.
(CCF ¶¶ 1415-17). In fact, on May 4, 2016, Endo filed a suit against Impax in New Jersey,
alleging that Impax was in breach of the SLA with respect to three new patents—the ’122, the
’216, and the ’737—all pending applications at the time Endo and Impax entered into the SLA.
(CX2976 at 001, 009 (Endo v. Impax, complaint) (admitted for the fact the complaint was filed,
not truth of the matter asserted)). On October 31, 2016, Endo provided Impax notice of
termination of the SLA due to what Endo characterized as Impax’s material breach of the
agreement. (CX2944 at 002 (email chain attaching letter from Endo to Impax re: notice of
termination of the license agreement)). Endo requested that Impax immediately cease sales of
what it characterized as Impax’s infringing generic Opana ER product. (CX2944 at 003
(notifying Impax that “there is no legitimate dispute that Impax’s current Opana ER generic
tablets infringe Endo’s patents” and demanding that “Impax should therefore honor Endo’s
patent rights and immediately cease all sales of those infringing tablets”)).
243.

In August 2015, the U.S. District Court for the Southern District of New York held that
the ’122 and ’216 patents were not invalid and were infringed by other ANDA filers’
generic versions of original Opana ER, but not by Impax’s product, and by generic
versions of reformulated Opana ER, including Impax’s. (JX-001-013 (¶ 62) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); Snowden, Tr. 441, 445-46).

Response to Proposed Finding No. 243
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233. The Proposed Finding is also incomplete. The U.S. District Court for the
Southern District of New York’s ruling is currently on appeal to the Federal Circuit. (JX-001 at
013 (¶ 62); Snowden, Tr. 493).
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244.

The court issued an injunction barring all defendants except Impax from selling their
generic versions of original Opana ER until 2023. The ruling is currently on appeal to
the Federal Circuit. (JX-001-013 (¶ 62) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 244
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
3.
245.

2014 Patents and Delaware Litigation

The Patent and Trademark Office issued U.S. Patent No. 8,808,737 to Endo on August
19, 2014. (JX-001-013 (¶ 59) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 245
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
246.

The Patent and Trademark Office issued U.S. Patent No. 8,871,779 on October 28, 2014.
(JX-001-013 (¶ 60) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 246
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
247.

Endo also acquired an exclusive field-of-use license to U.S. Patent No. 8,871,779 from
Mallinckrodt. (JX-001-013 (¶ 61) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).

Response to Proposed Finding No. 247
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
248.

The ’779 patent specifies the maximum levels of impurity that can be contained in the
active pharmaceutical ingredient for generic Opana ER. (Figg, Tr. 1965).

Response to Proposed Finding No. 248
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
249.

Endo asserted these patents in the District of Delaware against drug manufacturers
seeking to market both original and reformulated Opana ER. (Snowden, Tr. 450-51).

Response to Proposed Finding No. 249
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
250.

Endo did not assert these patents against Impax’s generic version of original Opana ER
because of the SLA’s broad license provision, but did assert them against Impax’s ANDA
for reformulated Opana ER. (Snowden, Tr. 450).

Response to Proposed Finding No. 250
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 233 and 242.
251.

In October 2016, the U.S. District Court for the District of Delaware held that the ’779
patent was not invalid and was infringed by a generic version of reformulated Opana ER.
The ruling is currently on appeal to the Federal Circuit. (JX-001-013 (¶ 64) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); see Snowden, Tr. 441).

Response to Proposed Finding No. 251
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
252.

In August 2017, the District of Delaware court again ruled that the ’779 patent was not
invalid following a bench trial against certain ANDA filers. (JX-003-008 (¶ 56) (Second
Set of Joint Stipulations); RX-544 (not admitted or cited for the truth of the matters
asserted therein)). In September 2017, Judge Andrews released his final order, enjoining
all defendants from selling generic Opana ER until the patents expire in 2029. (JX-003008 (¶ 58) (Second Set of Joint Stipulations); RX-575 (not admitted or cited for the truth
of the matters asserted therein)).

Response to Proposed Finding No. 252
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
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253.

The ’779 patent expires in 2029. (Snowden, Tr. 451; CX3255).

Response to Proposed Finding No. 253
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
4.
254.

Implied License Arguments Rejected

Actavis and other pharmaceutical companies argued that their original settlements with
Endo included an implied license to Endo’s later-acquired patents. (Snowden, Tr. 44041).

Response to Proposed Finding No. 254
Complaint Counsel has no specific response.
255.

The Federal Circuit rejected the position, determining that Actavis and other
pharmaceutical companies did not have an implied license. (Snowden, Tr. 440-41).

Response to Proposed Finding No. 255
The Proposed Finding is incomplete. In a patent infringement lawsuit that Endo filed
against Actavis on the ’122 and ’216 patents, Actavis successfully asserted at the district court
level that the license it obtained from Endo extended to pending patent applications as well.
(CCF ¶ 1414; CX3455 at 049 (Sep. 19, 2013 Endo v. Actavis transcript)). Another ANDA filer,
Sandoz, obtained an option to license Orange Book patents that Endo might obtain in the future
relating to Opana ER. (CCF ¶ 1414; CX3378 at 100 (Sandoz settlement, § 4.4)).
***
256.

Taken together, Endo’s acquisition and litigation of additional patents has led to all
generic manufacturers other than Impax being enjoined from selling a generic version of
Opana ER until Endo’s patents expire. (Snowden, Tr. 441-42).

Response to Proposed Finding No. 256
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 233.
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257.

Impax has sold Opana ER without interruption since launching its product in January
2013. (Snowden, Tr. 476).

Response to Proposed Finding No. 257
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 233 and 242.
E.
258.

Endo No Longer Sells Reformulated Opana ER

On June 8, 2017, the United States Food and Drug Administration publicly requested that
Endo voluntarily withdraw its Reformulated Opana ER product (NDA No. 201655) from
the market. (JX-001-012 (¶ 52) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 446).

Response to Proposed Finding No. 258
Complaint Counsel has no specific response.
259.

The FDA made its request following an investigation that uncovered “a significant shift
in the route of abuse of Opana ER from nasal to injection following the product’s
reformulation.” (CX6048-001).

Response to Proposed Finding No. 259
Complaint Counsel has no specific response.
260.

The FDA concluded that “the benefits of reformulated Opana ER no longer outweigh its
risks” because the “injection abuse of reformulated Opana ER has been associated with a
serious outbreak of HIV and hepatitis C, as well as cases of serious blood disorder
(thrombotic microangiopathy).” (CX6048-001).

Response to Proposed Finding No. 260
Complaint Counsel has no specific response.
261.

In July 2017, Endo announced that it would cease shipping Reformulated Opana ER.
(JX-001-012 (¶ 53) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 261
Complaint Counsel has no specific response.
262.

Endo ceased selling reformulated Opana ER (NDA No. 201655) effective September 1,
2017. (JX-001-012 (¶ 54) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 446).
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Response to Proposed Finding No. 262
Complaint Counsel has no specific response.
263.

Because the FDA requested that Endo cease selling reformulated Opana ER, no generic
can sell reformulated Opana ER either. (Snowden, Tr. 447-48).

Response to Proposed Finding No. 263
Complaint Counsel has no specific response.
264.

Indeed, the FDA has instructed ANDA filers for reformulated Opana ER to withdraw
their ANDAs. (Snowden, Tr. 447-48). As of December 20, 2017, Impax is the only drug
company selling any version of Opana ER. (JX-003-008 (¶ 59) (Second Set of Joint
Stipulations)).

Response to Proposed Finding No. 264
The Proposed Finding is misleading insofar as it suggests that the reverse payment was
necessary for Impax to receive a license to patents that had not yet issued. It was not. (CCF ¶¶
1405-07). This license was requested by, and had value for, Impax. (CCF ¶¶ 279-80, 1409-13). It
would make no sense that the reverse payment was necessary to induce Impax to accept the
license that it wanted and would benefit from. (CCF ¶¶ 1457-59).
The Proposed Finding is also misleading insofar as it suggests that the fact that a series of
unpredictable and unknowable events over a period of more than seven years after its agreement
with Endo has resulted in Impax being the only drug company selling a version of oxymorphone
ER is determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under
the rule of reason. At the time of the Agreement, it was uncertain whether: (1) Impax or Endo
would prevail in the underlying patent litigation (CCF ¶¶ 361-69); (2) any new patents would
issue from Endo’s pending patent applications (CX3455 at 022-23); (3) Endo would assert any
patents that might issue as covering Opana ER (CX3455 at 022-23); (4) Endo or the generic
company would prevail in any hypothetical future patent litigation involving patents that may or
may not issue (CCF ¶¶ 1431-32); and (5) the FDA would determine that Endo should remove its
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reformulated version of Opana ER from the market (see CX3189 at 002 (Endo’s application for
Reformulated Opana ER was not even filed with the FDA at the time of the Impax-Endo
Settlement Agreement)). Indeed, it is still uncertain whether the Federal Circuit will reverse the
lower court decisions that have enjoined other generic companies from marketing a generic
version of Opana ER. (CCF ¶¶ 1431-32). As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. Instead, the relevant question is whether
Endo shared its monopoly profits with Impax to avoid the risk of competition. Actavis, 133 S. Ct
at 2236.
The Proposed Finding is also misleading and incomplete insofar as it suggests that the
only reason there is an oxymorphone ER product on the market today is because of the ImpaxEndo Settlement Agreement. At the time Impax entered into its agreement with Endo, there were
myriad future outcomes. Impax may have launched at risk. (CCF ¶¶ 127-213). Impax may have
proceeded with the litigation, won, and entered the market. (CCF ¶¶ 361-77). Endo may have
faced different incentives in pursuing patent approvals, acquiring patents, or licensing patents to
other companies. It is not possible to know what the market would look like today if Impax and
Endo had not settled. (Noll, Tr. 1578-79 (“If there had been no settlement agreement, we do not
know—it is incorrect to assert they would never have been on the market.”); CCF ¶¶ 1431-35).
VI.

THE DEVELOPMENT AND CO-PROMOTION AGREEMENT
A.

265.

The DCA Terms

On June 7, 2010, Endo and Impax Executed a Development and Co-Promotion
agreement (“DCA”) with respect to Parkinson’s treatment known internally at Impax as
IPX-203. (Snowden, Tr. 397, 398-99; Nestor, Tr. 2935; RX-365 (executed DCA)).

Response to Proposed Finding No. 265
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Complaint Counsel has no specific response, except to note that Impax and Endo
executed the DCA simultaneously with the SLA late on June 7, 2010. (CCF ¶ 314). The
agreements’ signature pages were placed in escrow until Endo signed a separate settlement with
Sandoz, another generic manufacturer seeking to market generic Opana ER. (CCF ¶¶ 315-16).
When Endo settled with Sandoz on June 8, 2010, the escrowed SLA and DCA were released.
(CCF ¶ 317).
266.

Under the Development and Co-Promotion Agreement, Impax and Endo agreed to
collaborate with respect to the development and marketing of a potential treatment for
Parkinson’s disease using an extended release, orally administered product containing a
combination of levodopa-ester and carbidopa. (JX-001-010 (¶ 37) (Joint Stipulations of
Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 266
Complaint Counsel has no specific response.
267.

Endo agreed to pay Impax an “Upfront Payment” of $10 million within five days of the
agreement’s effective date. The $10 million payment was guaranteed and nonrefundable. (JX-001-010 (¶ 39) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity); Snowden, Tr. 399-400).

Response to Proposed Finding No. 267
Complaint Counsel has no specific response.
268.

The agreement contained the possibility that Endo would make up to $30 million in
additional “Milestone Payments” for achieving specified events in the development and
commercialization of the product. (JX-001-010 (¶ 40) (Joint Stipulations of Jurisdiction,
Law, Fact, and Authenticity); Snowden, Tr. 408).

Response to Proposed Finding No. 268
Complaint Counsel has no specific response, except to clarify that Endo would make the
payment to Impax if Impax successfully completed certain milestones on the way to
commercializing the product agreed upon in the DCA. (Snowden, Tr. 408).
269.

If the target product was successfully commercialized, Endo would be entitled to a share
of the profits resulting from prescriptions by non-neurologists. (RX-365 (executed
DCA)).
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Response to Proposed Finding No. 269
The Proposed Finding is an incomplete assessment of the rights granted under the DCA.
The DCA granted Endo the right to ultimately promote the product—if developed—to nonneurologists. (CCF ¶¶ 296-97). However, while the DCA limited Impax to promoting IPX-203 to
neurologists, there was no apparent restriction on Impax’s ability to promote IPX-066 to Endo’s
target audience (non-neurologists). (RX- 365 at 0005, 0023 (DCA §§ 1 (definition of “Impax
Audience”), 12.1 (“Noncompete” specifically excludes IPX-066))). Thus, the DCA did not
ensure Endo’s share of the profits in the event Impax chose to favor its own wholly-owned
product, IPX-066. (CCF ¶¶ 1238, 1240; CX5003 at 048 (¶ 82) (Geltosky Report)).
270.

Impax and Endo also agreed to share the promotional responsibilities, with Impax
promoting IPX-203 to its network of neurologists, and Endo promoting IPX-203 to its
network of non-neurologists, including primary care physicians who frequently prescribe
Parkinson’s disease medications. (RX-365 (executed DCA)).

Response to Proposed Finding No. 270
Complaint Counsel objects to the phrase “frequently prescribe” as vague. In fact, external
consultants who assisted Endo in evaluating the DCA concluded that non-neurologists, such as
primary care physicians, comprise less than half of the diagnosing physicians (37%) and disease
management providers (40%) for Parkinson’s patients. (CCF ¶ 291; CX1009 at 001, 008 (May
26, 2010 email from Equinox to Cobuzzi)). As such, Endo’s potential profits from the DCA were
likely to be well below the best estimates of IPX-203’s profitability. (CCF ¶¶ 288-89 (estimates
of IPX-066 peak revenue); CCF ¶¶ 304-08 (Impax switched from IPX-066 to a follow on
product (later known as IPX-203) shortly before the DCA was executed), CCF ¶¶ 1238-40
(discussing how Impax could favor IPX-066 at the expense of IPX-203 profits)).
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B.
271.

The DCA Payment

On June 24, 2010, Endo wired payment of $10 million to Impax in accordance with
Section 3.1 of the Development and Co-Promotion Agreement. (JX-001-011 (¶ 44)
(Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 271
Complaint Counsel has no specific response.
272.

Upon receipt of Endo’s $10 million investment, Impax deferred the accounting of the
money, recognizing it as an investment related to Research and Development work that
would be accomplished in the future. (Reasons, Tr. 1242-43).

Response to Proposed Finding No. 272
The Proposed Finding is misleading and incomplete insofar as it suggests the $10 million
payment was compensation for services provided under the DCA and not used to secure Impax’s
guarantee to stay off the market until January 2013. The terms of the DCA, including the $10
million payment, were negotiated as part of the patent litigation settlement, not as a standalone
agreement. (CCF ¶¶ 1066-73). The DCA was also explicitly incorporated into the SLA by
Section 9.3. (CCF ¶¶ 1066-67). Furthermore, Impax’s 2010 budget update following the Endo
settlement lists the $10 million payment as {

}

(CX2701 at 004 (2010 Budget Update and 2011 Budget Preview) (in camera)). Endo continued
to offer the $10 million upfront payment even after it learned that IPX-203 was an untested, preclinical compound that had not even been formulated and, thus, entailed far more risk than IPX066, the original product under discussion. (CCF ¶¶ 295-97, 1082, 1203-06). The only logical
reason for this is that the DCA “add[ed] significant topline revenue for Opana” by increasing to
Impax’s willingness to accept the January 2013 entry date for oxymorphone ER. (CX1701 at 005
(July 2010 Endo Corporate Development Update); see also CCF ¶¶ 232-39, 1082-83).
273.

This meant that when Impax received the money, it recognized no income, and as it did
R&D work, it began to recognize portions of it over time. (Reasons, Tr. 1243).
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Response to Proposed Finding No. 273
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 272.
274.

Traditional accounting rules, including widely accepted guidelines, independent
accountant reviews, and annual audits all factored into Impax’s accounting approach to
the initial DCA investment by Endo. (Reasons, Tr. 1243).

Response to Proposed Finding No. 274
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 272.
C.

The Origins of Endo-Impax Collaboration
1.

275.

Endo’s Reliance on Collaboration Agreements

Endo generally does not research or discover new drug molecules on its own. It instead
acquires and licenses drugs from other pharmaceutical companies. (Cobuzzi, Tr. 2515).

Response to Proposed Finding No. 275
The Proposed Finding is misleading in that it suggests the DCA was a natural extension
of Endo’s reliance on collaboration agreements in general. The terms of the DCA were
negotiated as part of “a package of deals” for the patent litigation settlement, not as a standalone
agreement. (CCF ¶¶ 1066-73; Cobuzzi, Tr. 2632-33 (stating that the DCA and SLA were being
negotiated together)). Unlike typical collaboration agreements, the DCA was used to secure
Impax’s guarantee to stay off the market until January 2013. (CCF ¶¶ 1066-73; see also CX2701
at 004 (2010 Budget Update and 2011 Budget Preview) (Impax, in fact, listed payments from the
DCA as {

}) (in camera)).

Moreover, the DCA’s co-promotion agreement for an early-stage Parkinson’s drug did
not fit within Endo’s 2010 corporate development goals. In 2010, Endo was interested in
investing in marketed or market-ready assets that would provide near-term revenues. (CCF ¶¶
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1096 (citing Endo business plans)). Licensing or promoting Parkinson’s drugs, like IPX-066 and
IPX-203, also was not part of Endo’s primary corporate strategy in 2010. (CCF ¶¶ 1085-95,
Cobuzzi Tr. 2574-75, 2581-83; see also Cobuzzi Tr. 2578-80 (a consulting company paid by
Endo specifically excluded Impax’s carbidopa plus levodopa product from a list of drugs it
recommend Endo pursue)). In fact, no one from Endo’s corporate development group, the group
that was responsible for “identif[ying] and evaluat[ing] potential licensing or acquisition
candidates,” ever sought a deal on Impax’s Parkinson’s products. (CX4016 (Cobuzzi, IHT at 2021); Cobuzzi, Tr. 2585). Instead, Endo’s chief negotiator for the Impax-Endo settlement, Mr.
Levin, instructed Endo’s corporate development group to assess Impax’s Parkinson’s products.
(Cobuzzi, Tr. 2584-85).
276.

This means that Endo enters many collaboration agreements with other pharmaceutical
companies. (Cobuzzi, Tr. 2513-14).

Response to Proposed Finding No. 276
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275.
277.

Those pharmaceutical agreements can relate to drugs at every stage of development. Dr.
Robert Cobuzzi, Endo’s Senior Vice President of Corporate Development at the time of
settlement, explained that Endo’s product licensing efforts “were across the spectrum” of
the development lifecycle. (Cobuzzi, Tr. 2516).

Response to Proposed Finding No. 277
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275.
278.

In fact, Endo’s collaboration agreements regularly include early-stage development
agreements. Because Endo has “no discovery pipeline ourselves in place,” Endo must
enter “very early, very speculative agreements” for promising drugs. (Cobuzzi, Tr.
2516).

Response to Proposed Finding No. 278
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275. Furthermore, the other early-stage deals Endo had completed were unlike IPX203—those deals generally involved “novel targets” or “fast followers” in the market of a novel
target. (Cobuzzi, Tr. 2629). Impax’s Parkinson’s products were not novel, as their market was
already highly genericized. (Cobuzzi Tr. 2578-80). Moreover, while Endo has entered into deals
for early-stage products, Dr. Cobuzzi testified that he could not recall any other development or
co-promotion agreement in which Endo made an upfront payment of $10 million for a preclinical
product like IPX-203. (Cobuzzi, Tr. 2565).
279.

In those instances, Endo will pursue collaboration agreements by identifying therapeutic
areas of interest and companies that own promising drug molecules in that area.
(Cobuzzi, Tr. 2516).

Response to Proposed Finding No. 279
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 275 and 278.
280.

But even for more developed products, Endo regularly licenses technology from and
collaborates with other companies. With respect to Opana ER, for example, Endo
licensed the technology necessary to make both original and reformulated Opana ER.
(Cobuzzi, Tr. 2517).

Response to Proposed Finding No. 280
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275.
281.

For original Opana ER, Endo licensed technology from Penwest Pharmaceutical. For
reformulated Opana ER, Endo licensed technology from a German company called
Grunenthal. (Cobuzzi, Tr. 2517).

Response to Proposed Finding No. 281
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275.
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282.

Endo acquired Penwest in September 2010. (RX-491.0005).

Response to Proposed Finding No. 282
The Proposed Finding is incomplete. Endo acquired Penwest because the Endo-Penwest
contractual commitments to sell Original Opana ER inhibited Endo’s strategy to transition the
market to Reformulated Opana ER. (CX4019 (Lortie, Dep. at 18-19); CCF ¶¶ 76-77 (discussing
Endo’s switch strategy)).
283.

Similarly for Endo’s Lidoderm product, Endo licensed the drug from Teikoku, a Japanese
pharmaceutical company, and the individual creator of the drug. (Cobuzzi, Tr. 2516-17).

Response to Proposed Finding No. 283
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 275.
2.
284.

Endo and Impax’s Prior Efforts to Collaborate

Before Endo and Impax entered the DCA, they had long pursued other collaborative
opportunities. (Koch, Tr. 319).

Response to Proposed Finding No. 284
The Proposed Finding is misleading, incomplete, and not supported by the evidence
cited. Impax and Endo only engaged in collaboration discussions in the context of discussing
settlement of the Opana ER patent litigation. Impax attempted to collaborate with Endo on
Endo’s migraine drug, Frova. (CCF ¶ 216). However, every time Impax “would talk to Endo
about licensing the product from them, [Endo] would turn [Impax] down.” (Nestor, Tr. 2932).
Impax and Endo only entered a confidentiality agreement in fall 2009 to engage in discussions
about Frova when they were simultaneously discussing settlement of the Opana ER patent
infringement litigation. (CCF ¶ 216; Snowden, Tr. 454-56 (explaining that Mr. Fatholahi desired
a Frova deal for Impax); CX4036 (Fatholahi, Dep. at 51-52) (Mr. Fatholahi did not discuss Frova
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with Endo until late 2009)). The Frova discussions ended when the fall 2009 settlement
negotiations broke down in December 2009. (CCF ¶ 218).
285.

As early as 2006, for example, Impax sought to collaborate with Penwest, the
pharmaceutical company that worked with Endo to develop and commercialize Opana
ER, on products treating diseases of the central nervous system, including Parkinson’s
disease and epilepsy. (RX-296).

Response to Proposed Finding No. 285
The Proposed Finding is not relevant and does not support Impax’s claim that it has long
pursued other collaborative opportunities with Endo. Endo and Penwest were completely
separate companies in 2006. (See RX-491 at 0005).
286.
(RX-393.0014; see
Nestor, Tr. 2932; Koch, Tr. 318-19; CX4036 (Fatholahi, Dep. at 51-52)).
Response to Proposed Finding No. 286
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 284. The Proposed Finding also is not supported by the evidence cited. None of the
cited evidence supports the assertion that Endo was interested in collaborating with Impax on
Frova in early 2009. In contrast, every time Impax attempted to talk with Endo about licensing
Frova, Endo turned Impax down. (Nestor, Tr. 2932).
287.

Impax was interested in collaborating with Endo on Frova because the product fit with
Impax’s focus on the central nervous system and neurology products. (Snowden, Tr.
453-54; Nestor, Tr. 2929). In fact, Shawn Fatholahi, the head of sales and marketing for
Impax’s brand division, specifically expressed interest in working with Endo on Frova.
(Snowden, Tr. 454).

Response to Proposed Finding No. 287
Complaint Counsel has no specific response.
288.

Endo rejected Impax’s proposal to collaborate on Frova at that time. (Nestor, Tr. 2932).

Response to Proposed Finding No. 288
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Complaint Counsel has no specific response.
289.

After Endo and Impax began settlement discussions in late 2009, Mr. Fatholahi contacted
Margaret Snowden, the highest ranking lawyer at Impax at the time of the settlement and
one of Impax’s settlement negotiators, to express his interest in a co-development
arrangement with Endo. (Snowden, Tr. 454-55).

Response to Proposed Finding No. 289
Complaint Counsel has no specific response.
290.

In October 2009, Impax and Endo again discussed a potential business collaboration and
executed a non-disclosure agreement in connection with those talks. (Snowden, Tr. 45556; RX-359; CX1816 (non-disclosure agreement)).

Response to Proposed Finding No. 290
Complaint Counsel has no specific response.
291.

The parties revisited their discussions in April 2010, and their focus narrowed to drugs
treating Parkinson’s disease. (RX-296.0001; Koch, Tr. 323-24).

Response to Proposed Finding No. 291
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 284. Furthermore, the Proposed Finding is not supported by the evidence cited. RX296 involves an Impax attempt to enter into collaboration agreements with a non-Endo party.
(RX-296 at 0001). Additionally, Mr. Koch did not recall when Impax and Endo began engaging
on a Parkinson’s-related agreement. (Koch, Tr. 323-24). Furthermore, neither Impax nor Endo
have identified any April 2010 meetings or discussions regarding an Impax-Endo settlement or
co-promotion agreement. (CX0310 at 003-11 (Impax CID Response); CX1301 at 110-19 (Endo
CID Response)).
3.
292.

Parkinson’s Disease Treatments Generally

The “gold standard” treatment for Parkinson’s disease is a combination of carbidopa and
levodopa molecules. (Nestor, Tr. 2929).

Response to Proposed Finding No. 292
Complaint Counsel has no specific response.
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293.

The majority of carbidopa-levodopa medications are available only in immediate-release
formulations. (Nestor, Tr. 2929). In fact, Endo’s previous Parkinson’s drug, Sinemet,
was an immediate-release treatment utilizing carbidopa and levodopa. (Nestor, Tr. 2938;
see Cobuzzi, Tr. 2524).

Response to Proposed Finding No. 293
The Proposed Finding is factually inaccurate. Endo marketed a generic immediate-release
version of Sinemet, not Sinemet itself. (CCF ¶ 1094).
294.

But immediate release carbidopa-levodopa requires frequent dosing and often results in
patients losing control of their motor skills as they experience rapid increases and
decreases in the concentration of medicine in their bodies, especially as the disease
progresses. (Nestor, Tr. 2929-30, 2939).

Response to Proposed Finding No. 294
Complaint Counsel has no specific response, except to note that extended-release
versions of carbidopa-levodopa were available at the time of the DCA negotiations. (See
CX2966 at 017 (discussing Sinemet CR)).
295.

When Impax and Endo entered into the DCA, the only actively promoted branded
product using carbidopa and levodopa for Parkinson’s treatment was an infusion product
called Duopa, which is administered directly into the intestines. (Nester, Tr. 2938).

Response to Proposed Finding No. 295
The Proposed Finding is factually inaccurate. (See RX-238 at 0010 ({
} (in camera)). The Proposed Finding is also misleading in that it suggests
that carbidopa and levodopa products were not on the market for Parkinson’s treatments. In fact,
Endo was aware before signing the DCA that the carbidopa/levodopa market was highly
genericized. (CCF ¶ 1266).
4.
296.

Endo’s Interests in Parkinson’s Treatments and Neurology Products

Endo long had an interest in neurology and Parkinson’s disease treatments. As early as
2005, for example, Endo’s strategic focus included drugs that addressed neurology as it
related to movement disorders, which includes treatments for Parkinson’s disease.
(Cobuzzi, Tr. 2518).
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Response to Proposed Finding No. 296
The Proposed Finding is misleading in that it suggests that at the time of the DCA Endo
had a strategic focus on Parkinson’s treatments. For a time, Endo marketed a generic immediaterelease version of the Parkinson’s disease treatment, Sinemet. (CX3161 at 040 (Endo White
Paper to FTC); CX1007 at 001 (May 25, 2010 Cobuzzi email); Cobuzzi, Tr. 2633). However,
Endo had discontinued sales of generic Sinemet IR by the time the DCA was negotiated.
(Cobuzzi, Tr. 2524; CX1209 at 003 (Endo’s Final Opportunity Evaluation Worksheet for IPX203) (Endo used to sell the IR formulation for Sinemet)). Moreover, by 2010, Endo’s business
was primarily focused on urology, endocrinology, and oncology. (CCF ¶ 1087). In fact, Endo’s
corporate development update from February 2010 verifies that Endo was not actively pursuing
any Parkinson’s disease treatments at that time. (CCF ¶ 1089).
297.

By 2010, Endo and its sales force still had a focus on neurology. (Cobuzzi, Tr. 2519). At
that time, Endo was selling Frova, a drug used to treat migraines. (Cobuzzi, Tr. 251920).

Response to Proposed Finding No. 297
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
By 2010, Endo’s focus had “shifted away” from certain therapeutic areas including neurology.
(Cobuzzi, Tr. 2519; CCF ¶¶ 1086-89).
298.

Frova was marketed to neurologists and primary care physicians who treated migraine
sufferers. (Cobuzzi, Tr. 2520-21). And Endo generally was interested in other products
that were compatible with Endo’s existing products and sales efforts. (Cobuzzi, Tr.
2518-19).

Response to Proposed Finding No. 298
Complaint Counsel had no specific response.
299.

For a number of years, Endo also sold an immediate-release Parkinson’s disease
treatment known as Sinemet. (Cobuzzi, Tr. 2524).

Response to Proposed Finding No. 299
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 296.
300.

And Endo evaluated a number of collaborations with other companies related to
treatments for Parkinson’s disease. (Cobuzzi, Tr. 2522).

Response to Proposed Finding No. 300
The Proposed Finding is misleading and incomplete. Dr. Cobuzzi could recall specifics of
only two other collaborations that Endo explored regarding Parkinson’s treatments. (Cobuzzi, Tr.
2522). Endo never completed a deal with either company on a Parkinson’s disease treatment.
(Cobuzzi, Tr. 2575-76).
301.

For instance, Endo explored potential Parkinson’s collaboration opportunities with an
Italian company called Newron, which had multiple Parkinson’s products. (Cobuzzi, Tr.
2522).

Response to Proposed Finding No. 301
The Proposed Finding is incomplete for the reasons set forth in response to Proposed
Finding No. 300.
302.

Endo also conducted due diligence on a Parkinson’s product with a novel mechanism of
action that was owned by a Finnish company. (Cobuzzi, Tr. 2522).

Response to Proposed Finding No. 302
The Proposed Finding is incomplete for the reasons set forth in response to Proposed
Finding No. 300.
303.

And Endo considered “a couple of other” collaboration opportunities regarding
Parkinson’s treatments. (Cobuzzi, Tr. 2522).

Response to Proposed Finding No. 303
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 300.
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5.
304.

Impax’s Efforts to Develop a Parkinson’s Treatment

When Impax’s brand division was founded in 2006, it immediately focused its efforts on
the central nervous system and neurology products, with a specific focus on improved
treatments for Parkinson’s disease. (Nestor, Tr. 2929).

Response to Proposed Finding No. 304
Complaint Counsel has no specific response.
305.

As part of this focus on the central nervous system and neurology, Impax’s brand
division also concentrated on developing a network of relationships with neurology
physicians. (Nestor, Tr. 2931).

Response to Proposed Finding No. 305
Complaint Counsel has no specific response.
306.

In fact, Impax was promoting other companies’ products to the neurology community,
including Carbitol, an epilepsy product. (Nestor, Tr. 2931). Impax also in-licensed
Zoming, a migraine drug created by AstraZeneca. (Nestor, Tr. 2932). It did so because
Impax “wanted to begin the process of developing those relationships with the neurology
physicians.” (Nestor, Tr. 2931).

Response to Proposed Finding No. 306
Complaint Counsel has no specific response.
307.

Impax’s first attempt to develop an extended-release carbidopa-levodopa treatment for
Parkinson’s disease was known as Vadova. (Nestor, Tr. 2930). That product was
intended to combine carbidopa-levodopa with controlled-release technology to “give a
much smoother effect” to the amount of medication in Parkinson’s patients’ blood,
providing for more control over motor symptoms. (Nestor, Tr. 2926, 2929-30). Vadova
was never fully developed or marketed. (Nestor, Tr. 2930).

Response to Proposed Finding No. 307
Complaint Counsel has no specific response.
308.

By 2010, Impax’s second attempt at an extended-release Parkinson’s medication, IPX066—which would be marketed under the brand name Rytary when it launched in
2015—had reached publicly-disclosed Phase III clinical trials. (Snowden, Tr. 401;
Nestor, Tr. 2930-31).

Response to Proposed Finding No. 308

86

PUBLIC

Complaint Counsel has no specific response, except to note that IPX-066 was not the
subject drug product of the DCA.
309.

IPX-066 was a “well-known combination of drugs, carbidopa and levodopa, that had
been formulated to extend the release profile” of Parkinson’s drugs. (Cobuzzi, Tr. 2524;
see Reasons, Tr. 1236).

Response to Proposed Finding No. 309
Complaint Counsel has no specific response, except to note that IPX-066 was not the
subject drug product of the DCA.
310.

As with Vadova, IPX-066 was intended to better treat Parkinson’s patients by allowing
for less frequent and more consistent dosing of up to six hours as well as more consistent
motor symptom control. (Nestor, Tr. 2930-31; see RX-247).

Response to Proposed Finding No. 310
Complaint Counsel has no specific response, except to note that IPX-066 was not the
subject drug product of the DCA.
311.

By significantly extending the absorption of the drug, IPX-066 would provide
“significant improvement of the patient’s quality of life.” (CX4014 (Hsu, IHT at 38-39)).

Response to Proposed Finding No. 311
Complaint Counsel has no specific response, except to note that IPX-066 was not the
subject drug product of the DCA.
312.

By 2010, Impax had also begun efforts to develop a “next generation” of IPX-066. The
goal of the next-generation product, which is now known as IPX-203, was to further
improve treatment to Parkinson’s disease patients by extending dosing time even further
than IPX-066 and to “begin laying the foundation for [Impax’s] brand business over a
long period of time.” (Nestor, Tr. 2935-36; see RX-247 {
})

Response to Proposed Finding No. 312
The Proposed Finding is incomplete and misleading. At the time of the settlement
negotiations, there was not sufficient information to determine if a next generation product was
likely to improve upon IPX-066. In 2010, Impax was only at the beginning of the formulation
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stage for IPX-203. (CCF ¶ 1153). In fact, {
} (CCF
¶ 1148) (in camera); see also CCF ¶¶ 1248, 1250-51 (in camera)). Moreover, {

} (CCF ¶ 1157) (in camera). {

} (Cobuzzi, Tr. 2635 (stating “[w]e had no empiric data”); CCF ¶ 1159 (in camera)). Impax
did not send any IPX-203 clinical data to Endo for review because no clinical data for IPX-203
was available at the time of the settlement. (CCF ¶ 1159). Furthermore, the product that is IPX203 today is not the same product that was defined in the development agreement between Endo
and Impax in 2010. (Snowden, Tr. 497; Nestor, Tr. 3045-49 (in camera)).
313.

In particular, IPX-203 was intended to help create “a Parkinson’s disease franchise” and
“further establish the business foundation that we had laid out for ourselves with the
neurology community in the Parkinson’s space.” (Nestor, Tr. 2936-37).

Response to Proposed Finding No. 313
The Proposed Finding is incomplete and misleading for the reasons set forth in response
to Proposed Finding No. 312.
D.

DCA Negotiations
1.

314.

Endo Proposed a Partnership Regarding IPX-066 and All Follow-On
Products

In 2010, IPX-066 was Impax’s only publicly-announced branded product candidate.
(Snowden, Tr. 457).

Response to Proposed Finding No. 314
Complaint Counsel has no specific response.
315.

At the start of discussions about possible partnership arrangements, Endo proposed that
the companies work together on the entire IPX-066 franchise, which would include all

88

PUBLIC

potential follow-on products and line extensions. (Snowden, Tr. 405-06; Koch, Tr. 320;
CX0320-002 (Endo’s initial DCA term sheet)).
Response to Proposed Finding No. 315
The Proposed Finding is misleading and not supported by the evidence cited to the extent
it suggests that Endo initially proposed IPX-066 as the subject of any collaboration deal and that
Impax was not interested in discussing IPX-066. Impax and Endo discussed IPX-066 as the
subject product of the DCA for over a week. (CCF ¶¶ 232-39, 285-94). Regarding Endo’s
interest in IPX-066, Meg Snowden previously testified that “what I am not sure of is if [Endo]
expressed an interest and we said no.” (CX4003 (Snowden, IHT at 93)). Moreover, Endo’s
corporate development group did not seek out the opportunity on IPX-066. (CCF ¶ 1095).
316.

Dr. Robert Cobuzzi, Endo’s head of Corporate Development, explained that Endo was
interested in Impax’s Parkinson’s treatments because (1) Endo believed the treatments
were compatible with the Endo’s existing sales force, (2) Impax’s products represented
Parkinson’s treatment for which Endo had “looked for a number of years,” (3) Endo was
familiar with the formulation of carbidopa and levodopa because Endo’s former drug,
Sinemet, used the same molecules, and (4) because Dr. Cobuzzi personally had
experience with Parkinson’s disease treatments. (Cobuzzi, Tr. 2521, 2524).

Response to Proposed Finding No. 316
The Proposed Finding is misleading and not supported by the evidence cited to the extent
it suggests that Endo was interested in any of Impax’s Parkinson’s disease treatments. The
specific evidence cited is limited to Endo’s interest in Impax’s late-stage Parkinson’s disease
treatment IPX-066 and does not reference IPX-203. Moreover, in 2008, Endo received a
recommendation for late-stage product opportunities from a market and analytics research group.
The analysis excluded Impax’s carbidopa/levodopa Parkinson’s disease products from the list of
potential opportunities for Endo due to the fact that generic versions of carbidopa/levodopa
products were already on the market. (CCF ¶¶ 1090-91).
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317.

Endo “had a sales force that was already calling on primary care physicians, and their
interest was to expand the portfolio of that sales force and a Parkinson’s drug is often . . .
prescribed by general practitioners.” (Koch, Tr. 323-24).

Response to Proposed Finding No. 317
The Proposed Finding is misleading to the extent that it suggests that Impax’s former
CFO has personal knowledge about Endo’s interest and plans for Endo’s sales force.
318.

At that time, however, Impax was not looking for a partner in the United States for IPX066 because Impax planned to market the product domestically on its own, utilizing its
established neurologist network. (Snowden, Tr. 456-57; Koch, Tr. 319-20; CX4036
(Fatholahi, Dep. at 77, 80) (Impax “could effectively market [IPX-]066 here in the U.S.
ourselves and didn’t need any assistance.”)).

Response to Proposed Finding No. 318
The Proposed Finding is misleading and incomplete in that it suggests that Impax did not
discuss IPX-066 as the subject of a potential development deal with Endo. Between May 17 and
May 26, 2010, Impax and Endo discussed a potential joint development agreement for IPX-066.
(CCF ¶¶ 232-39, 285-94). On both May 19 and 22, 2010, Impax’s Vice President of Business
Development, David Paterson, provided Endo with specific information and data on IPX-066.
(CCF ¶¶ 235-36). {
} (CCF ¶¶ 287-290 (in camera)). It was only after more than a week
of discussions that Impax switched the subject of the development deal from IPX-066 to IPX203. (CCF ¶¶ 232-39, 285-94).
319.

Additionally, because Impax had already shouldered all development risks and
development costs, it made little sense to share potential profits from the drug with a
partner. (Nestor, Tr. 2941-42).

Response to Proposed Finding No. 319
The Proposed Finding is misleading and incomplete for the reasons stated in response to
Proposed Finding No. 318.
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320.

For these reasons, Dr. Michael Nestor, the head of Impax’s brand division, was
“absolutely not” willing to consider an agreement with Endo regarding IPX-066.
(Nestor, Tr. 3054-55). As president of the brand division, Dr. Nestor had to approve any
co-development and co-promotion agreement. (Nestor, Tr. 3054-55).

Response to Proposed Finding No. 320
The Proposed Finding is misleading and incomplete for the reasons stated in response to
Proposed Finding No. 318.
321.

Impax ultimately engaged GlaxoSmithKline as a partner for marketing IPX-066 outside
the United States and Taiwan. GlaxoSmithKline would assist with the regulatory and
infrastructure hurdles associated with commercializing a product outside the United
States and Taiwan. (Nestor, Tr. 2942-43).

Response to Proposed Finding No. 321
Complaint Counsel has no specific response.
322.

Impax partnered with GlaxoSmithKline because Glaxo “was fully aware of what the
idiosyncrasies [] outside the United States” entailed, “had a full understanding of the
different markets,” and could ensure the commercialization process proceeded in nonU.S. markets. (Nestor, Tr. 2943).

Response to Proposed Finding No. 322
Complaint Counsel has no specific response.
323.
} (Nestor, Tr. 297475).
Response to Proposed Finding No. 323
The Proposed Finding is irrelevant to the issue of whether Endo’s $10 million payment to
Impax under the DCA is unjustified. {

} (CCF ¶¶ 1140-43 (in camera)).
The structure of the two deals was also different. Under the deal for IPX-066, GlaxoSmithKline
was permitted to retain the profits for global sales of IPX-066 (with the exception of Taiwan),
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while under the DCA, Endo was only permitted to promote IPX-203 to primary care doctors in
the United States, not to neurologists, the largest prescribers of Parkinson’s disease patients.
(Nestor, Tr. 2874-75, 2948; CCF ¶ 1238).
324.

(Nestor, Tr. 2975-76; CX3441-009-10).
Response to Proposed Finding No. 324
The Proposed Finding is irrelevant to the issue of whether Endo’s $10 million payment to
Impax under the DCA is unjustified. {

} (CCF ¶¶ 1140-43 (in camera)).
2.
325.

Impax Proposed a Narrower Collaboration Regarding IPX-203, a
Follow-On Drug to IPX-066

Because Impax did not want a partner for IPX-066 in the United States, it proposed that
the parties instead collaborate on a specific line extension known as IPX-203. (Koch, Tr.
243).

Response to Proposed Finding No. 325
The Proposed Finding is not supported by the evidence cited. The cited testimony says
nothing about whether Impax did or did not want a partner for IPX-066 in the United States or
why Impax decided to switch the subject of the collaboration from IPX-066 to IPX-203. Instead,
the cited testimony merely states that Impax and Endo discussed collaboration on IPX-203. The
Proposed Finding is also misleading and incomplete in that it suggests that Impax and Endo
never discussed IPX-066 as the subject of a potential development deal. Between May 17 and
May 26, 2010, Impax and Endo discussed a potential joint development agreement for IPX-066.
Impax sent data on IPX-066 to Endo and Endo took steps to evaluate IPX-066 as a potential
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business development opportunity. On May 26, 2010, Impax switched the subject of the
development deal from IPX-066 to IPX-203. (CCF ¶¶ 232-39, 285-94).
326.

IPX-203 (sometimes referred to as “IPX-066a”) was Impax’s “next generation” version
of IPX-066 and was a planned “levodopa-based product that [would] hopefully improve[]
the treatment of those symptoms and also ha[ve] favorable dosing over Rytary [IPX066].” (Reasons, Tr. 1236; see Koch, Tr. 320; Nestor, Tr. 2935).

Response to Proposed Finding No. 326
{

} (CCF ¶¶ 295, 1141-43 (in camera)).
327.

As Margaret Snowden testified, “Endo was interested in the Parkinson’s space and
wanted the deal to cover both products, the original IPX-066 and the follow-on product
[IPX-203], but Impax wasn’t interested in doing the deal on IPX-066. So there wasn’t
actually . . . a switch as much as Endo was trying to negotiate for both product rights and
Impax was only interested in doing product rights on the one product.” (Snowden, Tr.
405-06).

Response to Proposed Finding No. 327
The Proposed Finding is misleading and incomplete in that it suggests that Impax and
Endo never discussed IPX-066 as the subject of a potential development deal. Between May 17
and May 26, 2010, Impax and Endo discussed a potential joint development agreement for IPX066. Impax sent data on IPX-066 to Endo and Endo took steps to evaluate IPX-066 as a potential
business development opportunity. On May 26, 2010, more than one week after discussions
began, Impax informed Endo that the development deal would be for a “product tbd.” On May
27, 2010, Impax informed Endo that the development deal would be for a product designated as
“066a,” known internally at Impax as IPX-203. (CCF ¶¶ 232-39, 285-95). Endo was displeased
when Impax switched the subject product of the agreement from IPX-066 to IPX-203. (CCF ¶
1129). The Proposed Finding is also misleading to the extent that it suggests that Impax’s Vice
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President of Intellectual Property has any personal knowledge about Endo’s interest in the
Parkinson’s space.
328.

In fact, after Endo proposed an agreement covering all of Impax’s Parkinson’s products
on May 26, 2010, Impax responded on May 27, 2010, that any collaboration would only
be “for a product I will designate as [IPX]-066a. This is our next generation of [IPX]066.” (CX0320-002 (Endo’s initial DCA term sheet); RX-318.0001 (Impax’s response to
Endo’s initial term sheet)).

Response to Proposed Finding No. 328
The Proposed Finding is misleading and incomplete to the extent it suggests that Impax
and Endo first discussed an agreement covering all of Impax’s Parkinson’s products on May 26,
2010. The parties first discussed a potential joint development agreement for IPX-066 on May
17. Between May 17 and May 26, 2010, Impax sent information and data on IPX-066 to Endo.
Endo subsequently took steps to evaluate IPX-066 as a potential business development
opportunity. It was only on May 26, 2010, more than one week after discussions began, that
Impax switched the subject of the development deal from IPX-066 to IPX-203. (CCF ¶¶ 232-39,
285-94 (in camera)).
329.

Like IPX-066, IPX-203 would contain carbidopa and levodopa molecules, but IPX-203
was intended to improve “dramatic control of Parkinson’s” even more than IPX-066.
(Snowden, Tr. 457-58).

Response to Proposed Finding No. 329
{

} (CCF ¶¶ 1140, 1170 (in camera)). {
}
(CCF ¶ 1116 (in camera)). {
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} (CCF ¶¶ 295, 1141-43 (in camera)). The Proposed Finding is also misleading to
the extent that it suggests that IPX-203 would improve “‘dramatic control of Parkinson’s’ even
more than IPX-066” given that, at the time of the DCA, IPX-203 was conceptual and had not
even been formulated. (CCF ¶ 1098).
330.

(Nestor, Tr. 2950-51, 2957; Cobuzzi, Tr. 2529-30).
Response to Proposed Finding No. 330
{

} (CCF ¶¶ 1140, 1170 (in camera)). {

} (CCF ¶ 1116 (in camera)).
331.

The ultimate goal of IPX-203 was to further extend the amount of time patients have
control over their motor symptoms after taking the medication. (Nestor, Tr. 2935 (“the
whole idea behind this product . . . is to be able to even extend more the effective time
that a patient is on IPX-203, meaning that they have a longer period of time when their
motor control symptoms are under control”); CX4014 (Hsu, IHT at 39) (IPX-203
intended to ensure “patient will have a longer time where they feel . . . like a normal
person”)).

Response to Proposed Finding No. 331
Complaint Counsel has no specific response.
332.

IPX-203 would also employ a “much more simplified” dosing regimen than IPX-066,
making it more intuitive for neurologists to prescribe the product. (Nestor, Tr. 2994).

Response to Proposed Finding No. 332
Complaint Counsel has no specific response.
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333.

Impax was confident that it could develop IPX-203. Dr. Suneel Gupta, the Chief
Scientific Officer at Impax in 2010, believed that the product concept for IPX-203 was
“doable.” (Nestor, Tr. 2946; RX-387.0001).

Response to Proposed Finding No. 333
The Proposed Finding is misleading and contrary to the weight of the evidence. The
President of Impax’s Branded Division, Michael Nestor, stated that the IPX-203 project was “not
a slam dunk” given its early stage of development. He noted that the parties “really had no idea
as to the success” of IPX-203 because the probability of success with any drug in the early stages
of development is low. Ann Hsu, Impax’s Vice President of Pharmacology, also believed that
there would be difficulty in developing the specific formulation of IPX-203. (CCF ¶ 295).
{
} (CCF ¶¶ 1257-61 (in camera)).
334.

Dr. Gupta had experience reformulating existing chemical compounds to create
commercial and clinical improvements through reformulation. In fact, Dr. Gupta “is an
expert when it comes to reformulating products.” (CX4033 (Nestor, Dep. at 80)).

Response to Proposed Finding No. 334
The Proposed Finding is misleading to the extent it suggests that Dr. Gupta’s prior
experience with formulation would lead to success in specifically formulating IPX-203. {

} (CCF ¶¶ 1257-61 (in camera)). The
Proposed Finding is also contrary to the weight of the evidence, which indicates that other Impax
employees had differing views on the feasibility of formulating IPX-203. (See Complaint
Counsel’s Response to Proposed Finding No. 333).
335.

Dr. Gupta “is renowned for taking existing compounds and reformulating them and
turning those products into very successful drugs in the marketplace that meet significant
medical need[s].” (CX4033 (Nestor, Dep. at 82)).

Response to Proposed Finding No. 335
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The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 334.
336.

Dr. Gupta is also regularly invited to speak at congresses on the topic of drug
reformulation and drug delivery. (CX4033 (Nestor, Dep. at 82-83)).

Response to Proposed Finding No. 336
The Proposed Finding is irrelevant to Impax’s probability of success in formulating IPX203. The Proposed Finding is misleading to the extent it suggests that Dr. Gupta’s prior
experience with formulation would lead to success in specifically formulating IPX-203. {

} (CCF ¶¶ 1257-61 (in camera)).
337.

Accordingly, when Dr. Gupta tells Impax management that a product concept is
“doable,” they believe him and rely on his judgment. (CX4033 (Nestor, Dep. at 83)).

Response to Proposed Finding No. 337
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 334.
338.

More generally, {

} (Nestor, Tr. 2955-56; see CX4014 (Hsu, IHT at 30) (Impax is
“a company specialized in the controlled release” of medications)).
Response to Proposed Finding No. 338
The Proposed Finding is misleading to the extent it suggests that Impax’s prior
experience with extended-release technologies would lead to success in specifically formulating
IPX-203. {
} (CCF ¶¶ 1257-61 (in
camera)).
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339.

In fact, Impax was founded with the business model of focusing on controlled-release
technology because it is one of the “the few companies in the country [that] can do good
controlled release formulation.” (CX4014 (Hsu, IHT at 10)). Such expertise is “a very
important asset for” Impax and allows it to regularly “take advantage of that [controlledrelease] technology” to compete successfully. (CX4014 (Hsu, IHT at 10)).

Response to Proposed Finding No. 339
The Proposed Finding is misleading to the extent it suggests that Impax’s prior
experience with controlled-release technologies would lead to success in specifically formulating
IPX-203. {
} (CCF ¶¶ 1257-61 (in
camera)).
340.

For these reasons, Impax was already planning to withdraw promotion and sampling of
IPX-066 (Rytary) once IPX-203 reached the market, allowing patients to continue
successful use of IPX-066 while avoiding any division of Impax’s sales force between
multiple Parkinson’s products. (Nestor, Tr. 2937). This was consistent with the
commercial goal of extending the IPX-066 franchise. (Nestor, Tr. 2935-36).

Response to Proposed Finding No. 340
Complaint Counsel has no specific response.
341.

At the time of the DCA negotiations, IPX-203 formulation work had been under way
since 2009, but the concept had not been tested on humans. (Koch, Tr. 243-44, 321; see
RX-247).

Response to Proposed Finding No. 341
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
When the DCA was signed in June 2010, Impax had not conducted any internal laboratory
research on IPX-203. Impax did not begin any laboratory research until December 2010, at
which time Impax undertook preclinical studies aimed at assessing the absorptive permeability of
the levodopa ester. {
} (CCF ¶¶ 1248, 1251, 1255 (in camera)).
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342.

This meant that as of May 2010, Impax had collected and reviewed research supporting
the viability of its formulation concept for IPX-203, but it did not have supporting
clinical data. (Nestor, Tr. 3026-27; RX-318.0001 (May 27, 2010, email noting that
Impax had “significant data” regarding IPX-203)).

Response to Proposed Finding No. 342
The Proposed Finding is misleading to the extent it suggests that IPX-203 was beyond the
conceptual stage of pharmaceutical development at the time the DCA was signed in June 2010.
(CCF ¶ 1098). {

} (CCF ¶¶ 1144, 1147 (in camera)).
{

} (CCF ¶¶ 1145-46 (in camera)). {

} (CCF ¶ 1148 (in camera)). {
} (CCF ¶ 1153 (in camera)). A formulation
for a drug product must be determined prior to conducting any preclinical testing and often
involves trying a number of different formulations before selecting the correct one. (CCF ¶¶
1151, 1152).
343.

Impax projected that the total cost of development for IPX-203 would be between $80
million and $100 million. (Nestor, Tr. 2944; Koch, Tr. 321; RX-387.0001). The
projected costs were a “natural extrapolation” of the development costs incurred by IPX066. (Nestor, Tr. 2944-45).

Response to Proposed Finding No. 343
Complaint Counsel has no specific response.
E.
344.

The DCA’s Relation to the SLA

Although Endo and Impax used the same individuals to serve as points of contact for
negotiations regarding the SLA and negotiations regarding the DCA, “both Endo and
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Impax had separate teams for each of the projects because one was brand and one was
generic.” (Koch, Tr. 245-46).
Response to Proposed Finding No. 344
The Proposed Finding is misleading to the extent it suggests that the SLA and DCA were
not related. The SLA and DCA were not independent transactions. The agreements were
negotiated together and individuals involved in the evaluation and negotiation of both deals
characterized the agreements as related. (CCF ¶¶ 1066-70). The timing of the negotiation of the
two agreements further supports the linkage between the two because Impax and Endo only
discussed entering into a business development opportunity at the same time as discussing
settlement of the patent litigation. (CCF ¶¶ 1071-73). The SLA and DCA both were finalized and
went into effect at the same time. (CCF ¶ 1074). Finally, the DCA was explicitly incorporated
into the SLA by Section 9.3 of the SLA. (CCF ¶¶ 1066-67).
345.

Impax’s negotiating positions regarding and analysis of the DCA came from Dr. Michael
Nestor, the President of Impax’s Branded Division, and his team. (Mengler, Tr. 586;
Koch, Tr. 311-12).

Response to Proposed Finding No. 345
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Mr. Nestor previously testified that Chris Mengler negotiated the DCA on behalf of Impax.
(CX4033 (Nestor, Dep. at 72); Nestor, Tr. 3010-12; CCF ¶ 1069). It was Mr. Mengler who
negotiated the milestones for the DCA, and Mr. Nestor does not “know how he specifically came
up with that.” (CX4033 (Nestor, Dep. at 70-71, 73) (as of May 27, 2010 no one had consulted
with Mr. Nestor about specific milestones for the DCA)). Mr. Nestor does not remember giving
specific input on the milestone payments under the DCA. (Nestor, Tr. 3006). Although Mr.
Nestor testified that he was not interested in doing a deal on IPX-066, he cannot remember
sharing that information with his colleagues at Impax. (Nestor, Tr. 3021-23).
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346.

This was consistent with instructions from Impax’s CEO, Larry Hsu, who “was very
clear that each agreement should be evaluated on their own merits as a standalone
agreement.” (Koch, Tr. 313).

Response to Proposed Finding No. 346
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that the SLA and DCA were not related. The SLA and DCA were not
independent transactions. The agreements were negotiated together and individuals involved in
the evaluation and negotiation of both deals characterized the agreements as related. (CCF ¶¶
1066-70). The timing of the negotiation of the two agreements further supports the linkage
between the two because Impax and Endo only discussed entering into a business development
opportunity at the same time as discussing settlement of the patent litigation. (CCF ¶¶ 1071-73).
Mr. Nestor recognized that Endo was “on a tight time table” to complete the DCA “if they
wish[ed] to settle prior to June 17.” (CCF ¶ 1125). The SLA and DCA both were finalized and
went into effect at the same time. (CCF ¶ 1074). Finally, the DCA was explicitly incorporated
into the SLA by Section 9.3 of the SLA. (CCF ¶¶ 1066-67).
347.

Dr. Hsu was the individual responsible for approving both agreements, although he
would not approve any co-development deal without the endorsement of Dr. Nestor, the
president of Impax’s brand division. (Koch, Tr. 313; Nestor, Tr. 3054).

Response to Proposed Finding No. 347
Complaint Counsel has no specific response.
348.

Impax consequently assessed the DCA and the SLA individually and considered each a
standalone agreement “all the time.” (Koch, Tr. 313-14; CX4036 (Fatholahi, Dep. at
138-39)).

Response to Proposed Finding No. 348
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons stated in response to Proposed Finding No. 346.
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349.

Endo likewise viewed the SLA and DCA as stand-alone agreements, evaluating each on
its own merits. (CX4031 (Bradley, Dep. at 196) (SLA played had no influence on the
Endo’s valuation of the DCA)).

Response to Proposed Finding No. 349
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent that it suggests that the SLA and DCA were not related. Dr. Cobuzzi, Endo’s Senior Vice
President of Corporate Development, testified that the DCA and SLA were negotiated together
and Mr. Levin, Endo’s CFO, stated that he viewed the DCA as an integral part of the total
collaboration between Endo and Impax. (CCF ¶¶ 1070, 1127). One of Endo’s lead researchers
for the DCA wrote in an email that the team’s diligence on IPX-066 was “part of the
Impax/Opana deal.” (CX1015 at 001 (December 2010 Pong-Cobuzzi-Bradley email); see also
Complaint Counsel’s Response to Proposed Finding No. 346).
350.

Alan Levin, Endo’s CFO at the time of settlement and one of Endo’s lead negotiators,
testified that the SLA and DCA “were stand-alone legal documents,” with the DCA
serving “as an integral part of the total collaboration between Endo and Impax.”
(CX4017 (Levin, Dep. at 157-58)).

Response to Proposed Finding No. 350
The Proposed Finding is misleading to the extent that it suggests that Endo viewed the
SLA and DCA as independent agreements. Mr. Levin specifically told Dr. Cobuzzi that the short
time frame for review of the DCA was due to the fact that the DCA and SLA were being
negotiated together. (CCF ¶ 1127). Mr. Levin also testified that he viewed the DCA as an
integral part of the total collaboration between Endo and Impax. (CCF ¶ 1070; see also
Complaint Counsel’s Response to Proposed Finding No. 346).
351.

Like Impax, Endo used different teams to evaluate the two agreements, with Dr. Robert
Cobuzzi analyzing the DCA, but having no involvement with the separate settlement
agreement. (CX4017 (Levin, Dep. at 159)).

Response to Proposed Finding No. 351
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The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that the SLA and DCA were not related. The agreements were negotiated
together and individuals involved in the evaluation and negotiation of both deals characterized
the agreements as related. (CCF ¶¶ 1066-70). Dr. Cobuzzi, Endo’s Senior Vice President of
Corporate Development, specifically testified that the DCA and SLA were negotiated together.
(CCF ¶¶ 1070, 1127). The timing of the negotiation of the two agreements further supports the
linkage between the two because Impax and Endo only discussed entering into a business
development opportunity at the same time as discussing settlement of the patent litigation. (CCF
¶¶ 1071-73). The SLA and DCA both were finalized and went into effect at the same time. (CCF
¶ 1074). Finally, the DCA was explicitly incorporated into the SLA by Section 9.3 of the SLA.
(CCF ¶¶ 1066-67).
F.
352.

Termination of the DCA

Impax’s IPX-203 development efforts revealed that the formulation of IPX-203
contemplated by the DCA could not achieve the intended clinical benefits. (Snowden,
Tr. 459-60; see Nestor, Tr. 2960-61).

Response to Proposed Finding No. 352
Complaint Counsel has no specific response.
353.

Specifically, Impax’s research team could not achieve the desired product profile with a
levodopa ester and carbidopa formulation. Impax consequently began pursing alternative
approaches to an extended-release formulation of carbidopa and levodopa. (Snowden,
Tr. 459-60; see Nestor, Tr. 2960-61).

Response to Proposed Finding No. 353
Complaint Counsel has no specific response.
354.

(Nestor, Tr. 2961-62).
Response to Proposed Finding No. 354
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{

} (CCF ¶¶ 1261-63 (in camera)).
355.
} (Nestor, Tr.
2963).
Response to Proposed Finding No. 355
The Proposed Finding is irrelevant to the antitrust analysis for the reasons stated in
response to Proposed Finding No. 354. {
} (Nestor, Tr. 3050 (in camera)).
356.

(Nestor, Tr. 2962).
Response to Proposed Finding No. 356
{

} (CCF
¶ 1143 (in camera)). {

}. (CCF ¶ 1261 (in camera)). Because the new {

} of IPX-203

was not covered by the definition of the product in the DCA, Impax approached Endo about
amending the DCA. {
} (CCF ¶¶ 1262-63, 1267 (in camera)). {
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} (CCF ¶ 1262 (in camera)).
357.

Indeed, it is not uncommon for pharmaceutical companies to try different formulations of
a product before discovering one that achieves the project’s desired profile and clinical
results. (Nestor, Tr. 2947).

Response to Proposed Finding No. 357
Complaint Counsel has no specific response.
358.

In 2014, before Impax researchers could consider how to move forward with the new
formulation of IPX-203, Impax suspended all research and development activities in
order to address an FDA Warning Letter, which related to issues in Impax’s
manufacturing process that had previously been identified by the FDA but not yet
addressed. (Nestor, Tr. 2985-86; RX-206).

Response to Proposed Finding No. 358
{

} (CCF ¶¶ 1261-63 (in camera)).
359.
(CX2928-013).
Response to Proposed Finding No. 359
{

} (CCF ¶¶ 1261-63 (in camera)). {

} (CCF ¶¶ 1261-63 (in camera)).
360.

(Nestor, Tr. 2963-64, RX-208).
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Response to Proposed Finding No. 360
Complaint Counsel has no specific response.
361.
(Nestor, Tr. 2967; CX4033 (Nestor, Dep.
at 164)).
Response to Proposed Finding No. 361
Complaint Counsel has no specific response, other than to note that in the over five years
following the execution of the DCA until its termination, Endo and Impax never had any meeting
of the joint development committee called for by the DCA. (CCF ¶¶ 1254-55).
362.
(CX3345-006).
Response to Proposed Finding No. 362
Complaint Counsel has no specific response.
363.
} (Nestor, Tr. 2967-69; see CX4033 (Nestor,
Dep. at 164)).
Response to Proposed Finding No. 363
Complaint Counsel has no specific response.
364.

Indeed, Impax “had to make sure we had a formulation first and that we were ready to go
into the clinic” before meetings of the joint development committee “would be relevant.”
(CX4033 (Nestor, Dep. at 164); see Nestor, Tr. 2967-68).

Response to Proposed Finding No. 364
The Proposed Finding is misleading to the extent it suggests that meetings of the joint
development committee were optional. Under the terms of the DCA, the joint development
committee was required to meet a minimum of four times a year. {

} (CCF ¶¶ 1254-55 (in camera)).
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365.
} (Nestor, Tr. 2963).
Response to Proposed Finding No. 365
The Proposed Finding is misleading to the extent it suggests that the
{

} of IPX-203 considered by Impax in 2015 is the same product

contemplated under or covered by the DCA. (CCF ¶ 1261). The new {
} was not covered by the DCA.
{

} (CCF ¶¶ 1261-63 (in camera)).
366.

During the parties’ April 2015 discussion, Impax offered to amend the DCA {
} (Nestor, Tr. 3057;
CX2928-013).

Response to Proposed Finding No. 366
Complaint Counsel objects to the phrase “makes clear” as inaccurate, and the Proposed
Finding is misleading to the extent it suggests that the {

} of IPX-203

considered by Impax in 2015 was covered by the DCA with Endo. The new
{
367.

} was not covered by the DCA. (CCF ¶ 1261).
Impax was “absolutely” prepared to include the new formulation of IPX-203 in the DCA
because it wanted to work with Endo in order to move the drug forward and Impax
believed the new formulation would give it “an avenue through which we could continue
the development of IPX-203.” (Nestor, Tr. 3056-57).

Response to Proposed Finding No. 367
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The Proposed Finding is misleading to the extent it suggests that the
{

} of IPX-203 considered by Impax in 2015 was covered by the

DCA. (CCF ¶ 1261). The new {

} was not covered by the DCA.

{

} (CCF ¶¶ 1261-62
(in camera)).
368.

Endo initially agreed to the amendment, noting that it “would like to maintain or even
increase [its] involvement with the development program . . . as [it] remain[ed] optimistic
this will be a successfully differentiated product, which Endo looks forward to the
opportunity to co-promote it with Impax.” (RX-218.0001; see Snowden, Tr. 460).

Response to Proposed Finding No. 368
Complaint Counsel objects to the phrase “agreed to the amendment” as inaccurate. The
quoted evidence is from a May 13, 2015 email between Impax and Endo. Yet Endo was not
presented with a draft amendment to the DCA for review until October 8, 2015. (RX-221 at 0002
(Ailinger/Macpherson email)).
The Proposed Finding is also misleading to the extent it suggests that Endo
communicated anything more than an indication of potential interest in Impax’s development of
a{

} of IPX-203. {
} (CCF ¶¶ 1263-64 (in camera)).

Instead, although Endo had already paid $10 million to Impax and would not need to make
further payments unless certain developmental milestones were met, Endo chose to terminate the
DCA. (CCF ¶ 1267).
369.

Impax consequently prepared an amendment to the DCA and expected the parties to
continue collaborating. (Snowden, Tr. 458-59; see CX2747-001).

Response to Proposed Finding No. 369
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The Proposed Finding is misleading to the extent it suggests that Endo had
communicated anything more than an indication of potential interest in Impax’s development of
a{

} of IPX-203 or that Endo previously agreed to amend the DCA.

{
} (CCF ¶¶ 1263-64 (in camera)). Instead, although Endo had already paid $10 million to
Impax and would not need to make further payments unless certain developmental milestones
were met, Endo chose to terminate the DCA. (CCF ¶ 1267).
370.

Endo subsequently reversed course and informed Impax that Endo had “decided not to
amend the existing agreement” and would no longer “participat[e] in [the] program,” but
did not provide any explanation. (CX2747-001).

Response to Proposed Finding No. 370
Complaint Counsel objects to the phrase “reversed course” as inaccurate in that it
suggests that Endo had communicated anything more than an indication of potential interest in
Impax’s development of a {

} of IPX-203 or that Endo previously

agreed to amend the DCA. {

} (CCF ¶ 1263 (in

camera)). Endo stated that it “decided not to amend the existing agreement [s]ince [Impax’s]
existing program does not meet the definition of Product in the agreement.” (CX2747 at 001
(Oct. 29, 2015 Macpherson/Ailinger email)).
371.

Endo’s decision surprised Impax because “fairly recently” Endo “had said the opposite,
that they were interested in continuing forward with the program and amending the
agreement.” (Snowden, Tr. 460-61; RX-221.0001 (Endo’s decision not to amend DCA
was “a surprise”)).

Response to Proposed Finding No. 371
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 369.
372.

Because Endo retracted its initial expression of interest in amending the DCA, Impax and
Endo terminated the Development and Co-Promotion Agreement “by mutual agreement”
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effective December 23, 2015. (JX-001-011 (¶ 43) (Joint Stipulations of Jurisdiction,
Law, Fact, and Authenticity); Snowden, Tr. 407; RX-219.0001-02; RX-198.0005-07
(termination agreement)).
Response to Proposed Finding No. 372
Complaint Counsel objects to the phrase “retracted” as inaccurate. The Proposed Finding
is also misleading for the reasons stated in response to Proposed Finding No. 369.
373.

At the time of termination, Impax had not received additional payments from Endo. (JX001-011 (¶ 43) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity; Snowden,
Tr. 461).

Response to Proposed Finding No. 373
Complaint Counsel has no specific response.
VII.

THE FTC BEGAN INVESTIGATING THE SLA YEARS AFTER THE PARTIES
SETTLED

374.

Within a month of executing the SLA and DCA, Endo and Impax filed the settlement
agreement with the Federal Trade Commission (“FTC”). (Snowden, Tr. 481).

Response to Proposed Finding No. 374
Complaint Counsel has no specific response.
375.

The FTC did not respond to the filing. (Snowden, Tr. 482).

Response to Proposed Finding No. 375
The Proposed Finding is misleading to the extent it suggests the FTC has an obligation to
respond to the parties’ filing under the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003, Pub. L. No. 108-173 § 1117. The FTC neither grants nor denies
approval to filed agreements. (See Frequently Asked Questions About Filing Agreements with
the FTC Pursuant to the Medicare Prescription Drug, Improvement, and Modernization Act of
2003, available at: https://www.ftc.gov/system/files/attachments/competition-policyguidance/050210pharmrulesfaqsection.pdf (last visited Jan. 9, 2018)).
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The Proposed Finding is also irrelevant to the antitrust analysis because if and when the
FTC responded to the parties’ filing does not bear on whether the agreement is anticompetitive.
376.

In fact, for nearly four years, the FTC did not contact Impax regarding the Settlement and
License Agreement or the Development and Co-Promotion Agreement. (Snowden, Tr.
482).

Response to Proposed Finding No. 376
The Proposed Finding is misleading and irrelevant for the reasons stated in response to
Proposed Finding No. 375.
377.

The first time the FTC contacted Impax in relation to the SLA was in 2014, when the
FTC issued a Civil Investigative Demand. (Snowden, Tr. 482, 502).

Response to Proposed Finding No. 377
The Proposed Finding is misleading and irrelevant for the reasons stated in response to
Proposed Finding No. 375.
378.

At the time Endo and Impax settled their patent litigation, the prevailing test in assessing
the validity of so-called reverse-payment settlements focused on whether the agreement
was within the scope of the patent owner’s patent. (Figg, Tr. 1932).

Response to Proposed Finding No. 378
The Proposed Finding is inaccurate and not supported by the evidence cited. Mr. Figg is
not an expert in antitrust law and therefore is not qualified to provide an opinion on the
prevailing test for reverse-payment settlements at the time the parties settled their patent
litigation. (CCF ¶¶ 1360-61). In addition, at the time of the settlement in June 2010, there was
substantial uncertainty as to the appropriate antitrust analysis for reverse-payment agreements.
While the Eleventh and Second Circuits had adopted the scope-of-the-patent test, the Sixth and
D.C. Circuits had adopted different standards. (Figg, Tr. 2054). The Third Circuit (where the
Endo-Impax patent litigation was pending) and the Ninth Circuit (where Impax is headquartered)
had not adopted any standard for evaluating the legality of reverse-payment agreements. (Figg,
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Tr. 2054-56). Indeed, Mr. Figg conceded that a reasonable litigant in June 2010 might not know
which circuit’s law would apply to the issue of whether the settlement violated the antitrust laws.
(Figg, Tr. 2056).
The Proposed Finding is also irrelevant to the antitrust analysis of the Impax-Endo
Settlement Agreement, which is governed by the Supreme Court’s decision in FTC v. Actavis,
133 S. Ct. 2223 (2013).
379.

The Endo-Impax settlement agreement was within the subject matter and temporal scope
of Endo’s patents at the time of settlement, meaning that Impax could launch its generic
product before Endo’s patents expired. (Figg, Tr. 1933-34, 1973).

Response to Proposed Finding No. 379
The Proposed Finding is inaccurate and irrelevant for the reasons stated in response to
Proposed Finding No. 378. Complaint Counsel objects to the conclusion that the settlement
agreement between Impax and Endo was within the subject matter scope of Endo’s patents. It
was uncertain whether the settlement agreement was within the subject matter of Endo’s patents
because it was uncertain whether Endo’s patents were valid and infringed by Impax’s product.
(CCF ¶¶ 1270-1308). Impax’s own expert, Mr. Figg, agreed that the outcome of the patent
litigation was uncertain. (Figg, Tr. 1905, 2007).
The Proposed Finding is also misleading because it is not within the scope of Endo’s
patents to pay Impax—through the settlement agreement—to abandon its patent challenge.
380.

Mr. Hoxie, Complaint Counsel’s patent expert, offers no opinion regarding the SLA in
relation to the scope of Endo’s patents. (Hoxie, Tr. 2745).

Response to Proposed Finding No. 380
The Proposed Finding is misleading in that it suggests providing an opinion on the scopeof-the-patent test was part of Mr. Hoxie’s expert assignment. Mr. Hoxie is an expert in
pharmaceutical patent licensing, pharmaceutical patent litigation, and pharmaceutical patent
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prosecution. (CCF ¶ 1283). Similar to Impax’s expert Mr. Figg, Mr. Hoxie is not an expert in
antitrust law. (CCF ¶¶ 1283, 1360, 1361). Mr. Hoxie offered the opinion that the outcome of the
patent litigation was uncertain. (CCF ¶¶ 1269-70). Therefore, it was uncertain whether the
settlement agreement fell within the subject matter scope of Endo’s patents.
381.

By the time the FTC issued its Civil Investigative Demand, the Supreme Court’s decision
in Actavis had changed the legal approach to assessing whether a so-called “reverse
payment” settlement agreement is anticompetitive. (Noll, Tr. 1626-27).

Response to Proposed Finding No. 381
Complaint Counsel objects to the conclusion that the Supreme Court “changed” the legal
approach to assessing the legality of a reverse-payment agreement under the antitrust laws. The
Supreme Court did not change the law; it corrected the lower courts’ previous misinterpretation
of the law.
VIII. COMPLAINT COUNSEL HAS NOT IDENTIFIED A LARGE OR UNJUSTIFIED
PAYMENT
A.
382.

The DCA Did Not Include a Large or Unjustified Payment

Complaint Counsel has not demonstrated that the DCA contained a large or unjustified
payment. As described in more length below, the evidence at trial was clear that Endo’s
investment under the DCA represented fair value for the potentially lucrative profitsharing rights it received in return. (Cobuzzi, Tr. 2564).

Response to Proposed Finding No. 382
The Proposed Finding is inaccurate and contrary to the weight of the evidence. Payments
under the DCA substantially exceed possible saved litigation costs. (CCF ¶¶ 388, 460). The
payments under the DCA were not justified because: (1) the payments were linked to Impax’s
willingness to accept the January 2013 entry date in the SLA (CCF ¶¶ 1066-84); (2) early-stage
Parkinson’s disease treatments were not a focus of Endo’s corporate strategy (CCF ¶¶1086-98);
(3) {
} (CCF ¶¶ 1103-
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1218 (in camera)); (4) {
} (CCF ¶¶ 1219-45 (in camera)); and (5) {

} (CCF ¶¶ 1246-67 (in camera)).
In addition, the Proposed Finding is not supported by the evidence. Dr. Cobuzzi stated
the payments were justified “given the analysis conducted by the various parties from Endo.”
(Cobuzzi, Tr. 2564). But that analysis was flawed due to the compressed time frame of the
negotiations (CCF ¶¶ 1103-30), {
} (CCF ¶¶ 1191-1210 (in camera)), and {
} (CCF ¶¶ 1211-18
(in camera)).
383.

Indeed, Endo conducted appropriate due diligence and independently valued the DCA as
a good deal for Endo. (Cobuzzi, Tr. 2563; CX2748-001).

Response to Proposed Finding No. 383
The Proposed Finding is not supported by the evidence cited. In his testimony, Dr.
Cobuzzi did not state that Endo had sufficient information, but rather that Endo “had the
information we needed or were going in all likelihood to get at that point.” (Cobuzzi, Tr. 2563
(emphasis added)). Dr. Cobuzzi also testified that Endo had never before completed due
diligence for a deal in a matter of days and made an upfront payment. (Cobuzzi, Tr. 2566).
The Proposed Finding is also inaccurate and contrary to the weight of the evidence.
{

} (CCF ¶¶ 1131-1218 (in camera)).
{
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} (CCF
¶¶ 1135-69 (in camera)). {

} (CCF ¶¶ 1170-75 (in camera)). {
}
(CCF ¶¶ 1176-90 (in camera)). {
} (CCF ¶¶ 1191-1218 (in camera)).
384.

And Endo made an investment that was not large in relation to other early-stage
development and co-promotion agreements it has entered. (Cobuzzi, Tr. 2559).

Response to Proposed Finding No. 384
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
to the extent it suggests that Endo has paid $10 million in upfront payments for other early-stage
development and co-promotion agreements it has entered. Dr. Cobuzzi testified he could not
recall any development or co-promotion agreement that Endo entered into where it made an
upfront payment of $10 million for a preclinical product. (Cobuzzi, Tr. 2565).
1.

Endo Undertook Appropriate Due Diligence Efforts
a.

385.

Endo’s Due Diligence Team Included Internal and External
Experts

Dr. Robert Cobuzzi was the head of Endo’s Corporate Development group as well as the
lead scientist on the team that evaluated the commercial and scientific merits of the
Development and Co-Promotion Agreement with Impax. (Cobuzzi, Tr. 2523).

Response to Proposed Finding No. 385
Complaint Counsel has no specific response.
386.

Dr. Cobuzzi helped negotiate the DCA’s terms and worked with Endo’s CEO and the
Board of Directors throughout the DCA approval process. (Cobuzzi, Tr. 2514, 2523).

Response to Proposed Finding No. 386
Complaint Counsel has no specific response.
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387.

Dr. Cobuzzi holds a Ph.D. in molecular and cellular biochemistry and wrote his
dissertation on Parkinson’s disease. (Cobuzzi, Tr. 2511-12).

Response to Proposed Finding No. 387
The Proposed Finding is misleading to the extent it suggests that Dr. Cobuzzi’s
dissertation work relating to causative agents with Parkinson’s disease is a substitute for
receiving and evaluating preclinical and clinical data on IPX-203, Impax’s carbidopa/levodopa
ester Parkinson’s disease treatment. (CCF ¶ 1166).
The Proposed Finding is also misleading to the extent it suggests that, at the time of the
DCA, early-stage Parkinson’s disease treatments were a focus of Endo’s corporate strategy. The
evidence shows that Endo was not actively pursuing any Parkinson’s disease treatments at that
time. (CCF ¶¶ 1086-95).
388.

Dr. Cobuzzi’s team included at least one other scientist with a background in Parkinson’s
disease treatments. Dr. Kevin Pong, who was in charge of evaluating Endo’s scientific
licenses, had a “significant amount of experience in” the area of Parkinson’s disease
treatments. (Cobuzzi, Tr. 2512-13).

Response to Proposed Finding No. 388
{

} (CCF ¶¶ 1163-66 (in camera)).
The Proposed Finding is also misleading to the extent it suggests that, at the time of the
DCA, early-stage Parkinson’s disease treatments were a focus of Endo’s corporate strategy. The
evidence shows that Endo was not actively pursuing any Parkinson’s disease treatments at that
time. (CCF ¶¶ 1086-95).
389.
(RX-072).
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Response to Proposed Finding No. 389
The Proposed Finding is misleading and incomplete to the extent it suggests that Endo
employed a team of outside consultants to help review and analyze the IPX-203 opportunity. In
May 2010, Endo engaged the Equinox consulting group to provide an abbreviated market
analysis for a potential deal on IPX-066, Impax’s late-stage Parkinson’s disease product. When
Impax changed the focus of the deal from IPX-066 to IPX-203, Endo did not ask Equinox to
provide a new market analysis. (CCF ¶¶ 1200-02).
b.
390.

Endo Reviewed Information Regarding IPX-203

Impax provided Endo with information regarding the IPX-203 product concept.
(Cobuzzi, Tr. 2525-26, 2602; see RX-377).

Response to Proposed Finding No. 390
The Proposed Finding is incomplete because it omits the fact that Endo did not receive
any information on IPX-203 until June 4, 2010, just three days before the DCA was signed.
(CCF ¶ 1119).
{

} (CCF ¶ 1159 (in camera)).
391.

This included information regarding Impax’s research into the IPX-203 product concept,
and information about how such a product would improve upon existing Parkinson’s
disease therapies, including IPX-066. (See, e.g., RX-270; RX-377).

Response to Proposed Finding No. 391
{
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} (CCF
¶¶ 1155-59, 1161, 1248, 1251 (in camera)).
392.
} (Cobuzzi, Tr.
2530).
Response to Proposed Finding No. 392
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
to the extent it suggests that IPX-066 and IPX-203 were intended to be the same in terms of
effectiveness to a patient. {

} (CCF ¶ 1142 (in camera)).
The Proposed Finding is also misleading to the extent it suggests that “the single
chemical modification” of adding an ester of levodopa does not alter the chemical properties of
IPX-203. {

} (CCF ¶¶1143, 1164 (in camera)).
{
} (CCF ¶¶ 1167-68, 1205,
1211 (in camera)).
393.
(Cobuzzi, Tr. 2538).
Response to Proposed Finding No. 393
{
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} (CCF ¶¶ 1143, 1164 (in camera)).
394.
(Cobuzzi, Tr. 2530; see RX377.0031).
Response to Proposed Finding No. 394
Complaint Counsel has no specific response.
395.

(RX-377.0040-41; Cobuzzi, Tr. 2534).
Response to Proposed Finding No. 395
Complaint Counsel has no specific response.
396.
(RX-377.0043-44; Cobuzzi, Tr. 2535).
Response to Proposed Finding No. 396
Complaint Counsel has no specific response.
c.
397.

Endo Reviewed Information Regarding IPX-066

In addition to information about IPX-203, Impax also sent Endo information about IPX066. (Cobuzzi, Tr. 2539).

Response to Proposed Finding No. 397
The Proposed Finding is misleading because the vast majority of the information sent to
Endo related to IPX-066, rather than IPX-203. (CCF ¶¶ 233-36). {
} (CCF ¶¶ 306-07 (in camera)).
398.

Impax sent the IPX-066 materials to Endo because (1) Impax had already established a
data room regarding IPX-066 when it sought a partner to market the product outside the
United States, and (2) because IPX-203 was a follow-on product to IPX-066, “the
foundational aspects of what was in the data room about IPX-066 were relative to the
kind of product we envisioned IPX-203 ultimately to be, which is an extended release
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carbidopa/levodopa formulation that would offer clinically meaningful benefit[s] over
and above what the current standard of care was.” (Nestor, Tr. 3056).
Response to Proposed Finding No. 398
The Proposed Finding is misleading and incomplete in that it suggests that Impax did not
discuss IPX-066 as the subject of a potential development deal. Between May 17 and May 26,
2010, Impax and Endo discussed a potential joint development agreement for IPX-066. (CCF ¶¶
232-39, 285-94). On May 19 and 22, Impax’s Vice President of Business Development, David
Paterson, provided Endo with specific information and data on IPX-066. (CCF ¶¶ 235-36). {

} (CCF ¶¶ 287-90 (in camera)). {

} (CCF ¶¶ 232-39, 285-94 (in camera)).
399.

Those materials aided Endo’s assessment of IPX-203 “tremendously.” (Cobuzzi, Tr.
2625).

Response to Proposed Finding No. 399
The Proposed Finding is misleading to the extent it suggests that scientific information
and data on IPX-066 could serve as a surrogate for IPX-203. {

} (CCF ¶ 1164 (in camera)). {

} (CCF ¶ 1163 (in camera)).
400.

Dr. Cobuzzi explained that IPX-066 was relevant to his assessment of IPX-203 because,
among other reasons, both products would contain carbidopa and levodopa, and the only
difference was the esterification of the levodopa, “which we viewed as being relatively
simple, although it does change the chemistry.” (Cobuzzi, Tr. 2539-40).

Response to Proposed Finding No. 400
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The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that creating a product with an esterified levodopa aspect would be an easy
task. The President of Impax’s Branded Division, Michael Nestor, warned that IPX-203 “was not
a slam dunk.” Impax’s Vice President of Pharmacology, Ann Hsu, also believed that there would
be difficulty in developing the specific formulation of IPX-203. (RX-387 at 0001 (June 1, 2010
Nestor/Mengler email); CCF ¶ 295). Mr. Nestor further noted that the “parties really has no idea
as to the success” of IPX-203 because the “probability of success with any drug at this point in
the development it fairly low.” (CCF ¶ 295 (citing RX-387 at 0001 (June 1, 2010 Nestor email to
Mengler); CX4033 (Nestor Dep. at 116))). Even Endo recognized that “insufficient information
[had] been provided in due diligence to completely characterize the pharmaceutical development
and manufacturing risks for IPX-203.” (CCF ¶ 1168 (citing CX1209 at 009 (Endo’s Final
Opportunity Evaluation Worksheet for IPX-203))). {

} (CCF ¶¶ 1257-58 (in camera)). {

} (CCF ¶¶
1250-51, 1259 (in camera)).
401.

Julie McHugh, Endo’s Chief Operating Officer at the time of settlement and the
individual responsible for assessing the commercial opportunity of any product, deemed
IPX-066 an appropriate commercial proxy for assessing IPX-203 as well. (CX2772-001;
Cobuzzi, Tr. 2541-42).

Response to Proposed Finding No. 401
The Proposed Finding is misleading to the extent it suggests that using market
assumptions tailored to IPX-066 as a substitute for market assumptions pertaining to IPX-203 is
a reasonable and accurate way to build a financial analysis for IPX-203. Ms. McHugh stated that
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IPX-066 was an appropriate commercial proxy for assessing IPX-203. However, she did not say
that changes should not be made to the forecast to reflect the known differences between IPX066 and IPX-203, such as differences in daily dosage or cost of goods or to reflect the increased
regulatory risk of an early-stage product. Moreover, changing only the launch date and failing to
re-evaluate all of the assumptions used in the market analysis was inconsistent with industry
standards for preparing a financial valuation. (CCF ¶ 1204). {

} (CCF ¶ 1205 (in camera)). {

} (CCF ¶¶ 1206-10 (in camera)).
402.

Endo consequently studied materials regarding IPX-066’s clinical, patent, regulatory,
commercial, and legal background, to “help [Endo] frame their evaluation of the market
environment into which IPX-203 could be launched as a successor to IPX-066.” (RX376.0001; see RX-272.0001; RX-080.0006 (“IPX-066 affords a reasonable surrogate for
IPX-203 given the anticipated similarities in constituents and formulation”)).

Response to Proposed Finding No. 402
The Proposed Finding is misleading and incomplete to the extent it suggests that Endo
received information on IPX-066 as part of its evaluation of IPX-203 and that the parties did not
discuss IPX-066 as the subject of a potential development deal. Between May 17 and May 26,
2010, Impax and Endo discussed a potential joint development agreement for IPX-066. (CCF ¶¶
232-39, 285-94). On both May 19 and 22, Impax’s Vice President of Business Development,
David Paterson, provided Endo with specific information and data on IPX-066. (CCF ¶¶ 23536). {
} (CCF ¶¶ 287-290 (in camera)). {

} (CCF ¶¶ 232-39, 285-94 (in camera)). Endo did not begin its evaluation of IPX-203 until
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June 4, 2010, just three days before the DCA was signed. (CCF ¶ 1119). Moreover, the Proposed
Finding is misleading to the extent it suggests that using market assumptions tailored to IPX-066
as a substitute for market assumptions pertaining to IPX-203 is a reasonable and accurate way in
which to build a financial analysis for IPX-203. Changing only the launch date and failing to reevaluate all of the assumptions used in the market analysis was inconsistent with industry
standards for preparing a financial valuation. (CCF ¶ 1204). {

} (CCF ¶ 1205 (in camera)). {

} (CCF ¶¶ 1206-10 (in camera)).
403.

The IPX-066 materials, as well as Endo’s experience with other Parkinson’s disease
treatments, suggested that the successful development of IPX-203 would more effectively
treat Parkinson’s disease symptoms. (Cobuzzi, Tr. 2634-35).

Response to Proposed Finding No. 403
The Proposed Finding is misleading to the extent it suggests that, at the time the DCA
was entered, IPX-203 was likely to become a successful product or that Endo had sufficient
information about IPX-203 to assess whether IPX-203 would more effectively treat Parkinson’s
disease symptoms. In fact, due to the early stage of development of IPX-203, Mr. Nestor
recognized that the “parties really had no idea as to the success” of IPX-203 because “probability
of success with any drug at this point in the development is fairly low.” (CCF ¶ 295 (citing
CX4033 (Nestor, Dep. at 116))).
404.

The information also suggested strong commercial opportunities for any follow-on
product to IPX-066, {
} (RX-376.0050).

Response to Proposed Finding No. 404
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The Proposed Finding is not supported by the evidence cited. {

} (Geltosky, Tr. 1100 (in camera)).
405.

Endo used those forecasts to calculate “conservative estimates” for IPX-203 sales.
(CX2780-001; see RX-080.0011-12; CX2533-001 {
.

Response to Proposed Finding No. 405
The Proposed Finding is misleading for the reasons set out in the response to Proposed
Finding No. 401. In addition, the Proposed Finding is inaccurate insofar as it suggests that
Endo’s forecasts were conservative estimates for IPX-203 sales. In addition to using
inappropriate assumptions in its financial evaluation of IPX-203, Endo also did not account for
the considerable scientific, regulatory, and legal risks particular to IPX-203. (CCF ¶ 1211).
Normally, Endo’s evaluations would account for uncertainty by using sensitivity analyses and
probability adjustments. (CCF ¶ 1212). For IPX-203, however, Endo took no steps to adjust for
the risk that IPX-203 might: {

} (CCF¶ 1213 (in camera)).
406.

Endo’s reliance on information about a related drug when evaluating IPX-203 was not
unusual. Endo relies on information about one pharmaceutical asset to assess another,
related pharmaceutical asset “all the time.” (Cobuzzi, Tr. 2624).

Response to Proposed Finding No. 406
The Proposed Finding is misleading to the extent it suggests that scientific information
and data on a related drug, such as IPX-066, could serve as a surrogate for IPX-203, without
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Endo making any adjustment for the higher risk and uncertainties associated with IPX-203.
Whereas IPX-066 was in the last stage of clinical development before filing with the FDA, IPX203 was in the earliest stage of development. (CCF ¶ 234). {

} (CCF ¶ 1164 (in camera)). {

} (CCF ¶ 1163 (in camera)). Indeed, Impax’s branded division president
warned that the IPX-203 project “is not a slam dunk,” with at least one scientist thinking “there
will be difficulty with developing the formulation.” (CCF ¶ 295). Despite the significantly higher
risk associated with IPX-203, Endo ended up agreeing to an overall deal for IPX-203 that was
worth double what it had been discussing for IPX-066. (CCF ¶¶ 298, 303).
407.

It is also common practice in the pharmaceutical industry more generally to assess
competitor drugs. (Geltosky, Tr. 1155-56).

Response to Proposed Finding No. 407
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 406.
408.

Endo, for example, reviewed a potential collaboration regarding the drug Belbuca,
including information about the relevant market and how the drug would work medically,
clinically, and commercially, by analyzing buprenorphine, an element of Belbuca that
had been on the market for a number of years. (Cobuzzi, Tr. 2624).

Response to Proposed Finding No. 408
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 406.
409.

When information about related pharmaceutical assets is available, it is “much easier” to
evaluate a proposed drug than it is to evaluate a new chemical entity on its own.
(Cobuzzi, Tr. 2625).

Response to Proposed Finding No. 409
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The Proposed Finding is misleading for the reasons set out in the response to Proposed
Finding No. 406. {

} (CCF ¶¶ 1179-86 (in camera)).
d.
410.

Endo Had Sufficient Time and Information to Conduct
Appropriate Due Diligence

Endo’s corporate development team does not have a standard amount of time it spends
reviewing collaboration deals. (Cobuzzi, Tr. 2542-43).

Response to Proposed Finding No. 410
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Internal Endo documents reflected a process for evaluating pharmaceutical development assets
that is consistent with industry standards. (CCF ¶ 1106). Specifically, Endo’s internal documents
indicated that it takes approximately six months to one year from initial evaluation of a deal to
closing. (CCF ¶ 1110). Internal communications also indicate that Dr. Cobuzzi and other Endo
employees recognized there was “very little time” to complete the evaluation of the DCA. (CCF
¶¶ 1125-26 (citing CX1007 at 001 (May 25, 2010 Cobuzzi email); CX1009 at 005 (May 21,
2010 Rasty/Equinox Group email) (describing an urgent forecasting need))).
411.

It regularly reviews potential agreements in “very, very short periods of time,” although
those deals may not move forward to execution. (Cobuzzi, Tr. 2566).

Response to Proposed Finding No. 411
The Proposed Finding is misleading and not supported by the evidence cited. As Dr.
Cobuzzi made clear in his testimony, Endo looks at a large number of deals in a particular year.
(Cobuzzi, Tr. 2514, 2565). But, Endo only signs a confidential agreement for a fraction of those
potential deals (Cobuzzi, Tr. 2566-67), only conducts due diligence on a fraction of those, and
only executes deals on an even smaller fraction (Cobuzzi, Tr. 2567). Thus, while Endo may
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review potential agreements in very short time periods (particularly when it decides not to further
pursue those opportunities), other than the deal on IPX-203, Endo has never completed due
diligence, finalized a deal in a matter of days, and also made an upfront payment. (Cobuzzi, Tr.
2566).
412.

Dr. Cobuzzi testified that even when co-development agreements are successfully
executed, he never feels like he has enough time to evaluate every aspect of the
opportunity. (Cobuzzi, Tr. 2627). For every successful collaboration agreement, Dr.
Cobuzzi wants more time and information. (Cobuzzi, Tr. 2627).

Response to Proposed Finding No. 412
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 414.
413.

Dr. Cobuzzi explained that he could not identify “any instance where [Endo] followed the
perfect sequence” when conducting due diligence. (Cobuzzi, Tr. 2627).

Response to Proposed Finding No. 413
The Proposed Finding is not relevant for the reasons set forth in response to Proposed
Finding No. 414.
414.

Dr. Cobuzzi nevertheless testified that Endo had sufficient time to assess IPX-203 before
entering into the Development and Co-Promotion Agreement, particularly in light of Dr.
Cobuzzi’s and Endo’s familiarity with Parkinson’s disease treatments and the detailed
nature of the information Impax provided on IPX-066. (Cobuzzi, Tr. 2543, 2625).

Response to Proposed Finding No. 414
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Internal Endo documents reflected a process for evaluating pharmaceutical development assets
that is consistent with industry standards. (CCF ¶ 1106). Specifically, Endo’s internal documents
indicated that it takes approximately six months to one year from initial evaluation of a deal to
closing. (CCF ¶ 1110). Internal communications also indicate that Dr. Cobuzzi and other Endo
employees recognized there was “very little time” to complete the evaluation of the DCA. (CCF
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¶¶ 1125-26 (citing CX1007 at 001 (May 25, 2010 Cobuzzi email); CX1009 at 005 (May 21,
2010 Rasty to Equinox Group email) (describing an urgent forecasting need))).
The Proposed Finding is also misleading to the extent it suggests that Dr. Cobuzzi’s
dissertation work relating to causative agents with Parkinson’s disease is a substitute for
receiving and evaluating preclinical and clinical data on IPX-203. (CCF ¶ 1166).
The Proposed Finding is also misleading to the extent it suggests that scientific
information and data on a related drug, such as IPX-066, could serve as a surrogate for IPX-203
without Endo making any adjustment for the higher risk and uncertainties associated with IPX203. Whereas IPX-066 was in the last stage of clinical development before filing with the FDA,
IPX-203 was in the earliest stage. (CCF ¶ 234). {

} (CCF ¶ 1164 (in camera)). {

.} (CCF ¶ 1163 (in camera)). Indeed, Impax’s branded division president warned that the
IPX-203 project “is not a slam dunk,” with at least one scientist thinking “there will be difficulty
with developing the formulation.” (CCF ¶ 295). Despite the significantly higher risk associated
with IPX-203, Endo ended up agreeing to an overall deal for IPX-203 that was worth double
what it had been discussing for IPX-066. (CCF ¶¶ 298, 303).
415.

Contemporaneous documents make the same point. On May 25, 2010, Dr. Cobuzzi sent
an email to the Endo team performing due diligence on a potential Parkinson’s
collaboration with Impax. (CX1007; Cobuzzi, Tr. 2547-48).

Response to Proposed Finding No. 415
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in the response to Proposed Finding No. 414.
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416.

Dr. Cobuzzi explained that “this is an area we know well as a company both in terms of
past evaluations, and by virtue of the fact that we previously held the rights to IR Sinemet
[another Parkinson’s treatment], this should not be a difficult evaluation.” (CX1007001).

Response to Proposed Finding No. 416
{

} (CCF ¶¶ 1094, 1132 (in camera)).
{

} (CCF ¶¶ 1093, 1132 (in camera)).
The Proposed Finding is also misleading for the reasons set forth in response to Proposed
Finding No. 414.
417.

Other due diligence documents noted that Endo “as a company is quite familiar with the
Parkinson’s disease (PD) area.” (CX1209-003).

Response to Proposed Finding No. 417
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 416.
418.

Endo knew “the underlying molecules, the carbidopa and levodopa, and we looked at a
number of Parkinson’s opportunities in the past, so we knew the general landscape of the
area in which we were looking at this as a commercial opportunity.” (Cobuzzi, Tr. 254849).

Response to Proposed Finding No. 418
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The Proposed Finding is misleading to the extent it suggests that familiarity with
carbidopa and levodopa is a substitute for information and data on the chemically-modified
esterified version of levodopa to be used in IPX-203. {

}. (CCF ¶¶ 1141, 1143,
1163 (in camera)). {

.} (CCF ¶¶ 1093, 1132 (in camera)). In fact, Endo never completed a deal
with either company on a Parkinson’s disease product. (CCF ¶ 1093). At the time of the DCA,
Parkinson’s disease products were not a focus of Endo’s corporate strategy. (CCF ¶¶ 1086-98).
In 2008, Endo received a recommendation for late-stage product opportunities from a market and
analytics research group. The analysis excluded Impax’s carbidopa/levodopa Parkinson’s disease
products from the list of potential opportunities for Endo due to the fact that generic versions of
carbidopa/levodopa products were already on the market. (CCF ¶¶ 1090-91).
419.

Taken together, Endo believed that had adequate time and “the information we needed”
to evaluate the DCA properly. (Cobuzzi, Tr. 2563).

Response to Proposed Finding No. 419
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in the response to Proposed Finding Nos. 414 and 416.
The Proposed Finding is also incomplete. In the cited testimony, Dr. Cobuzzi qualified
his answer, stating that he had “the information we needed or were going in all likelihood to get
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at that point.” (Cobuzzi, Tr. 2563 (emphasis added)). Indeed, Dr. Cobuzzi confirmed that Endo
had never before completed due diligence for a deal in a matter of days and made an upfront
payment. (Cobuzzi, Tr. 2566).
2.
420.

Endo Valued IPX-203 and Believed it Justified Investments Under the
DCA

Dr. Cobuzzi and his due diligence team concluded that Endo should enter the DCA. Dr.
Cobuzzi made that recommendation to Endo’s CEO, CFO, and Board of Directors.
(Cobuzzi, Tr. 2544).

Response to Proposed Finding No. 420
Complaint Counsel has no specific response.
421.

Dr. Cobuzzi was unequivocal that the profit-sharing rights Endo received under the DCA
justified Endo’s payment obligations. (Cobuzzi, Tr. 2564).

Response to Proposed Finding No. 421
The Proposed Finding is misleading to the extent it suggests that Endo’s $10 million
upfront payment to Impax for an early-stage development product was not unusual. That
payment represented 25% of the deal’s $40 million in precommercialization milestones. This is a
very high percentage for an early-stage molecule. Typically, upfront payments of 5-10% of the
total deal value are expected for an early-stage compound. (CCF ¶¶ 1220-21). Moreover, upfront
payments typically reflect the value of work done on a project to date. {
} (CCF ¶ 1220 (in
camera)).
422.

Put simply, Endo believed that its investments under the DCA would be successful.
(Cobuzzi, Tr. 2560).

Response to Proposed Finding No. 422
The Proposed Finding is misleading to the extent it suggests that Endo did not have
concerns about whether IPX-203 would be successful. Endo recognized that “insufficient
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information [had] been provided in due diligence to completely characterize the pharmaceutical
development and manufacturing risks for IPX-203.” (CCF ¶ 1168 (citing CX1209 at 009 (Endo’s
Final Opportunity Evaluation Worksheet for IPX-203))). {

} (CCF ¶¶ 1260-65,
1267 (in camera)). {

} (CCF ¶¶ 1264-66
(in camera)).
423.

Dr. Cobuzzi also testified that the $10 million investment to buy into the IPX-203
opportunity was not a lot of money for Endo. (Cobuzzi, Tr. 2559).

Response to Proposed Finding No. 423
The Proposed Finding is misleading to the extent it suggests that Endo’s $10 million
upfront payment to Impax for an early stage development product was not unusually large. In
fact, other than the DCA, Endo has never entered into a development and co-promotion
agreement for a preclinical product where it paid $10 million upfront. (Cobuzzi, Tr. 2565-66). In
addition, Endo’s $10 million upfront payment represented 25% of the deal’s $40 million in
precommercialization milestones. This is a very high percentage for an early-stage molecule.
Typically, upfront payments of 5-10% of the total deal value are expected for an early-stage
compound because of the risks involved in such a project. (CCF ¶¶ 1220-21).
424.

Compared to other collaboration agreements, Endo’s payment was “not an
uncharacteristically large amount of money.” (Cobuzzi, Tr. 2559).

Response to Proposed Finding No. 424
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 423.
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a.
425.

Endo Concluded that IPX-203 Would Benefit Endo
Commercially

Any time Endo considers a pharmaceutical collaboration it completes an opportunity
evaluation worksheet (“OEW”), which is Endo’s standard method of assessing the
science, medical information, commercial opportunity, and related financial
considerations behind a potential collaboration project. (Cobuzzi, Tr. 2541, 2547).

Response to Proposed Finding No. 425
Complaint Counsel has no specific response.
426.
} (CX1209-011).
Response to Proposed Finding No. 426
{

} (CCF ¶¶ 1093, 1132 (in camera)).
427.

Endo’s OEW analysis indicated that the DCA was “a good deal for Endo.” (CX2748001; see Cobuzzi, Tr. 2545-46, 2554; CX4017 (Levin, Dep. at 166-67)).

Response to Proposed Finding No. 427
The Proposed Finding is misleading to the extent it suggests that Endo’s financial
valuation was prepared accurately and followed industry standards. In fact, Endo’s rushed
financial analysis did not provide an accurate valuation of the deal. {

} (CCF ¶¶ 1191-1218 (in camera); see
also CX4016 (Cobuzzi, IHT at 306 (acknowledging “the net present value of a product that has
more risk would be lower”)). It is critical to have high-quality and carefully-vetted numbers to
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use in the financial analysis. Mark Bradley, who prepared the financial valuation of the IPX-203
opportunity for Endo, recognized that if the assumptions that went into the valuation were not
accurate, “garbage in, garbage out right.” (CCF ¶ 1194 (citing CX4031 (Bradley, Dep. at 5354))).
The Proposed Finding is also misleading to the extent it suggests that Endo did not make
an unjustified, large payment to Impax under the DCA. {

} (CCF ¶ 1260 (in camera)). {

} (CCF ¶ 1262 (in camera)). {

} (CCF ¶

1263 (in camera)). {

} (CCF ¶
1267 (in camera)).
428.

Specifically, Dr. Cobuzzi recommended the DCA as “an exciting opportunity for Endo”
because it “further builds out our product pipeline for the future with a drug candidate
that fits with our commercial footprint.” (CX1209-001; Cobuzzi, Tr. 2549-50).

Response to Proposed Finding No. 428
The Proposed Finding is misleading and contrary to the weight of the evidence in that it
suggests that Parkinson’s disease therapies fit within Endo’s commercial footprint. At the time of
the DCA, early-stage Parkinson’s disease treatments were not a focus of Endo’s corporate
strategy. (CCF ¶¶ 1086-95).
429.

In fact, Endo did not have many products in its commercial pipeline in 2010, and did not
have the capacity to develop new products in house. (Cobuzzi, Tr. 2515, 2562).

Response to Proposed Finding No. 429
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The Proposed Finding is not relevant to whether Endo’s negotiation and evaluation of
the DCA was consistent with industry standards or Endo’s own processes for negotiating and
evaluating pharmaceutical development business opportunities.
430.

The DCA provided Endo “something with future commercial potential, accepting all of
the risk associated with developing any drug, and also that it was consistent with
[Endo’s] sales footprint with the pain sales force as it existed at the time.” (Cobuzzi, Tr.
2562).

Response to Proposed Finding No. 430
The Proposed Finding is misleading and contrary to the weight of the evidence in that it
suggests the DCA was consistent with Endo’s sales footprint with the pain sales force that
existed at the time. At the time of the DCA, early-stage Parkinson’s disease treatments were not
a focus of Endo’s corporate strategy. (CCF ¶¶ 1086-95). {

} (CCF ¶¶ 1099-1102 (in camera)).
{
} (CCF ¶1102 (in camera)).
431.

That sales force was focused on primary care physicians that prescribed neurological
medications like Parkinson’s treatments. (Nestor, Tr. 2948-49).

Response to Proposed Finding No. 431
The Proposed Findings is not supported by the evidence cited. The evidence cited does
not state that Endo’s sales force was focused on primary care physicians who prescribed
neurological medications. Rather, the evidence cited merely indicates that Endo had a sales force
that would call on primary care physicians. (Nestor, Tr. 2948-49). {

} (CCF ¶¶ 1099-1102 (in
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camera)). {
} (CCF ¶1102 (in camera)).
432.

Endo also analyzed the net present value of its initial investment under the DCA. Endo
generally requires a 10 percent rate of return on its investment before agreeing to a
development and co-promotion deal. (Cobuzzi, Tr. 2561).

Response to Proposed Finding No. 432
Complaint Counsel has no specific response.
433.

In the case of IPX-203, Endo determined that the DCA and IPX-203 had a “good” and
“very reasonable rate of return” {
}
(Cobuzzi, Tr. 2560; CX1209-018 {
}; RX-080.0017).

Response to Proposed Finding No. 433
The Proposed Findings is misleading to the extent it suggests that Endo’s financial
valuation was prepared accurately and followed industry standards. In fact, Endo’s rushed
financial analysis did not provide an accurate valuation of the deal. {

} (CCF ¶¶ 1191-1218 (in camera)). It
is critical to have high-quality and carefully-vetted numbers to enter into the financial analysis.
Mark Bradley, who prepared the financial valuation of the IPX-203 opportunity to Endo,
recognized that if the assumptions that went into the valuation were not accurate, “garbage in,
garbage out right.” (CCF ¶ 1194 (citing CX4031 (Bradley, Dep. at 53-54))).
The Proposed Finding also erroneously relies on testimony of Dr. Cobuzzi that is
inconsistent with his earlier testimony. {
} (Cobuzzi,
Tr. 2537 (in camera)).
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434.
} (Cobuzzi, Tr. 2622-23).
Response to Proposed Finding No. 434
The Proposed Finding is misleading and not supported by the evidence cited to the extent
it suggests that Endo had sufficient information at the time of the agreement to assess whether
IPX-203 would be a superior product or that IPX-203 necessarily would be superior to IPX-066
or other Parkinson’s treatments. {

} (CCF ¶ 1220 (in camera)). The President of
Impax’s Branded Division, Michael Nestor, stated that the IPX-203 project was “not a slam
dunk” given its early stage of development. He also noted that the parties “really had no idea as
to the success” of IPX-203 because the probability of success with any drug [in the early stages
of] development is fairly low.” (CCF ¶ 295 (quoting RX-387 at 0001 (June 1, 2010 Nestor email
to Mengler); CX4033 (Nestor, Dep. at 116))).
The Proposed Finding is also misleading and contrary to weight of the evidence to the
extent it suggests that Endo thought a carbidopa-levodopa Parkinson’s disease treatment was a
good investment. In 2008, Endo received a recommendation for late-stage product opportunities
from a market and analytics research group. The analysis excluded Impax’s carbidopa/levodopa
Parkinson’s disease products from the list of potential opportunities for Endo because generic
versions of carbidopa/levodopa products were already on the market. (CCF ¶¶ 1090-91).
The Proposed Finding is also misleading for the reasons set forth in response to Proposed
Finding No. 433.
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435.
(Cobuzzi, Tr. 2536-37).
Response to Proposed Finding No. 435
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 434. The Proposed Finding is also not
supported by the testimony of Dr. Cobuzzi. {

} (Cobuzzi, Tr. 2537 (in camera)).
436.
} (Cobuzzi, Tr. 2623).
Response to Proposed Finding No. 436
{

}
(Cobuzzi, Tr. 2623 (in camera)).
The Proposed Finding is also misleading and contrary to the weight of the evidence for
the reasons set forth in response to Proposed Finding No. 434.
437.

Endo’s commercial valuations of the DCA were reached without any consideration of the
separate SLA. Mark Bradley, Endo’s Senior Director of Corporate Finance and the
person responsible for performing valuations of corporate development activities at the
time of settlement, explained that the settlement agreement played no role in his valuation
of IPX-203. (CX4031 (Bradley, Dep. at 196)).

Response to Proposed Finding No. 437
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The Proposed Finding is misleading and contrary to the weight of the evidence in that it
suggests that the DCA and SLA are not linked. The DCA and SLA were negotiated together
(CCF ¶¶ 1068-69, 1071-73), and the SLA explicitly incorporated the DCA through Section 9.3
(CCF ¶¶ 1066-67). Individuals involved in the evaluation and negotiation of both deals
characterized the agreements as related. (CCF ¶ 1070). Rather than reflecting the particular
benefits or risks of the subject of the DCA, the negotiation history shows that Endo’s $10 million
payment to Impax under the DCA was linked to Impax’s willingness to accept the January 2013
entry date in SLA. (CCF ¶¶ 1067-84). Endo offered to pay Impax $10 million upfront before
Impax provided any information about IPX-203. (CCF ¶ 1083). In addition, contemporaneous
documents explicitly link the DCA to protecting Opana ER revenues, such as Endo’s July 2010
Corporate Development update explaining that the “Impax deal adds significant topline revenue
for Opana.” (CCF ¶ 1084 (quoting CX1701 at 005)). The Impax deal for an early-stage asset to
treat Parkinson’s disease symptoms could only “add significant topline revenue for Opana” if it
was linked to Impax’s willingness to accept the January 2013 entry date for oxymorphone ER.
(CX1701 at 005).
438.

Dr. Cobuzzi, who led Endo’s assessment of the DCA, had no role in negotiating or
drafting the separate SLA, nor was he kept abreast of those negotiations as they occurred.
(Cobuzzi, Tr. 2513).

Response to Proposed Finding No. 438
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 437.
The Proposed Finding also is misleading and inaccurate to the extent it suggests that Dr.
Cobuzzi did not believe the DCA and SLA were linked. Dr. Cobuzzi specifically testified that
the DCA and SLA were negotiated together. (Cobuzzi, Tr. 2632-33 (“Q. The reason there was a
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short time frame was that this deal was being done in connection with settlement negotiations;
correct? A. As I understood it, yeah. There was a package of deals that were being done.”)).
b.
439.

Endo Concluded that IPX-203 Would Improve Parkinson’s
Treatments

The opportunity evaluation worksheet Dr. Cobuzzi sent to Endo’s Board of Directors
noted that {

} (CX1209-011).
Response to Proposed Finding No. 439
Complaint Counsel has no specific response.
440.

IPX-203 was intended to address the second exception. Specifically, it would extend the
period of time over which the drug is absorbed, which would allow doctors to lower the
doses needed for effective treatment. (Cobuzzi, Tr. 2555; see Nestor, Tr. 2935 (“the
whole idea behind this product . . . is to be able to even extend more the effective time
that a patient is on IPX-203, meaning that they have a longer period of time when their
motor control symptoms are under control”)).

Response to Proposed Finding No. 440
The Proposed Finding is misleading to the extent that it suggests that IPX-203 would in
fact extend the period of time over which a drug is absorbed and lower the doses needed for
effective treatment. {

} (CCF ¶ 1220 (in camera)). The President of Impax’s Branded Division, Michael
Nestor, stated that the IPX-203 project was “not a slam dunk” given its early stage of
development. He also noted that the parties “really had no idea as to the success” of IPX-203
because the “probability of success with any drug [in the early stages of] development is fairly
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low.” (CCF ¶ 295 (quoting RX-387 at 0001 (June 1, 2010 Nestor email to Mengler); CX4033
(Nestor, Dep. at 116))).
441.

Over time, lower doses would also prevent the drug from losing effectiveness in patients.
(Cobuzzi, Tr. 2555).

Response to Proposed Finding No. 441
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 440.
442.

The OEW further explained that {

(CX1209-012).
Response to Proposed Finding No. 442
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 440.
443.

Taking the drug less frequently would be particularly beneficial for Parkinson’s patients,
who can have trouble “even picking up the pill.” (Cobuzzi, Tr. 2557).

Response to Proposed Finding No. 443
The Proposed Finding is misleading for the reasons set out in response to Proposed
Finding No. 440.
444.

Taken together, the Endo diligence team concluded that these attributes would make IPX203 a “greater improvement in disease control and ease of use relative to” IPX-066.
(RX-080.0011).

Response to Proposed Finding No. 444
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 440.
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445.

Indeed, the IPX-203 product concept addressed shortcomings in existing Parkinson’s
treatment already on the market and “had the potential to meaningfully enhance the
efficacy” of Parkinson’s disease treatments. (CX4017 (Levin, Dep. at 166-67); see
Cobuzzi, Tr. 2536; CX2748-003).

Response to Proposed Finding No. 445
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 440.
c.
446.

Endo Concluded that IPX-203 Would Likely Move Quickly
Through Development

Endo’s due diligence team further concluded that IPX-203 “had the opportunity to move
very quickly through development” and “was an exciting compound in that it was made
up of . . . two compounds that have already been approved by the FDA.” (CX4017
(Levin, Dep. at 166-67)).

Response to Proposed Finding No. 446
The Proposed Finding is not supported by reliable evidence. The Proposed Finding is
supported only by testimony from Mr. Levin, Endo’s Chief Financial Officer. At Endo, however,
Dr. Cobuzzi (Senior Vice President of Corporate Development) and a team of employees were
responsible for evaluating potential pharmaceutical business deals for further development. (CCF
¶ 1095). Mr. Levin was not part of this team. (CCF ¶ 1095 (citing Cobuzzi, Tr. 2584)). Indeed,
IPX-203 did not move quickly through development. As of April 2013, nearly three years after
signing the DCA, Impax had yet to complete a pharmacokinetic study for IPX-203. (Nestor, Tr.
3034). {
} (Nestor,
Tr. 3050 (in camera)).
447.

In particular Endo’s OEW explained that {
} (CX1209-007).

Response to Proposed Finding No. 447
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The Proposed Finding is misleading to the extent it suggests that Impax could rely on
clinical studies conducted on IPX-066 as a substitute for IPX-203, without Endo making any
adjustment for the higher risk and uncertainties associated with IPX-203. Whereas IPX-066 was
in the last stage of clinical development before filing with the FDA, IPX-203 was in the earliest
stage. (CCF ¶ 295). {

} (CCF ¶ 1164 (in camera)). {
} (CCF ¶ 1163 (in camera)).
Indeed, Impax’s branded division president warned that the IPX-203 project “is not a slam
dunk,” with at least one scientist thinking “there will be some difficulty with developing the
formulation.” (CCF ¶ 295 (quoting RX-387 at 0001 (June 1, 2010 Nestor/Mengler email))).
448.

This meant that while IPX-203 was “slightly different” than IPX-066, it contained the
same elements and had supporting clinical studies to help its development progress.
(Cobuzzi, Tr. 2551).

Response to Proposed Finding No. 448
The Proposed Finding is not supported by the evidence cited to the extent it suggests that
clinical studies on IPX-066 would help the developmental progress of IPX-203. The evidence
cited merely acknowledges that IPX-203 had not been formulated and that clinical studies had
been performed for a similar product, IPX-066. (Cobuzzi, Tr. 2551).
The Proposed Finding is also misleading for the reasons set forth in response to Proposed
Finding No. 447.
449.

And while “every drug that is developed has inherent risk in the development program,”
IPX-203 had a “risk profile that [Endo] understood, which I think is the best that we
could ask for a drug in development.” (Cobuzzi, Tr. 2553).

Response to Proposed Finding No. 449
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The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that Endo took into account the specific risk profile of IPX-203 during its
evaluation of the DCA. Endo used market assumptions tailored to IPX-066 as a substitute for
market assumptions pertaining to IPX-203 in its financial analysis for IPX-203. Endo’s failure to
re-evaluate the assumptions used in the market analysis once the product changed from IPX-066
to IPX-203 was inconsistent with industry standards for preparing a financial valuation. (CCF ¶
1204). {
} (CCF ¶ 1205 (in
camera)). {
} (CCF ¶¶
1206-10 (in camera)). In addition to using inappropriate assumptions in its financial evaluation
of IPX-203, Endo did not account for the considerable scientific, regulatory, and legal risks
particular to IPX-203. (CCF ¶ 1211). Normally, Endo’s evaluations would account for
uncertainty by using sensitivity analyses and probability adjustments. (CCF ¶ 1212). For IPX203, however, Endo took no steps to adjust for the risk that IPX-203 might: {

} (CCF ¶ 1213 (in
camera)).
d.

Endo Concluded that IPX-203 Could Likely Secure Regulatory
Approval

450.
(Cobuzzi, Tr.
2537-38).
Response to Proposed Finding No. 450
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The Proposed Finding is misleading to the extent it suggests that Endo thought IPX-203
would not face hurdles in obtaining FDA approval. In its OEW for IPX-203, Endo recognized
that “it is possible that the FDA could ask for additional studies to be conducted” in order to
approve the levodopa ester in IPX-203 for human use. Endo specifically stated that “it is not
possible to rule-out the occurrence of development-related challenges, including the potential
need for non-clinical and pharmaceutical development work not anticipated in Impax’s
development plan” because IPX-203 contained an novel ester of levodopa. (CCF ¶¶ 1183-84
(citing CX1209 at 008 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203))). {
} (CCF ¶
1185 (citing CX1209 at 009 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203) (in
camera))). As Impax’s branded division president testified, the parties “really had no idea as to
the success” of IPX-203 because the “probability of success with any drug [in the early stages of]
development is fairly low.” (CCF ¶ 295 (quoting CX4033 (Nestor, Dep. at 116))).
451.

Dr. Cobuzzi testified {

} (Cobuzzi, Tr. 2537).
Response to Proposed Finding No. 451
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 450.
The Proposed Finding is also misleading to the extent it suggests that scientific
information and data on IPX-066 could serve as a surrogate for IPX-203. {

} (CCF ¶ 1164 (in camera)).
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{
} (CCF ¶ 1163 (in camera)).
452.

Dr. Cobuzzi consequently believed IPX-203 had a path to approval that would
successfully bring IPX-203 to the market. (Cobuzzi, Tr. 2552).

Response to Proposed Finding No. 452
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 450.
e.
453.

Endo Concluded that the DCA Favorably Mitigated Endo’s Risks

Endo’s OEW for IPX-203 explained to Endo’s Board of Directors that {
(CX1209-003).

Response to Proposed Finding No. 453
The Proposed Finding is misleading and contrary to the weight of the evidence. Endo
chose to enter the DCA with minimal scientific information about IPX-203 and without applying
any risk mitigation strategies. (CCF ¶ 1175). The structure of the payments in the DCA was “the
exact opposite of the way agreements like this are structured.” (CCF ¶ 1223 (citing Geltosky, Tr.
1072)). The customary approach to mitigate substantial uncertainty and risk in the
pharmaceutical industry is to provide payments commensurate with progress on the program.
(CCF ¶ 1173). Upfront payments typically reflect the value of work done on the project to date.
(CCF ¶ 1220). {
} (CCF ¶ 1220 (in camera)). Yet, Endo made an upfront payment of $10
million to Impax, representing 25% of the deal’s $40 million total value. (CCF ¶ 1221). Indeed,
Endo’s significant upfront payment for IPX-203 was unprecedented. Dr. Cobuzzi could not
recall any other deals for a preclinical product in which Endo had made a similar $10 million
upfront payment. (Cobuzzi, Tr. 2566). Dr. Cobuzzi identified two other Endo development deals
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for early stage products, but in both of those deals, “there was no cash up front. It was contingent
upon successful completion of certain milestones.” (CX4016 Cobuzzi, IHT at 82).
{

.}
(CCF ¶¶ 1174, 1224 (in camera)). Endo could also have structured the deal as an option
agreement, where the potential partner pays a nominal sum upfront to hold the asset for a given
period of time while the licensee decides whether to proceed with a full licensing or codevelopment transaction. (CCF ¶ 1227). {

} (CCF ¶ 1228 (in camera)). As Dr. Cobuzzi warned, “if you pay
too much up front, you may never actually get to the point of realizing that value.” (CCF ¶ 1174
(citing CX4016 (Cobuzzi, IHT at 69-70))).
454.

Dr. Cobuzzi testified to the same effect, noting that most of the risk under the DCA was
borne by Impax. (Cobuzzi, Tr. 2543).

Response to Proposed Finding No. 454
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 453.
455.

First, Endo had to make a single contribution to Impax’s development work and would
make additional payments only if the “risk associated with proving the concept would
have been retired” through successful completion of development milestones like Phase
II clinical trials. (Cobuzzi, Tr. 2543-44, 2558; see CX1209-003).

Response to Proposed Finding No. 455
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 453.
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456.

That arrangement mitigated the risk to Endo, even in the face of the early stage of IPX203’s development, because Endo knew its maximum development costs up front even
though “[d]rug development is extremely expensive.” (Cobuzzi, Tr. 2558).

Response to Proposed Finding No. 456
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 453.
457.

To that end, Endo believed that Impax would have to spend more money on IPX-203
than Endo. (Cobuzzi, Tr. 2628).

Response to Proposed Finding No. 457
The Proposed Finding is misleading insofar as it suggests that whether Impax would be
expected to spend more money on IPX-203 than Endo is somehow meaningful in assessing
whether Endo mitigated its risk in the IPX-203 project through the DCA. It is not. (See
Complaint Counsel’s Response to Proposed Finding No. 453).
458.

Second, the DCA did not require Endo to perform any development work or otherwise
expend internal resources. As a result, Endo did not have to record its investment under
the DCA when accounting for profits and losses. (Cobuzzi, Tr. 2558-59, 2627-28).

Response to Proposed Finding No. 458
The Proposed Finding is misleading insofar as it suggests that whether Endo performed any
development work on IPX-203 is somehow meaningful in assessing whether Endo mitigated its
risk in the IPX-203 project through the DCA. It is not. (See Complaint Counsel’s Response to
Proposed Finding No. 453).
459.

Third, Endo retained the same profit-sharing rights no matter how much time or money
Impax expended on IPX-203’s development. (Cobuzzi, Tr. 2564, 2627-28).

Response to Proposed Finding No. 459
The Proposed Finding is misleading insofar as it suggests that the profit-sharing provision
under the DCA mitigated Endo’s risks in entering the transaction. {
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} (CCF ¶¶ 1220-21, 1223 (in camera)). {

} (CCF ¶ 1220 (in camera)). Based on Dr. Geltosky’s 35-plus years of
experience in the pharmaceutical industry, he would expect to see upfront payments reflecting
5% to 10% of the total deal value for an early-stage compound like IPX-203. (CCF ¶ 1221).
Endo took no steps to structure the DCA in a way that would mitigate the risks particular to the
IPX-203 transaction, instead guaranteeing Impax $10 million on unconditional terms. (CCF ¶¶
1223, 1227, 1228; see also Complaint Counsel’s Response to Proposed Finding No. 453).
460.

Together, these factors left Endo “comfortable” with the collaboration from the
perspective of risk. (Cobuzzi, Tr. 2543-44).

Response to Proposed Finding No. 460
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 453.
461.

This was not always the case for Endo when evaluating development deals. In other
early-stage collaboration deals, Endo was forced to perform development work itself and
did not know its maximum development costs up front, which “hurt [Endo] from an
accounting standpoint as well as from a risk standpoint.” (Cobuzzi, Tr. 2629).

Response to Proposed Finding No. 461
The Proposed Finding is misleading and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 453.
462.

And some of those early-stage co-development arrangements carried “a lot of risk
inherent in the biology, the chemistry, and other pieces” because they targeted novel
products. (Cobuzzi, Tr. 2629).

Response to Proposed Finding No. 462
The Proposed Finding is inaccurate to the extent it suggests that IPX-203, which
contained a levodopa ester, did not carry significant risk inherent to the biology and chemistry of
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the product. The President of Impax’s Branded Division, Michael Nestor, stated that the IPX-203
project was “not a slam dunk” given its early stage of development. He also noted that the parties
“really had no idea as to the success” of IPX-203 because the “probability of success with any
drug [in the early stages of] development is fairly low.” Ann Hsu, Impax’s Vice President of
Pharmacology, also believed that there would be difficulty in developing the specific formulation
of IPX-203. (CCF ¶ 295). Endo recognized that IPX-203 might face development-related
challenges because it contained “a novel LD ester as an API.” (CCF ¶¶ 1183-85 (quoting
CX1209 at 008 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203))). {

} (CCF ¶¶ 1257-60 (in camera)).
463.

The DCA, by comparison, focused on easily understood carbidopa and levodopa.
(Cobuzzi, Tr. 2629).

Response to Proposed Finding No. 463
Complaint Counsel objects to the phrase “easily understood” to the extent it suggests that
IPX-203 was a low risk opportunity. {
} (CCF ¶ 1117 (citing Nestor, Tr. 2959 (in camera))).
The Proposed Finding is also inaccurate to the extent it suggests that development of
IPX-203 would not be without hurdles. The President of Impax’s Branded Division, Michael
Nestor, stated that the IPX-203 project was “not a slam dunk” given its early stage of
development. He noted that the parties “really had no idea as to the success” of IPX-203 because
the “probability of success with any drug [in the early stages of] development is low.” Ann Hsu,
Impax’s Vice President of Pharmacology, also believed that there would be difficulty in
developing the specific formulation of IPX-203. (CCF ¶ 295). {
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} (CCF ¶ 1167 (in camera)). In its OEW for IPX-203, Endo recognized that “it is
possible that the FDA could ask for additional studies to be conducted” in order to approve the
levodopa ester in IPX-203 for human use. Endo specifically stated that “it is not possible to ruleout the occurrence of development-related challenges, including the potential need for nonclinical and pharmaceutical development work not anticipated in Impax’s development plan”
because IPX-203 contained an novel ester of levodopa. (CCF ¶¶ 1183-84 (quoting CX1209 at
008 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203))). {
} (CCF ¶ 1185 (citing
CX1209 at 009 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203) (in camera))).

} (CCF ¶¶ 1257-60 (in camera)).
3.

Impax Valued the DCA and IPX-203
a.

464.

Impax Considered IPX-203 Valuable

Like Endo, Impax expected IPX-203 to perform well commercially. (RX-371.0009
(IPX-203 had {
}).

Response to Proposed Finding No. 464
The Proposed Finding is misleading because it suggests Impax made these statements at
the time the DCA was entered into in 2010. The evidence cited refers to a power-point
presentation from July 2013.
The Proposed Finding is also misleading to the extent it suggests that the formulation of
IPX-203 that Impax referenced in 2013 was the same formulation of IPX-203 contemplated in
2010. {
}
(CCF ¶ 1256 (in camera)).
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465.

The product was also strategically “very important in terms of ensuring that [Impax] had
a longer term business foundation established.” (Nestor, Tr. 2939).

Response to Proposed Finding No. 465
The Proposed Finding is misleading to the extent that it suggests that at the time the DCA
was entered into, IPX-203 was more than a theoretical concept. As Mr. Nestor stated, “[a]t that
time it was still conceptual. We hadn’t landed on a final formulation for the product. We had
what we thought were some very good ideas based on the literature that would lead us to a
formulation.” (Nestor, Tr. 2945-46; CCF ¶ 1098).
466.

Dr. Michael Nestor, President of Impax’s brand division, noted in 2010 that he “would
hate to have to sell” IPX-203 since the product was envisioned as a better product than,
and “a potential franchise extender for,” IPX-066. (RX-387.0001).

Response to Proposed Finding No. 466
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 465.
467.

In fact, Impax initially wanted to retain any profits flowing from prescriptions written by
high-prescribing non-neurologists—which were the profits Endo sought under the
DCA—because of the “significant” amount of money those prescriptions represented.
(RX-405.0001; see CX4033 (Nestor, Dep. at 123) (“I wanted to keep [high-prescribing
non-neurologists].”); CX1009-008 (non-neurologists “manage about 40%” of Parkinson’s
patients)).

Response to Proposed Finding No. 467
The Proposed Finding is misleading insofar as it implies that Endo’s payment of $10
million to Impax was compensation for the profit sharing rights under the DCA. The extensive
record evidence shows that Endo was willing to pay $10 million not for the services Impax’s
provides in the DCA, but for Impax’s commitment not to compete with a generic version of
Opana ER until January 2013. (CCF ¶¶ 1066-73, 1125-27 (DCA negotiated as part of Opana ER
settlement); CCF ¶¶ 1090-92 (lack of strategic fit); CCF ¶¶ 232-39, 1082-83 (offered same
payment despite significant product change); CCF ¶¶ 1085-1265 (negotiation, due diligence,
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payment terms not consistent with Endo’s or industry’s standards)). {

} (CCF ¶ 1084 (citing CX2701
at 004 (2010 Budget Update and 2011 Budget Preview) (in camera))).
468.

Impax knew that there were at least “a couple of thousand physicians who were primary
care physicians that prescribed Parkinson’s patients, somewhat like a neurologist. So that
was the audience that we had envisioned promoting IPX-203 to.” (Nestor, Tr. 2948).

Response to Proposed Finding No. 468
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 467.
b.
469.

Impax Wanted a Partner to Share the Risks and Potential
Rewards Associated with IPX-203’s Development

In proposing the IPX-203 partnership, Impax “got a partner who would fund some of the
costs to get [IPX-203] approved.” (Koch, Tr. 321).

Response to Proposed Finding No. 469
Complaint Counsel has no specific response.
470.

Impax could not fund the IPX-203 project internally. (Nestor, Tr. 3052-53).

Response to Proposed Finding No. 470
The Proposed Finding is misleading as to Impax’s ability or willingness to fund the IPX203 project. Mr. Nestor testified that Impax “allocate[s] [money] from the corporate budget for
projects.” (CX4033 (Nestor, Dep. at 13)). But “any funding commitment Impax could get to pay
for IPX-203’s research and development meant it was “less money that [Impax] ha[d] to spend
[it]self. So, if [Impax] can get a partner who can fund a greater chunk of that, that’s a good
thing.” (CX4033 (Nestor, Dep. at 95)). Impax was also able to fund the development of IPX-066
on its own. Mr. Nestor testified regarding IPX-066 that, “[w]e had basically done all of the heavy
lifting. We had already assumed all the risk . . . taken it through the early clinical trial phases,

153

PUBLIC

and so from my perspective -- which was also shared by our president and CEO -- was that
we’ve already taken all the risk, then we should get all the rewards for the product.” (Nestor, Tr.
2941-42).
The Proposed Finding is also misleading insofar as it implies that Impax’s desire to secure
outside funding for IPX-203 is somehow meaningful in assessing whether Endo was buying a
development project with its $10 million payment. It is not. The extensive record evidence shows
that Endo was willing to pay $10 million not for the services Impax’s provides in the DCA, but
for Impax’s commitment not to compete with a generic version of Opana ER until January 2013.
(CCF ¶¶ 1066-73, 1125-27 (DCA negotiated as part of Opana ER settlement); CCF ¶¶ 1090-92
(lack of strategic fit); CCF ¶¶ 232-39, 1082-83 (offered same payment despite significant
product change); CCF ¶¶ 1085-1265 (negotiation, due diligence, payment terms not consistent
with Endo’s or industry’s standards)). {

} (CCF ¶ 1084 (citing CX2701 at 004 (2010 Budget
Update and 2011 Budget Preview) (in camera))).
471.

This was because shareholders of a generic pharmaceutical company like Impax “are not
accustomed to the kind of spending for research and development that you do with a
brand product,” often seeing brand drug development work as a “sinkhole.” (Nestor, Tr.
2940).

Response to Proposed Finding No. 471
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 470.
472.

Investors did not “want to see large sums of money being spent over an extended time
period on a single product. They were accustomed to R&D investments being made on
many individual products that you bring to market as a generic.” (Nestor, Tr. 3053).

Response to Proposed Finding No. 472
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 470.
473.

Impax consequently needed external funding to move the IPX-203 product forward in
development. (Nestor, Tr. 3052-53).

Response to Proposed Finding No. 473
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 470.
474.

Impax explored a number of possible funding approaches, including seeking money from
venture capital firms, because Impax was “quite intent on being able to begin work on
IPX-203.” (Nestor, Tr. 2941).

Response to Proposed Finding No. 474
Complaint Counsel objects to the word “explored” as contrary to the weight of the
evidence to the extent that it suggests Impax took steps to secure funding from a venture capital
firm. The cited evidence merely indicates that Impax internally talked about reaching out to
venture capital firms, but that the CEO at the time (Larry Hsu) did not think it was a very good
idea. (Nestor, Tr. 2941). Mr. Nestor further testified, “We don’t raise funding [for the
development of a branded drug product]. Money is allocated from the corporate budget for
projects.” (CX4033 (Nestor, Dep. at 13)).
475.

When the DCA with Endo became a possibility, Impax’s brand drug development team
was “very excited about that.” (Nestor, Tr. 2941).

Response to Proposed Finding No. 475
Complaint Counsel has no specific response.
476.

If Impax had waited until the drug was at a later stage of development before seeking a
partner, IPX-203 would never have moved forward at all. (Nestor, Tr. 3053).

Response to Proposed Finding No. 476
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The Proposed Finding is misleading for the reasons set out in response to Proposed
Finding No. 470.
c.

Impax Exerted Substantial Efforts to Develop IPX-203 Before
and After the Parties Terminated the DCA

477.
(Nestor, Tr. 2952-53; RX-247).
Response to Proposed Finding No. 477
Complaint Counsel has no specific response.
478.
} (Nestor, Tr. 2953; RX-247 {
}.
Response to Proposed Finding No. 478
The Proposed Finding is misleading to the extent that it suggests that Impax had done
significant amounts of work on the IPX-203 product by 2009. {
} (CCF ¶ 1248
(citing CX2928 at 001 (Impax Response to Interrogatory No. 17) (in camera))). {

} (CCF ¶ 1248 (citing CX2928 at 001 (Impax Response to Interrogatory No.
17) (in camera))).
479.
} (Nestor, Tr. 2970-71, RX-241 {
}).
Response to Proposed Finding No. 479
{

156

PUBLIC

} (RX-241 (in camera)). {
} (CCF ¶ 1248 (in
camera)). {
} (RX-241 (in camera)). As
of April 2013, Impax had still not conducted the pharmacokinetic studies. (CCF ¶ 1251). {

} (CCF ¶ 1259 (in camera)). {

} (CCF ¶¶
1260-62 (in camera)). {
} (CCF ¶ 1263 (in camera)).
480.

In 2010, Impax commissioned preclinical pharmacokinetic studies testing several
relevant compounds and began laboratory research. (RX-241 {
}; RX-242 (listing IPX-203 projects)).

Response to Proposed Finding No. 480
{

} (CCF ¶ 1248 (in camera)). {
} (CCF ¶ 1251 (in
camera)). {

} (RX-241 (in

camera)). As of April 2013, Impax had still not conducted the studies. (CCF ¶ 1251). {

} (CCF ¶ 1259 (in camera)). {
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} (CCF ¶¶ 1260-62
(in camera)). {
} (CCF ¶ 1263 (in camera)).
481.
(Nestor, Tr. 2957; RX-157.0020).
Response to Proposed Finding No. 481
The Proposed Finding is misleading and inaccurate because it suggests Impax completed
additional pharmacokinetic studies and Phase I clinical trials with the esterized version of IPX203 that was the subject of the DCA. {

} (CCF ¶ 1257-58 (in camera)). {
}
(CCF ¶ 1259 (in camera)). {
} (CCF ¶¶ 1260-62 (in camera)).
{
} (CCF ¶ 1263 (in camera)). {

} (RX-157 at 0020 (in camera)).
482.
(RX-157.0020).
Response to Proposed Finding No. 482

158

PUBLIC

The Proposed Finding is misleading and inaccurate because it suggests Impax developed
protocols for Phase II clinical trials, submitted those protocols to the FDA, and secured FDA
approval for efficacy and safety studies of the esterized version of IPX-203 that was the subject
of the DCA. (See Complaint Counsel’s Response to Proposed Finding No. 481).
483.

Further development work on IPX-203 temporarily was delayed after Impax experienced
delays in the development of IPX-066, the brand drug IPX-203 was intended to extend
and improve upon. (Reasons, Tr. 1237-38; CX4021 (Ben-Maimon, Dep. at 145) (IPX066 development was delayed for a “[c]ouple years”); CX4033 (Nestor, Dep. at 135-36)).

Response to Proposed Finding No. 483
The Proposed Finding is misleading to the extent it suggests that development of IPX203, as originally conceived in the DCA, was delayed due to delays in the development of IPX066. By 2014, Impax determined that the originally conceived levodopa-ester version of IPX-203
did not meet the target product profile to be categorized as a competitive product. (CCF ¶ 1258).
{
} (CCF ¶ 1259 (in camera)). {
}
(CCF ¶¶ 1260-62 (in camera)). {
} (CCF ¶ 1263 (in camera)).
484.

Bryan Reasons, Impax’s current Chief Financial Officer, explained that when IPX-066
was delayed, “resources were put to focus on the approval of Rytary [IPX-066] so that we
could get that to market, grow that . . . commercially, and it would also be beneficial to []
when we launched the next generation of [IPX]-203.” (Reasons, Tr. 1237-38).

Response to Proposed Finding No. 484
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 483.
485.

Impax believed that getting IPX-066 approved “would help from a regulatory perspective
in getting IPX-203 approved as well.” (Reasons, Tr. 1237-38).

159

PUBLIC

Response to Proposed Finding No. 485
The Proposed Finding is misleading to the extent it suggests that the regulatory approval
pathway of IPX-203 would be the similar to that of IPX-066. {

} (CCF ¶
1164 (in camera)). As Endo noted, IPX-203 could have been classified as an NCE, due to the
presence of the novel levodopa-ester moiety in the API. For this reason, it was not possible to
rule out the occurrence of development-related challenges, or the FDA requiring additional
studies to be conducted. (CCF ¶¶ 1183-85).
486.

Additionally, {

} (Nestor, Tr. 2968).
Response to Proposed Finding No. 486
The Proposed Finding is misleading to the extent it suggests that development of IPX203, as originally conceived in the DCA, was delayed due to receipt of an FDA warning letter.
To start, Impax did not receive the FDA warning letter until 2011. (Nestor, Tr. 2986-87). {

} (CCF ¶ 1248 (in camera)). {

} (CCF ¶¶
1257-58 (in camera)). {
} (CCF ¶ 1259 (in camera)). {
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} (CCF ¶¶ 1260-62 (in camera)). {
} (CCF ¶ 1263 (in camera)).
487.

Impax’s research and development team “worked to help remediate” any issues identified
by the FDA and to prepare for “the FDA to come in and do their re-inspection,” which
meant that “nothing was going to go forward until such time as we got over that hurdle.”
(Nestor, Tr. 2986-88).

Response to Proposed Finding No. 487
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 486.
488.

Impax’s remediation efforts were successful but ultimately delayed IPX-066 and IPX-203
development work. (Nestor, Tr. 2986, 2989).

Response to Proposed Finding No. 488
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 486.
489.
(Nestor, Tr. 2970).
Response to Proposed Finding No. 489
{

} (CCF ¶ 1258 (in camera)). {

} (CCF ¶ 1259 (in camera)). {
} (CCF ¶¶
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1260-62) (in camera). {
} (CCF ¶ 1263 (in camera)).
The Proposed Finding is also not relevant to the antitrust analysis because information
regarding a potential Impax product that was not the subject of the DCA does not bear on
whether Endo’s payments under the June 2010 DCA are large and unjustified. (CCF ¶¶ 126162).
490.

In fact, IPX-203 is now Impax’s “lead compound on the brand side of our R&D program.
It’s really our strategy to continue to grow and extend the duration of our Parkinson’s
franchise.” (Reasons, Tr. 1238).

Response to Proposed Finding No. 490
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
491.

Impax has completed Phase II clinical trials for IPX-203 and will begin Phase III trials at
the beginning of 2018. (Nestor, Tr. 2978; Reasons, Tr. 1238; Snowden, Tr. 458).

Response to Proposed Finding No. 491
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
492.

Phase II clinical trials of IPX-203 revealed a statistically significant improvement in
treatment over IPX-066 and other existing treatments, reducing the amount of time
Parkinson’s patients are without control over their motor symptoms. (Nestor, Tr. 2978).

Response to Proposed Finding No. 492
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
493.

The studies suggest that IPX-203 will offer an improvement of over two hours in motor
symptom control when compared to immediate-release carbidopa-levodopa treatments
and one hour of improvement over IPX-066. (Nestor, Tr. 2984-85; see also RX208.0015-16).

Response to Proposed Finding No. 493
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The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
494.

Such improvements over existing medications are “terrific result[s]” that are “highly
statistically significant” and “clinically meaningful.” (Nestor, Tr. 2978, 2984-85).

Response to Proposed Finding No. 494
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
495.

Indeed, an improvement of 2.3 hours of symptom control—as IPX-203 has shown in
Phase II clinical trials—represents a “wow” result. (Nestor, Tr. 2978-79).

Response to Proposed Finding No. 495
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
496.

The results suggest that Parkinson’s patients will have “their symptoms . . . under control
for a longer time period,” which is “a very important thing” for patients. (Nestor, Tr.
2937, 2966).

Response to Proposed Finding No. 496
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
497.

Impax also sought, and the FDA granted, special protocol assessment for further clinical
trials of IPX-203. (Nestor, Tr. 3001).

Response to Proposed Finding No. 497
The Proposed Finding is misleading and not relevant for the reasons set forth in response
to Proposed Finding No. 489.
498.

A special protocol assessment is an agreement between a pharmaceutical company and
the FDA regarding the design of clinical trials. When a special protocol assessment is in
place, the FDA will not question the trial designs in Phase III clinical trials. (Nestor, Tr.
3001).

Response to Proposed Finding No. 498
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The Proposed Finding is not relevant to the antitrust analysis because information
regarding the FDA approval process for a potential Impax product that was not the subject of the
DCA does not bear on whether payments under the June 2010 DCA are large and unjustified.
(CCF ¶¶ 1261-62).
499.

Having a special protocol assessment “takes an element of risk out of a new drug
application review.” (Nestor, Tr. 3001).

Response to Proposed Finding No. 499
The Proposed Finding is not relevant for the reason set forth in response to Proposed
Finding No. 498.
500.

Such special protocol assessments do “not happen all the time.” (Nestor, Tr. 3001-02).

Response to Proposed Finding No. 500
The Proposed Finding is not relevant for the reason set forth in response to Proposed
Finding No. 498.
4.
501.

The Criticisms of the DCA by Complaint Counsel’s Expert, Dr.
Geltosky, are Baseless

Complaint Counsel proffered Dr. John Geltosky as an expert in pharmaceutical business
development agreements. (Geltosky, Tr. 1057-58).

Response to Proposed Finding No. 501
Complaint Counsel has no specific response.
a.
502.

Size of Payment

Dr. Geltosky opined that a payment of $10 million under a development and copromotion agreement was “very large” for “an early-stage compound of this sort, in this
therapeutic area, with the eventual fairly small market it was going to be addressing.”
(Geltosky, Tr. 1072-73).

Response to Proposed Finding No. 502
Complaint Counsel has no specific response.
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503.

Dr. Geltosky, however, did not conduct any valuation analysis of the DCA at issue in this
case. (Geltosky, Tr. 1125).

Response to Proposed Finding No. 503
The Proposed Finding is misleading to the extent it suggests that Dr. Geltosky did not
analyze the DCA in light of his 35-plus years in the pharmaceutical industry against industry
standards for such evaluations and in view of Endo’s own internal documents. (CCF ¶¶ 1112,
1191-1218; Geltosky, Tr. 1079-84).
The Proposed Finding is also inaccurate insofar as it implies that the only information
relevant to assessing the justification for Endo’s $10 million payment is an after-the-fact
valuation analysis of the DCA. The extensive record evidence shows that Endo was willing to
pay $10 million not for the services Impax’s provides in the DCA but for Impax’s commitment
not to compete with a generic version of Opana ER until January 2013. (CCF ¶¶ 1066-73, 112527 (DCA negotiated as part of Opana ER settlement); CCF ¶¶ 1090-92 (lack of strategic fit);
CCF ¶¶ 232-39, 1082-83 (offered same payment despite significant product change); CCF ¶¶
1085-1265 (negotiation, due diligence, payment terms not consistent with Endo’s or industry’s
standards)). {

} (CCF ¶ 1084 (citing CX2701 at 004 (2010 Budget Update and 2011 Budget
Preview) (in camera))).
504.

Dr. Geltosky did not calculate a net present value of the DCA at the time it was executed.
(Geltosky, Tr. 1125).

Response to Proposed Finding No. 504
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding No. 503.
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505.

Dr. Geltosky did not conduct a sensitivity analysis regarding the DCA. (Geltosky, Tr.
1125).

Response to Proposed Finding No. 505
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding No. 503.
506.

Nor did Dr. Geltosky conduct any other form of empirical analysis regarding the DCA.
(Geltosky, Tr. 1133).

Response to Proposed Finding No. 506
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding No. 503.
507.

In fact, Dr. Geltosky has never actually performed a financial valuation of a
pharmaceutical collaboration. (Geltosky, Tr. 1179-80).

Response to Proposed Finding No. 507
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky does
not have experience with financial valuations of pharmaceutical collaborations. Dr. Geltosky not
only has participated in performing financial analysis, but he “understand[s] all the moving
parts.” (Geltosky, Tr. 1081). Dr. Geltosky has provided inputs into financial valuations of
potential pharmaceutical collaborations over the course of his 35 year career, as part of a team
effort. (Geltosky, Tr. 1179-80).
508.

And he is not sure whether he ever calculated net present value for products involved in
early-stage co-development deals. (Geltosky, Tr. 1145).

Response to Proposed Finding No. 508
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky does
not have experience with financial valuations of pharmaceutical collaborations and performing
net present value calculations. Dr. Geltosky not only has participated in performing financial
analysis, but he “understand[s] all the moving parts.” (Geltosky, Tr. 1081). Dr. Geltosky has
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provided inputs into financial valuations of potential pharmaceutical collaborations over the
course of his 35 year career, as part of a team effort. (Geltosky, Tr. 1179-80). The output of
much of the financial valuation work that Dr. Geltosky performed during his career included net
present value calculations. (CX4042 (Geltosky, Dep. at 13)).
509.

Dr. Geltosky consequently does not offer any opinion about the actual value of the DCA
to Endo. (Geltosky, Tr. 1125).

Response to Proposed Finding No. 509
The Proposed Finding is misleading and inaccurate for the reasons set forth in the
response to Proposed Finding No. 503. In addition, Dr. Geltosky noted that Endo’s $10 million
upfront payment to Impax represented 25% of the deal’s $40 million precommercialization
milestones, a very high percentage for an early stage molecule. Based on Dr. Geltosky’s 35-plus
years of experience in the pharmaceutical industry, he would expect to see upfront payments
reflecting 5-10% of the total deal value for an early stage compound like IPX-203. (CCF ¶ 1221).
510.

Instead, Dr. Geltosky bases his opinion regarding the size of the DCA payment on his
“recollections of the agreements that [he] was involved in.” (Geltosky, Tr. 1140). He
used “common sense, just looking at it, and came up with [his] conclusion.” (Geltosky,
Tr. 1133).

Response to Proposed Finding No. 510
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky’s
bases for his opinion regarding the size of the DCA payments are limited to the other agreements
he was involved in. Dr. Geltosky testified that his opinion regarding the size of the payment in
the DCA was based on his 35-plus years of experience in the industry and constant reading of
relevant literature regarding what deals go for, along with his recollections of the agreements he
was involved in. (Geltosky Tr. 1139-40; CX4042 (Geltosky, Dep. at 97-100)). Based on his 35plus years of experience, Dr. Geltosky concluded that the overall strategic fit, negotiation
process, due diligence efforts, and terms of the DCA were not consistent either with Endo’s or
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the pharmaceutical industry’s usual and expected practice for early-stage development projects.
(CX5003 at 5 (¶ 13) (Geltosky Report)).
511.

Dr. Geltosky did not even review other development and co-promotion agreements, and
he consequently did not compare the payment terms in the DCA to actual payment terms
in any other development and co-promotion agreement. (Geltosky, Tr. 1140).

Response to Proposed Finding No. 511
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky did
not consider the details of other pharmaceutical development agreements in opining on the size
of the payment in the DCA. Dr. Geltosky testified that his opinion regarding the size of the
payment in the DCA was based on his 35-plus years of experience in the industry, and constant
reading of relevant literature regarding what deals go for, along with his recollections of the
agreements he was involved in. (Geltosky Tr. 1139-40; CX4042 (Geltosky, Dep. at 97-100)). He
stated “I’m relying on my memory and knowledge of the agreements I was involved in, and I
compare and contrast.” (Geltosky Tr. 1140). Based on his 35-plus years of experience, Dr.
Geltosky concluded that the overall strategic fit, negotiation process, due diligence efforts, and
terms of the DCA were not consistent either with Endo’s or the pharmaceutical industry’s usual
and expected practice for early-stage development projects. (CX5003 at 5 (¶ 13) (Geltosky
Report)).
512.

In fact, Dr. Geltosky deemed it a waste of time to review other development and copromotion agreements when assessing the size of the payment in the Endo-Impax DCA.
(Geltosky, Tr. 1141).

Response to Proposed Finding No. 512
The Proposed Finding is misleading because it suggests that Dr. Geltosky’s analysis did
not take into account the details of other development and co-promotion agreements. Dr.
Geltosky stated that his opinion regarding the size of the payment in the DCA was based on his
35-plus years of experience in the industry, and constant reading of relevant literature regarding
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what deals go for, along with his recollections of the agreements he was involved in. (Geltosky
Tr. 1139-40; CX4042 (Geltosky, Dep. at 97-100)). He stated “I’m relying on my memory and
knowledge of the agreements I was involved in, and I compare and contrast.” (Geltosky Tr.
1140). Based on his 35-plus years of experience, Dr. Geltosky concluded that the overall
strategic fit, negotiation process, due diligence efforts, and terms of the DCA were not consistent
either with Endo’s or the pharmaceutical industry’s usual and expected practice for early-stage
development projects. (CX5003 at 5 (¶ 13) (Geltosky Report)).
513.

Importantly and as noted above, Dr. Cobuzzi, Endo’s head of corporate development and
the individual in charge of assessing every collaboration agreement at Endo, testified that
the $10 million investment to buy into IPX-203 was not a lot of money for Endo.
(Cobuzzi, Tr. 2559).

Response to Proposed Finding No. 513
The Proposed Finding is misleading to the extent it suggests that $10 million was not a
large sum of money. Ten million dollars is a meaningful amount of money for a large or small
size pharmaceutical company. In addition to coming out of the company’s budget, the $10
million represents an opportunity cost that firms must consider. The $10 million could be spent
or invested in a number of ways. (CCF ¶ 1222). Endo’s $10 million upfront payment was
unusually large given the fairly small market the product was intended to address. Upfront
payments typically reflect the value of work done on the project to date. {
} (CCF ¶ 1220 (in
camera)). Endo’s $10 million upfront payment to Impax represented 25% of the deal’s $40
million precommercialization milestones, a very high percentage for an early stage molecule.
Indeed, Endo’s significant upfront payment for IPX-203 was unprecedented. Dr. Cobuzzi could
not recall any other deals for a preclinical product in which Endo had made a similar $10 million
upfront payment. (Cobuzzi, Tr. 2565). Based on Dr. Geltosky’s 35 plus years of experience in
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the pharmaceutical industry, he would expect to see upfront payments reflecting 5-10% of the
total deal value for an early stage compound like IPX-203. (CCF ¶ 1221).
514.

Compared to other collaboration agreements, Endo’s $10 million payment was “not an
uncharacteristically large amount of money.” (Cobuzzi, Tr. 2559).

Response to Proposed Finding No. 514
The Proposed Finding is misleading for the reasons set out in the response to Proposed
Finding No. 513.
b.

Dr. Geltosky Concedes or Ignores Justifications for the DCA
Payment
(1)

515.

Bona Fide Scientific Collaboration

Dr. Geltosky does not dispute that the DCA was a bona fide scientific collaboration.
(Geltosky, Tr. 1127-28).

Response to Proposed Finding No. 515
The Proposed Finding is misleading to the extent that it suggests that the negotiation and
terms of the DCA are consistent with industry standards for a pharmaceutical development
agreement. Dr. Geltosky opined that the abbreviated negotiation timeline of the DCA was highly
unusual when compared to industry standards, as well as Endo’s own internal review processes.
(CCF ¶¶ 1103-11, 1113, 1120-30). Dr. Geltosky further opined that the basic structure and
payment terms of the DCA are unusual, (CCF ¶¶ 1220-28), the DCA contains ambiguous terms
(CCF ¶¶ 1229-32), and certain terms limited Endo’s rights and were more favorable to Impax.
(CCF ¶¶ 1233-45).
516.

Dr. Geltosky offers no opinion about whether Endo should have entered the DCA.
(Geltosky, Tr. 1125-26).

Response to Proposed Finding No. 516
The Proposed Finding is misleading for the reasons set out in Proposed Finding No. 515.
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517.

Dr. Geltosky offers no opinion about whether Endo exercised sound business judgment in
entering the DCA. (Geltosky, Tr. 1126).

Response to Proposed Finding No. 517
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 515.
518.

And Dr. Geltosky has no criticism of Impax’s behavior with respect to the DCA.
(Geltosky, Tr. 1183).

Response to Proposed Finding No. 518
The Proposed Finding is misleading and incomplete to the extent it suggests that Dr.
Geltosky has no criticism of Impax’s behavior with respect to the DCA. The evidence cited
merely indicates that Dr. Geltosky’s criticisms of Endo’s due diligence efforts did not apply to
Impax. (Geltosky, Tr. 1183). As the originator company, Impax would have no need to complete
due diligence on its own product. Moreover, Dr. Geltosky specifically criticizes both Impax and
Endo for their lack of interest and speed in developing IPX-203 after the DCA was signed. (CCF
¶¶ 1246-55).
(2)
519.

Profit-Sharing Rights

What is more, Dr. Geltosky does not offer any opinion regarding the profit-sharing rights
that Endo received under the DCA. (Geltosky, Tr. 1124).

Response to Proposed Finding No. 519
The Proposed Finding is misleading to the extent that it suggests that the profit-sharing
rights that Endo received under the DCA justify payment of $10 million to Impax. The extensive
record evidence shows that Endo was willing to pay $10 million, not for the services Impax
provides in the DCA, but for Impax’s commitment not to compete with a generic version of
Opana ER until January 2013. (CCF ¶¶ 1066-73, 1125-27 (DCA negotiated as part of Opana ER
settlement); CCF ¶¶ 1090-92 (lack of strategic fit); CCF ¶¶ 232-39, 1082-83 (offered same
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payment despite significant product change); CCF ¶¶ 1085-1265 (negotiation, due diligence,
payment terms not consistent with Endo’s or industry’s standards)). {

} (CCF ¶ 1084 (citing CX2701
at 004 (2010 Budget Update and 2011 Budget Preview) (in camera))).
520.

He does not, for instance, address the actual value of the profit-sharing rights acquired by
Endo. (Geltosky, Tr. 1124-25).

Response to Proposed Finding No. 520
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 519.
521.

Nor does he address whether Endo’s profit-sharing rights justified its DCA payment
obligations. (Geltosky, Tr. 1124).

Response to Proposed Finding No. 521
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 519.
522.

Dr. Geltosky does not even offer an opinion regarding whether the profit-sharing
provisions in the DCA favored Impax or Endo, although he concedes that Endo’s profitsharing rights remained the same regardless of the development costs incurred by Impax.
(Geltosky, Tr. 1137-38).

Response to Proposed Finding No. 522
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 519.
523.

Once again, Dr. Geltosky’s opinions ignore the testimony of Endo employees. Dr.
Cobuzzi testified that the profit-sharing rights in the DCA justified Endo’s payment
obligations at the time the agreement was executed. (Cobuzzi, Tr. 2564).

Response to Proposed Finding No. 523
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The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 519.
The Proposed Finding is also misleading to the extent that it suggests that Endo’s $10
million upfront payment to Impax for an early stage development product was not unusually
large. In fact, Endo never entered into a development and co-promotion agreement for a
preclinical product deal where it paid $10 million upfront. (Cobuzzi, Tr. 2565). In addition,
Endo’s $10 million upfront payment represented 25% of the deal’s $40 million in
precommercialization milestones. This is a very high percentage for an early stage molecule.
Typically, upfront payments of 5-10% of the total deal value are expected for an early stage
compound because of the risks involved in such a project. (CCF ¶¶ 1220-21).
524.

Dr. Geltosky’s opinions also ignore Complaint Counsel’s economic expert, Professor
Roger Noll. Professor Noll testified that if a payment from a brand company to a generic
company is used to purchase a bundle of rights at fair market price, the payment is
justified. (Noll, Tr. 1620).

Response to Proposed Finding No. 524
The Proposed Finding is misleading for the reasons set forth in the response to Proposed
Finding No. 519.
In addition, the Proposed Finding is misleading insofar as it suggests that Professor Noll
determined that Endo’s $10 million payment under the DCA was a “fair market price” for the
bundle of rights it obtained. Professor Noll made no such determination.
525.

Professor Noll did not independently analyze the DCA to determine whether it was
justified, had value to either party, or represented an overpayment. (Noll, Tr. 1456, 158182).

Response to Proposed Finding No. 525
Complaint Counsel has no specific response.
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526.

Professor Noll instead relies on Dr. Geltosky for a “detailed analysis of the degree to
which the $10 million payment and co-development deal represented the acquisition of
an asset that was approximately valued at a $10 million price.” (Noll, Tr. 1582).

Response to Proposed Finding No. 526
Complaint Counsel has no specific response.
527.

Professor Noll concedes, however, that if Dr. Geltosky does not offer an opinion
regarding the actual value of the DCA to Endo at the time it was executed, then “I would
not include the $10 million as part of the large payment that was unjustified.” (Noll, Tr.
1585-86).

Response to Proposed Finding No. 527
The Proposed Finding is inaccurate and not supported by the evidence cited. Professor
Noll did not agree that if Dr. Geltosky did not offer an opinion regarding the actual value of the
DCA to Endo at the time it was executed, then “[he] would not include the $10 million as part of
the large payment that was unjustified.” (Noll, Tr. 1585-86). In fact, Professor Noll testified that
“you don’t have to estimate the price in order to reach a conclusion” about whether the DCA was
justified. (1582-83). Although Dr. Geltosky does not use the word “unjustified” to describe the
DCA, his analysis provides ample evidence for why the overall strategic fit, negotiation process,
due diligence efforts, and terms of the DCA are not consistent with the usual and expected
practice in the pharmaceutical industry. (CX5003 at 005 (¶ 13) (Geltosky Report)). {

} (CX5003 at 042-43 (¶ 72) (Geltosky Report) (in camera)). In his experience, he would
expect to see upfront payments reflecting 5-10% of the total deal’s value for an early stage
compound, not 25% of the deal’s value as was the case for upfront payments in the DCA. (CCF
¶ 1221 (citing Geltosky, Tr. 1073)).
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The Proposed Finding is also contrary to the weight of the evidence, which shows that
Endo was willing to pay $10 million not for the services Impax’s provides in the DCA, but for
Impax’s commitment not to compete with a generic version of Opana ER until January 2013.
(CCF ¶¶ 1066-73, 1125-27 (DCA negotiated as part of Opana ER settlement); 1090-92 (lack of
strategic fit); 232-39, 1082-83 (offered same payment despite significant product change); 10851265 (negotiation, due diligence, payment terms not consistent with Endo’s or industry’s
standards)). {

} (CCF ¶ 1084 (citing CX2701 at 004 (2010 Budget Update and 2011 Budget
Preview) (in camera))).
528.

At bottom, Dr. Geltosky’s failures to empirically analyze the value of the DCA or
whether its profit-sharing terms justified any payments thereunder reflect his larger
failure to measure whether any competitive effects arise from the DCA or SLA. (See
CX5003 (Geltosky Report); CX4042 (Geltosky, Dep. at 73) (noting all opinions are
contained in report)).

Response to Proposed Finding No. 528
The Proposed Finding is misleading to the extent it suggest that Dr. Geltosky needed to
empirically analyze the value of the DCA. As Professor Noll testified, “you don’t have to
estimate the price in order to reach a conclusion” about whether the DCA was justified. (Noll,
Tr. 1582-83).
The Proposed Finding is also misleading to the extent that it suggests that the profit-sharing
rights that Endo received under the DCA justify payment of $10 million to Impax. The extensive
record evidence shows that Endo was willing to pay $10 million not for the services Impax’s
provides in the DCA, but for Impax’s commitment not to compete with a generic version of
Opana ER until January 2013. (CCF ¶¶ 1066-73, 1125-27 (DCA negotiated as part of Opana ER
settlement); 1090-92 (lack of strategic fit); 232-39, 1082-83 (offered same payment despite
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significant product change); 1085-1265 (negotiation, due diligence, payment terms not consistent
with Endo’s or industry’s standards)). {

} (CCF ¶ 1084 (citing CX2701 at 004 (2010 Budget
Update and 2011 Budget Preview) (in camera))).
(3)
529.

A Means to Share Risks and Costs

The development of any pharmaceutical product carries risk at every stage of the
development process. (Geltosky, Tr. 1134).

Response to Proposed Finding No. 529
Complaint Counsel has no specific response.
530.

Dr. Geltosky acknowledges that the DCA was a way for Impax and Endo to share both
risks and costs associated with developing IPX-203. (Geltosky, Tr. 1135).

Response to Proposed Finding No. 530
Complaint Counsel has no specific response.
531.

Dr. Geltosky does not, however, offer an opinion regarding whether Endo or Impax bore
more of the risk under the DCA. (Geltosky, Tr. 1138).

Response to Proposed Finding No. 531
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that Dr. Geltosky does not offer an opinion on whether under the DCA, Endo
bore more risk than it should have given the circumstances. Dr. Geltosky pointed out that Endo
chose to enter the DCA with minimal scientific information about IPX-203 and without applying
any risk mitigation strategies. (CCF ¶ 1175 (citing CX5003 at 029 (¶ 45) (Geltosky Report)). The
structure of the payments in the DCA was “the exact opposite of the way agreements like this are
structured.” (CCF ¶ 1223 (citing Geltosky, Tr. 1072)). The customary approach to mitigate
substantial uncertainty and risk in the pharmaceutical industry is to provide payments
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commensurate with progress on the program. (CCF ¶ 1173 (citing CX5003 at 029 (¶ 45)
(Geltosky Report))). Upfront payments typically reflect the value of work done on the project to
date. (CCF ¶ 1220 (citing CX5003 at 43 (¶ 72) (Geltosky Report))). {
} (CCF ¶ 1220 (citing
CX5003 at 027-28 (¶¶ 41-42) (Geltosky Report) (in camera))). Yet, Endo made an upfront
payment of $10 million to Impax, representing 25% of the deal’s $40 million total value. (CCF ¶
1221 (citing Geltosky, Tr. 1073)). {

} (CX5003 at 029 (¶ 45)
(Geltosky Report); CCF ¶¶ 1174, 1224 (in camera)). Endo could also have structured the deal as
an option agreement, where the potential partner pays a nominal sum to hold the asset for a given
period of time while the licensee decides on whether to proceed with a full licensing or codevelopment transaction. (CCF ¶ 1227 (citing Geltosky, Tr. 1076)). {

} (CCF ¶ 1228 (in camera)). Dr. Cobuzzi
agreed, warning “if you pay too much up front, you may never actually get to the point of
realizing that value.” (CCF ¶1174 (citing CX4016 (Cobuzzi, IHT at 69-70))).
532.

And Dr. Geltosky did not quantify any risk related to the DCA or what the appropriate
payment would be to reflect that risk, even though he criticizes the DCA payment for
failing to account for risk. (Geltosky, Tr. 1083, 1147).

Response to Proposed Finding No. 532
The Proposed Finding is misleading to the extent it suggests that Dr. Geltosky did not
provide an approximation of the appropriate amount of an upfront payment for an early-stage
pharmaceutical development and co-promotion agreement. Dr. Geltosky stated that, based on his
35-plus years of experience in the pharmaceutical industry, he would expect to see upfront
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payments reflecting 5% to 10% of the total deal value for an early stage compound like IPX-203
(CCF ¶ 1221 (citing Geltosky, Tr. 1073)).
533.

Dr. Geltosky, moreover, conceded that estimated costs for the development of IPX-203
were between $80 and $100 million at the time of settlement. (Geltosky, Tr. 1138).

Response to Proposed Finding No. 533
Complaint Counsel objects to the word “conceded” as misleading because it suggests that
Dr. Geltosky agreed with Impax’s estimated costs for the development of IPX-203. The evidence
cited indicates that Dr. Geltosky was merely asked what Impax estimated its costs would be in
developing IPX-203. The cited evidence does not demonstrate that Dr. Geltosky agreed with that
amount. (Geltosky, Tr. 1138).
The Proposed Finding is also misleading insofar as it suggests that even if the
development costs for IPX-203 were estimated at $80 to $100 million that would justify Endo’s
$10 million guaranteed upfront payment. {

} (CX5003 at 042-43 (¶ 72) (in camera)).
In his experience, he would expect to see upfront payments reflecting 5-10% of the total deal’s
value for an early stage compound, not 25% of the deal’s value as was the case for the upfront
payment in the DCA. (CCF ¶ 1221 (citing Geltosky, Tr. 1073)).
534.

And while Endo only agreed to take on some of those development costs, with a cap on
its contributions based on accomplished milestones, Impax was responsible for all IPX203 development work. (Geltosky, Tr. 1135).

Response to Proposed Finding No. 534
The Proposed Finding is misleading insofar as it suggests that Impax’s responsibility for
IPX-203 development costs justifies Endo’s $10 million guaranteed upfront payment. It does not.
(See Complaint Counsel’s Response to Proposed Finding No. 533).
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535.

Impax had to cover all development costs in excess of Endo’s specified milestone
contributions, no matter how much the development work cost. (Geltosky, Tr. 1136-37).

Response to Proposed Finding No. 535
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 533.
536.

For this reason, Dr. Cobuzzi and Endo believed that the DCA favorably mitigated risks
by capping Endo’s costs and putting the development burden on Impax. (Cobuzzi, Tr.
2558-59, 2627-28).

Response to Proposed Finding No. 536
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that the DCA favorably mitigated risks by capping Endo’s costs and putting the
development burden on Impax. Endo chose to enter the DCA with minimal scientific information
about IPX-203 and without applying any risk mitigation strategies. (CCF ¶ 1175). The structure
of the payments in the DCA was “the exact opposite of the way agreements like this are
structured.” (CCF ¶ 1223 (citing Geltosky, Tr. 1072)). The customary approach to mitigate
substantial uncertainty and risk in the pharmaceutical industry is to provide payments
commensurate with progress on the program. (CCF ¶ 1173). Upfront payments typically reflect
the value of work done on the project to date. (CCF ¶ 1220). {
} (CCF ¶ 1220 (in camera)). Yet,
Endo made an upfront payment of $10 million to Impax, representing 25% of the deal’s $40
million total value. (CCF ¶ 1221). {

} (CCF ¶¶ 1174, 1224
(in camera)). Endo could also have structured the deal as an option agreement, where the
potential partner pays a nominal sum to hold the asset for a given period of time while the
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licensee decides on whether to proceed with a full licensing or co-development transaction. (CCF
¶ 1227). {
} (CCF ¶ 1228
(in camera)). As Dr. Cobuzzi warned “if you pay too much up front, you may never actually get
to the point of realizing that value.” (CCF ¶1174 (citing CX4016 (Cobuzzi, IHT at 69-70))).
c.
537.

Strategic Fit of the DCA

Dr. Geltosky opined that the DCA was not a strategic fit for Endo because certain
documents provided to him by Complaint Counsel did not mention the words
“Parkinson’s disease.” (Geltosky, Tr. 1071, 1160).

Response to Proposed Finding No. 537
The Proposed Finding is misleading and incomplete to the extent that it suggests that Dr.
Geltosky opined that the DCA was not a strategic fit for Endo only because certain documents
did not mention the words “Parkinson’s disease.” Dr. Geltosky opined that based upon his
review of internal Endo presentations, Endo did not have a focus or interest in pursuing
Parkinson’s disease treatments. (Geltosky, Tr. 1071). Specifically, Dr. Geltosky reviewed
corporate Endo documents which identified Endo’s product area strategies and goals for filling
its pipeline. (CX5003 at 17 (¶ 28) (Geltosky Report); CCF ¶¶ 1087-89). These documents did not
mention neurology or Parkinson’s disease as an area of interest, and instead stated that Endo’s
business focused on pain, urology, endocrinology, and oncology therapeutic areas. (CX5003 at
17 (¶ 28) (Geltosky Report); CCF ¶¶ 1087-89).
The Proposed Finding is further misleading and incomplete in that it suggests that Dr.
Geltosky did not have access to the entire factual record and only reviewed documents “provided
to him by Complaint Counsel,” and that the documents he reviewed did not accurately reflect
Endo’s views about its strategic focus in 2010. Impax has not provided any evidence to undercut
Endo’s explicit statements in these documents or Dr. Geltosky’s opinion on this topic.
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538.

Dr. Geltosky further opined that a handful of documents provided to him by Complaint
Counsel suggested Endo was interested in late-stage assets close to launch. (Geltosky,
Tr. 1071, 1160).

Response to Proposed Finding No. 538
The Proposed Finding is misleading and incomplete in that it suggests that Dr. Geltosky
did not have access to the entire factual record and only reviewed documents “provided to him
by Complaint Counsel,” and that the documents he reviewed in opining that Endo was interested
in late-stage assets close to launch did not accurately reflect Endo’s views. Dr. Geltosky
reviewed multiple Endo corporate development updates from 2010 in opining that Endo was not
interested in investing in early-stage pharmaceutical products. (CX5003 at 19 (¶ 31 n.65)
(Geltosky Report)). Impax has not provided any evidence to undercut Endo’s explicit statements
in these documents or Dr. Geltosky’s opinion on this topic.
539.

Nothing else informed Dr. Geltosky’s opinions regarding strategic fit. (Geltosky, Tr.
1160).

Response to Proposed Finding No. 539
The Proposed Finding is misleading to the extent that is suggests that Dr. Geltosky did
not consider any other information in forming his opinion on strategic fit. As demonstrated in Dr.
Geltosky’s expert report, he reviewed numerous internal Endo corporate development
documents, Endo SEC filings, testimony from Endo witnesses, and internal Endo emails in
determining that IPX-203 was not a good strategic fit with Endo’s business. (CX5003 at 17-19
(¶¶ 28-31 n.56-67) (Geltosky Report)).
(1)
540.

Early-Stage Development Partnerships

Dr. Geltosky’s admits that Endo has entered into very-early, discovery-stage
pharmaceutical partnership deals. (Geltosky, Tr. 1145).

Response to Proposed Finding No. 540
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The Proposed Finding is misleading to the extent it suggests that Endo’s other early-stage
pharmaceutical partnership deals were negotiated and structured in the same manner as the DCA.
Dr. Geltosky testified that as to the other deals, he seemed “to recall that the payments were quite
a bit less” and “that’s my best recollection that they were paying much smaller dollars.”
(Geltosky, Tr. 1145). Dr. Cobuzzi verified Dr. Geltosky’s recollection, stating that he could not
recall any development and co-promotion agreement that Endo entered into for a preclinical
product where it made an upfront payment of $10 million. (Cobuzzi, Tr. 2565).
541.

In fact, pharmaceutical companies enter early-stage development deals “all the time.”
(Geltosky, Tr. 1146).

Response to Proposed Finding No. 541
Complaint Counsel has no specific response.
542.

Dr. Geltosky’s opinions regarding strategic fit are not actually based on a review of any
partnership deals Endo contemplated or entered. (Geltosky, Tr. 1160-61).

Response to Proposed Finding No. 542
Complaint Counsel has no specific response, except to note that Endo never entered into
a partnership deal with either of the two companies Endo identified as its sources for other
Parkinson’s disease related opportunities. (Cobuzzi, Tr. 2552, 2575-76; CCF ¶ 1093).
543.

His opinions are based instead on his review of the business documents provided to him
by Complaint Counsel. (Geltosky, Tr. 1131-32).

Response to Proposed Finding No. 543
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 537 and 538.
544.

But Dr. Geltosky has never worked for Endo. (Geltosky, Tr. 1129). Nor has he had
contact with the individuals involved in negotiating and approving the DCA. (Geltosky,
Tr. 1129).

Response to Proposed Finding No. 544
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Complaint Counsel has no specific response.
545.

Those employees testified that Endo’s collaboration agreements regularly include earlystage development agreements. Because Endo has “no discovery pipeline ourselves in
place,” Endo must enter “very early, very speculative agreements” for promising drugs.
(Cobuzzi, Tr. 2516).

Response to Proposed Finding No. 545
The Proposed Finding is misleading to the extent it suggests that Endo routinely entered
into early-stage development agreements. The cited evidence states that Endo’s deals “cut across
[the development] spectrum.” (Cobuzzi, Tr. 2516). However, the cited evidence does not state
that Endo regularly entered into early-stage development agreements. Moreover, Impax has not
presented any evidence that Endo’s other early-stage pharmaceutical partnership deals were
negotiated and structured in the same manner as the DCA. In fact, Dr. Cobuzzi stated that he
could not recall any development and co-promotion agreement that Endo entered into for a
preclinical product where it made an upfront payment of $10 million. (Cobuzzi, Tr. 2565).
546.
}
(Cobuzzi, Tr. 2532-33).
Response to Proposed Finding No. 546
{

}. (CCF ¶¶ 1172-75).
547.

(Cobuzzi, Tr. 2532-33).
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Response to Proposed Finding No. 547
{

}
(CCF ¶¶ 1143, 1163-64 (in camera)). {

} (CCF ¶¶ 1163
(in camera)).
The Proposed Finding is further misleading and contrary to the weight of the evidence to
the extent that it suggests that the development of IPX-203 did not pose significant risks. {

} (CCF ¶ 1167 (in
camera)). {
} (CCF ¶ 1170 (in
camera)). Endo also noted that “because of the limited amount of information, potential issues
around manufacturing and stability could not be fully determined . . . insufficient information has
been provided in due diligence to completely characterize the pharmaceutical development and
manufacturing risks for IPX-203.” (CCF ¶ 1168 (quoting CX1209 at 009 (Endo’s Final
Opportunity Evaluation Worksheet for IPX-203))). {
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} (CCF
¶ 1160 (in camera)).
548.

} (Cobuzzi, Tr. 2533).
Response to Proposed Finding No. 548
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent that it suggests that manufacturing a Parkinson’s disease product having an ester of
levodopa would be simple. {

} (CCF ¶ 1167 (in camera)). {

} (CCF ¶ 1170 (in camera)). Endo also noted that “because of the limited amount
of information, potential issues around manufacturing and stability could not be fully determined
. . . insufficient information has been provided in due diligence to completely characterize the
pharmaceutical development and manufacturing risks for IPX-203.” (CCF ¶ 1168 (quoting
CX1209 at 009 (Endo’s Final Opportunity Evaluation Worksheet for IPX-203))). {

} (CCF ¶ 1160 (in camera)).
549.
} (Cobuzzi, Tr. 2533).
Response to Proposed Finding No. 549
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The Proposed Finding is misleading and contrary to the weight of the reasons set out in
the response to Proposed Finding 547.
550.

By comparison, Dr. Geltosky has only worked on a handful of development deals in their
early stages. (Geltosky, Tr. 1144-45).

Response to Proposed Finding No. 550
The Proposed Finding is misleading and inaccurate. Dr. Geltosky testified only that he
has been involved in a handful of deals where the potential subject product may not have had a
lead drug identified, not that he has only worked on a handful of development deals in their early
stages. (Geltosky, Tr. 1144-45). Over the course of his career, Dr. Geltosky has been involved in
working on thousands of pharmaceutical business agreements. (Geltosky, Tr. 1054-55). He
specifically worked on nine completed preclinical deals while at Bristol Myers Squibb and four
completed preclinical deals while at SmithKlineBeecham. (CX5003 at 3-4 (¶¶ 3-4) (Geltosky
Report)). All of the work he conducted at Arizona State University focused on early-stage
technologies. (Geltosky, Tr. 1049). His work at CPRIT also focuses on early stage products.
(Geltosky, Tr. 1052). Dr. Geltosky’s currently works at JEG consulting and some of his clients
have hired him specifically for his expertise with early stage products. (CX4042 (Geltosky, Dep.
at 71)).
551.

And he has never negotiated a development and co-promotion agreement like the one at
issue here. (Geltosky, Tr. 1142). In fact, in Dr. Geltosky’s roughly ten years as a
consultant, he has been involved in only two deals that actually resulted in executed
agreements. (Geltosky, Tr. 1181-83).

Response to Proposed Finding No. 551
The Proposed Finding is misleading and inaccurate to the extent it suggests that Dr.
Geltosky has never negotiated a development and co-promotion agreement. Dr. Geltosky only
testified that he has not negotiated an agreement “exactly like this one.” (Geltosky, Tr. 1142). In
his 35-plus years in the industry, Dr. Geltosky has been involved in thousands of pharmaceutical
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business agreements. (Geltosky, Tr. 1046-47, 1054-55). His experience includes co-development
and co-promotion agreements. (Geltosky, Tr. 1045). He specifically worked on nine completed
preclinical deals while at Bristol Myers Squibb and four completed preclinical deals while at
SmithKlineBeecham. (CX5003 at 3-4 (¶¶ 3-4) (Geltosky Report)). All of the work he conducted
at Arizona State University focused on early-stage technologies. (Geltosky, Tr. 1049). His work
at CPRIT also focuses on early stage products. (Geltosky, Tr. 1052). Dr. Geltosky currently
works at JEG consulting and some of his clients have hired him specifically for his expertise in
early stage products. (CX4042 (Geltosky, Dep. at 71)). In Dr. Geltosky’s ten years as a
consultant, out of a dozen potential deals, two were executed, which is a reasonable rate of
completion. (Geltosky, Tr. 1183-84).
552.

Additionally, the majority of Dr. Geltosky’s experience with pharmaceutical
collaboration agreements relate to his employment at big pharmaceutical companies
SmithKline Beecham and Bristol-Meyers Squibb. (Geltosky, Tr. 1141).

Response to Proposed Finding No. 552
Complaint Counsel has no specific response, except to note that Dr. Geltosky has also
worked with smaller and midsized pharmaceutical companies as a consultant, and their processes
for evaluating discovery-stage assets and the questions they ask are the same as that of larger
companies. (Geltosky, Tr. 1141-42).
553.

Except for his time at these multi-billion dollar companies, Dr. Geltosky’s experience
generally has been on behalf of “net sellers,” which are the companies selling a drug and
not actually conducting due diligence. (Geltosky, Tr. 1177).

Response to Proposed Finding No. 553
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky’s
experiences on behalf of “net sellers” of pharmaceutical technology are not relevant to his
analysis of the DCA. Dr. Geltosky testified that while working on behalf of net sellers, he gained
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experience seeing how buyer companies approached development agreements and how they
conducted due diligence. (Geltosky, Tr. 1184).
554.

Dr. Geltosky consequently cannot speak to how the universe of small or mid-sized
pharmaceutical companies approach partnerships for early-stage products. (Geltosky, Tr.
1143).

Response to Proposed Finding No. 554
The Proposed Finding is misleading and inaccurate to the extent it suggests that Dr.
Geltosky cannot speak to how the universe of small or midsized pharmaceutical companies
approach partnerships for early-stage products. Dr. Geltosky testified that, through his
experiences as both buyer and seller of pharmaceutical technologies, companies of all sizes have
approached development agreements using the same general process. (Geltosky, Tr. 1184;
CX4042 (Geltosky, Dep. at 85-86)). Dr. Geltosky’s experience with the process for evaluating
business development opportunities is consistent with Endo’s own process for evaluating
business development opportunities. (CCF ¶¶ 1103-10; 1135-38).
(2)
555.

Endo’s Focus on Central Nervous System Drugs

At the time of settlement, Dr. Cobuzzi, Endo’s Senior Vice President of Corporate
Development, considered the DCA’s focus on Parkinson’s treatment “an exciting
opportunity for Endo as it further builds our product pipeline for the future with a drug
candidate that fits with our commercial footprint.” (CX1209-001; see Geltosky, Tr.
1162).

Response to Proposed Finding No. 555
The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that Parkinson’s disease treatments were a primary area of interest for Endo. At
the time of the DCA, Endo’s business was not focused on pursuing Parkinson’s disease
treatments. (CCF ¶¶ 1087-95). Endo’s primary areas of interest were urology, endocrinology,
oncology as well as pain. (CCF ¶¶ 1087-89). In 2008, Endo received a recommendation for late
stage product opportunities from a market and analytics research group. The L.E.K. analysis
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excluded Impax’s carbidopa/levodopa Parkinson’s disease products from the list of potential
opportunities for Endo, because generic versions of carbidopa/levodopa products were already
on the market. (CCF ¶¶ 1090-91). {

} (CCF ¶¶ 1099-1102 (in camera)). {

} (CCF ¶ 1102 (in camera)).
556.

Dr. Geltosky acknowledges that Endo’s Senior Vice President of Corporate Development
is better qualified to assess the strategic fit of the DCA than he is. (Geltosky, Tr. 1163).

Response to Proposed Finding No. 556
The Proposed Finding is misleading insofar as it implies that Endo’s contemporaneous
documents support the conclusion that Parkinson’s disease treatment was a strategic fit for Endo
in 2010. Endo’s February 2010 Corporate Development Update identified urology,
endocrinology, and oncology as the primary areas of interest. In March 2010, the corporate
development update once again did not identify Parkinson’s disease treatment as a primary area
of interest. (CCF ¶¶ 1088-89). Prior to 2010, Endo had considered and rejected potential deals
involving Parkinson’s disease treatments. (CCF ¶ 1093). This contemporaneous evidence
supports Dr. Geltosky’s opinion that Parkinson’s disease treatments were not a strategic fit for
Endo in 2010.
557.

Indeed, when Dr. Geltosky approached Endo in his role as a consultant to propose an
investment opportunity he believed was a strategic fit for Endo, Endo rejected his
overture because “[t]hey were not interested enough to execute an agreement.”
(Geltosky, Tr. 1172-73).

Response to Proposed Finding No. 557
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky has
incorrectly assessed the strategic fit of the particular product at Endo. As Dr. Geltosky explained,
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the issue with the product he was presenting to Endo was not with the particular therapeutic area
of the product. Rather, the developmental stage of the product that Dr. Geltosky was presenting
to Endo was too early for them. (Geltosky, Tr. 1173).
558.

Moreover, Dr. Geltosky did not review Endo’s opportunity evaluation worksheets—
which assessed possible collaborations with other companies to develop drugs—to see
whether they reflected Endo’s strategic business goals. (Geltosky, Tr. 1165).

Response to Proposed Finding No. 558
The Proposed Finding is misleading to the extent that it suggests that Dr. Geltosky’s
opinion on the strategic fit of the DCA to Endo’s business was not based on adequate
information. Dr. Geltosky opined that based upon his review of internal Endo presentations, he
did not see that Endo had a focus or interest in pursuing Parkinson’s disease treatments.
(Geltosky, Tr. 1071; CCF ¶¶ 1086-95). Specifically, Dr. Geltosky reviewed Endo corporate
documents that identified Endo’s product area strategies and goals for filling its pipeline.
(CX5003 at 17 (¶ 28) (Geltosky Report)). These documents did not mention neurology or
Parkinson’s disease as an area of interest, and instead stated that Endo’s business focused on
pain, urology, endocrinology, and the oncology therapeutic areas. (CX5003 at 17 (¶ 28)
(Geltosky Report)). In 2008, Endo received a recommendation for late stage product
opportunities from a market and analytics research group. The L.E.K. analysis excluded Impax’s
carbidopa/levodopa Parkinson’s disease products from the list of potential opportunities for
Endo, because generic versions of carbidopa/levodopa products were already on the market.
(CCF ¶¶ 1090-91). Internal Endo documents also showed that at the time the DCA was entered
into, Endo was interested in investing in market-ready products that would provide near term
revenues. (CCF ¶¶ 1096-98). IPX-203 did not fit Endo’s profile for a market-ready product that
would provide near term revenues. (CCF ¶ 1098).
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The Proposed Finding is further misleading to the extent that it suggests that the
documents Dr. Geltosky reviewed in opining that the DCA was not a strategic fit for Endo did
not accurately reflect Endo’s views. Impax has not provided any evidence to undercut Endo’s
explicit statements in these documents.
559.

Yet Dr. Geltosky conceded that Endo’s opportunity evaluation worksheets actually noted
that drugs targeted at the central nervous system were a “fit” for Endo because they
overlapped with Endo’s neurology call points. (Geltosky, Tr. 1168-69; see CX1209003).

Response to Proposed Finding No. 559
The Proposed Finding is misleading to the extent it suggests Dr. Geltosky opined that
drugs that targeted the central nervous system were a fit for Endo. Dr. Geltosky opined that
based upon his review of internal Endo presentations, he did not see that Endo had a focus or
interest in pursuing Parkinson’s disease treatments. (Geltosky, Tr. 1071; CCF ¶¶ 1086-95).
Specifically, Dr. Geltosky reviewed Endo corporate documents that identified Endo’s product
area strategies and goals for filling its pipeline. (CX5003 at 17 (¶ 28) (Geltosky Report)). These
documents did not mention neurology or Parkinson’s disease as an area of interest, and instead
stated that Endo’s business focused on pain, urology, endocrinology, and the oncology
therapeutic areas. (CX5003 at 17 (¶ 28) (Geltosky Report)). In 2008, Endo received a
recommendation for late stage product opportunities from a market and analytics research group.
The L.E.K. analysis excluded Impax’s carbidopa/levodopa Parkinson’s disease products from the
list of potential opportunities for Endo, because generic versions of carbidopa/levodopa products
were already on the market. (CCF ¶¶ 1090-91). Internal Endo documents also showed that at the
time the DCA was entered into, Endo was interested in investing in market-ready products that
would provide near term revenues. (CCF ¶¶ 1096-98). IPX-203 did not fit Endo’s profile for a
market-ready product that would provide near term revenues. (CCF ¶ 1098).
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The Proposed Finding is further misleading to the extent that it suggests that the
documents Dr. Geltosky reviewed in opining that the DCA was not a strategic fit for Endo did
not accurately reflect Endo’s views. Impax has not provided any evidence to undercut Endo’s
explicit statements in these documents.
d.
560.

Due Diligence

Dr. Geltosky also opined that Endo’s due diligence review of the DCA was not consistent
with its usual processes. (Geltosky, Tr. 1158-59).

Response to Proposed Finding No. 560
Complaint Counsel has no specific response.
561.

Dr. Geltosky’s opinion regarding Endo’s due diligence practices is based on a single
document provided to him by Complaint Counsel. (Geltosky, Tr. 1159).

Response to Proposed Finding No. 561
The Proposed Finding is misleading to the extent it suggests that the document regarding
Endo’s due diligence practice reviewed by Dr. Geltosky and cited in his report, (CX2784 (Aug
2009 Endo Business Development Process Orientation document)), does not reflect the process
that was in place at Endo in 2010. Impax has provided no evidence to suggest that the business
development process identified in CX2784 is an inaccurate reflection of the process in place at
Endo. In fact, during testimony, Dr. Cobuzzi verified that the process outlined in CX1701 (9 July
2010 Endo Corporate Development Update) was the process used at Endo. (Cobuzzi, Tr. 256874). In the forwarding email of the document, Dr. Cobuzzi notes that both the COO (Julie
McHugh) and CFO (Alan Levin) agree with the process. (CX1701 at 001). This process
consisted of the steps of asset identification, initial screening, evaluation, due diligence, and
negotiation and deal closure. (CX1701 at 011-12). These steps are consistent with the steps
outlined in CX2784, the document relied upon by Dr. Geltosky. (CX2784 at 024-27 (Prospective
Identification), 031-50 (due diligence) 051-55 (negotiation/transaction phase))).
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562.

It is perhaps for this reason that Dr. Geltosky does not offer an opinion about whether
Endo exercised good business judgment in its due diligence. (Geltosky, Tr. 1128).

Response to Proposed Finding No. 562
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 561.
The Proposed Finding is also misleading insofar as it suggests that Dr. Geltosky does not
opine about whether Endo’s due diligence for IPX-203 was consistent with Endo’s own
standards and industry standards. As Dr. Geltosky explained, based on his 35-plus years of
experience, he concluded that the overall strategic fit, negotiation process, due diligence efforts,
and terms of the DCA were not consistent either with Endo’s or the pharmaceutical industry’s
usual and expected practice for early-stage development projects. (Geltosky Tr. 1059, 1067;
CX5003 at 5 (¶ 13) (Geltosky Report); CCF ¶¶ 1111, 1113, 1120-23, 1128, 1130-34, 1135-39).
563.

Dr. Geltosky admits, moreover, that key variables surrounding IPX-203 were informed
by information about IPX-066, both because IPX-203 was a follow-on drug and because
the two products could compete. (Geltosky, Tr. 1153, 1155-56).

Response to Proposed Finding No. 563
The Proposed Finding is misleading and inaccurate to the extent that it suggests that key
variables surrounding IPX-203 were informed by information about IPX-066, both because IPX203 was a follow-on drug and because the two products could compete. Dr. Geltosky testified
that commercial market information about IPX-066 could provide a baseline for the analysis of
IPX-203, but he did not “think there were enough data available to . . . hang your hat on at that
point.” (Geltosky, Tr. 1155). IPX-203 needed to be superior to IPX-066 in order to be successful.
(Geltosky, Tr. 1093-94). The parties would have had to do a Phase III study to see if IPX-203
was superior to IPX-066 in order to see if information on IPX-066 could be used as a benchmark.
(Geltosky, Tr. 1154-55). {

} (CCF ¶¶
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1250-51, 1259 (in camera)). Moreover, one would need to make adjustments to any variables to
account for the different risks associated with each IPX-066 and IPX-203, which Endo did not
do. (CCF ¶¶ 1203-18).
564.

Those variables included the parameters of the project and the burdens associated with it.
(Geltosky, Tr. 1153).

Response to Proposed Finding No. 564
The Proposed Finding is misleading and inaccurate for the reasons set out in the response
to Proposed Finding No. 563.
565.

In modeling how IPX-203 might perform in the market, Dr. Geltosky conceded that
Impax and Endo needed to use IPX-066 as a benchmark. (Geltosky, Tr. 1153-54).

Response to Proposed Finding No. 565
The Proposed Finding is misleading and inaccurate for the reasons set out in the response
to Proposed Finding No. 563.
566.

And Dr. Geltosky admits that Impax provided Endo with comprehensive information
regarding IPX-066, including clinical information regarding safety and efficacy,
intellectual property, technical due diligence, and financial analysis. (Geltosky, Tr. 115658; RX-272.0005-08).

Response to Proposed Finding No. 566
{

} (CCF ¶ 1164 (in camera)). {
} (CCF ¶
1163 (in camera)).
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567.

Impax never refused to provide Endo with requested due diligence information.
(Geltosky, Tr. 1149). And Dr. Geltosky does not criticize Impax’s due diligence efforts.
(Geltosky, Tr. 1183).

Response to Proposed Finding No. 567
Complaint Counsel has no specific response, except to point out that the burden of
performing due diligence on IPX-203 was on Endo as the potential buyer of the technology.
(CCF ¶¶ 1103, 1134). As the originator company, Impax would have no need to complete due
diligence on its own product.
B.
568.

The SLA Did Not Include a Large or Unjustified Payment

The SLA’s terms were of uncertain value at the time of settlement. Their value hinged
on unknown future events that were entirely outside of Impax’s control. (Cuca, Tr. 629;
Snowden, Tr. 437).

Response to Proposed Finding No. 568
Complaint Counsel objects to the term “uncertain value” as vague. The terms were
negotiated by sophisticated companies and collectively had value for each company, even
without knowing the precise dollar amount that a single term would generate for a company at
some point in the future. For example, Impax’s agreement not to sell generic Opana ER before
the Commencement Date had value for Endo, even if the precise dollar amount that Endo would
receive from that term was not known in June 2010. (CCF ¶¶ 332-35). Similarly, Endo’s
agreement not to launch an authorized generic during Impax’s first-filer exclusivity and to pay
Impax if market conditions degraded Impax’s market opportunity during that exclusivity period
had value, even if the precise dollar amount that Impax would receive was not known in June
2010. (CCF ¶¶ 390-444). Moreover, the companies’ documents provide information from which
one could reliably estimate the value that might result from one or more terms. For example,
Impax had modeled the effect of competition from an Endo authorized generic on Impax’s
expected oxymorphone ER sales. Based on this model, the value of Endo’s No-AG commitment
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was between $23 million to $33 million, and could be even higher if Endo’s sales of Original
Opana ER had continued to increase. (CCF ¶¶ 412-14).
Complaint Counsel further objects to the terms “SLA’s terms” and “[t]heir value” as
vague. It is unclear whether Respondent is referencing all terms of the SLA or some subset of
terms. The cited sources only discuss the mathematical formula used in one specific provision of
the SLA.
569.

Depending on how market events unfolded, the SLA’s supposed payment terms—the
Endo Credit and No-Authorized Generic provision—could have resulted in zero value to
Impax. (Cuca, Tr. 628-29; Reasons, Tr. 1219).

Response to Proposed Finding No. 569
The Proposed Finding is misleading and incomplete. Although it was theoretically
possible that both the Endo Credit and the No-AG provision could have resulted in zero value to
Impax, there is no evidence that this outcome was plausible, let alone sufficiently likely to occur
such that the expected value of the payment terms was less than saved litigation costs. The NoAG provision was worth substantial value to Impax when the SLA was executed because it
ensured that Impax would face no generic competition during its exclusivity period. (CCF ¶¶
410-17). The Endo Credit was designed to insulate Impax against a substantial decrease in sales
of Opana ER which would reduce the value of the No-AG provision. (CCF ¶¶ 254-55, 430). The
Endo Credit was “super, super important” to Impax’s chief negotiator (CCF ¶ 427), as it was
intended to make Impax whole for the sales Impax would have otherwise achieved. (CCF ¶¶
429-30). Together, as Impax’s CFO told investors, these terms ensured that Impax would have a
“reasonable outcome almost no matter what happens.” (CCF ¶ 438). Indeed, at the time it
executed the SLA, Impax viewed the chances that the No-AG/Endo Credit payment would result
in zero value as “so unlikely it wasn’t worth worrying about.” (CCF ¶ 480).
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Further, this Proposed Finding is inaccurate in that it lists “the SLA’s supposed payment
terms” as the No-AG Agreement and the Endo Credit, but omits the guaranteed $10 million
upfront payment in the DCA, which was incorporated into the SLA by Section § 9.3. (CCF ¶¶
1066-67).
570.

But Complaint Counsel did not offer any evidence regarding the value of the supposed
payment terms in light of their contingent nature. Nor did it present any evidence that
those terms carried a large expected value. (Noll, Tr. 1613; Addanki, Tr. 2384).

Response to Proposed Finding No. 570
The Proposed Finding is factually inaccurate. Complaint Counsel offered substantial
evidence about the potential value of the No-AG/Endo Credit payment in numerous different
scenarios (CCF ¶¶ 461-72), that the only scenario in which the value of the No-AG/Endo Credit
payment would be less than $16.5 million (the “zero value” scenario) was extremely unlikely
(CCF ¶¶ 473-91), and that Impax expected to and did receive significant value from the NoAG/Endo Credit payment and the $10 million upfront payment in the DCA. (CCF ¶¶ 390-444).
571.

Finally, the evidence is clear that there was no link between either the Endo Credit or the
No-Authorized Generic and Impax’s license date. Neither was exchanged for delay.
(Mengler, Tr. 567; Cuca, Tr. 666).

Response to Proposed Finding No. 571
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
First, the No-AG/Endo Credit was directly linked to the entry date, as the No-AG provision was
in every written proposal exchanged between Endo and Impax with a 2013 entry date, and the
Endo Credit was added to protect the value of the No-AG exclusivity period. (CCF ¶¶ 1036-39).
Indeed, after Endo agreed to the Endo Credit, Impax “stop[ped] pursuing an earlier launch date.”
(CCF ¶ 257). Second, it made no sense for Endo to forgo sales of an AG or make an Endo Credit
payment without receiving something in return, and what Endo got was Impax’s agreement not
to sell generic Opana ER until January 2013. (CCF ¶¶ 1040-43). Finally, Impax lost sales of
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generic Opana ER from staying out of the market until 2013, and the No-AG/Endo Credit
payment provided compensation for the costs of waiting until 2013 to sell. (CCF ¶¶ 1046-47).
The overwhelming weight of the evidence links the No-AG/Endo Credit payment and the
January 2013 entry date. (CCF ¶¶ 1034-54).
1.

The Endo Credit Provision
a.

572.

How Much Either Party Would Pay Under the Endo Credit and
Royalty Provisions, and Whether Any Payment Would be
Triggered, Was Uncertain at the Time of Settlement

Whether and how much Endo would be required to pay under the Endo Credit depended
on Endo’s actions and external market forces beyond either party’s control, including
peak quarterly sales of Opana ER after settlement and sales immediately before Impax’s
January 2013 launch. (Cuca, Tr. 629).

Response to Proposed Finding No. 572
The Proposed Finding is misleading and not supported by the evidence cited in that it
suggests that neither Endo nor Impax had any control over whether an Endo Credit payment
would be made. The magnitude of the Endo Credit depended primarily on whether and when
Endo introduced a reformulated version of Opana ER prior to January 2013. (CCF ¶¶ 326-27).
Endo had significant control over this decision. (CCF ¶¶ 482-87; see also Complaint Counsel’s
Response to Proposed Finding No. 1425). Recognizing Endo’s control over the potential
introduction of a reformulated product, Impax heavily negotiated the Endo Credit provision,
ensuring that all of the assumptions would be in its favor and requiring that Endo agree to
“aggressive numbers.” (CCF ¶ 260).
573.

In fact, the prospect of a payment from Endo to Impax could only be assessed by (1)
determining Endo’s quarterly peak sales between July 2010 and September 2012; (2)
determining the pre-Impax amount of Opana ER sales, “which is the sales of Opana ER
in the fourth quarter of 2012, the sales right before Impax was to launch its generic
product”; (3) comparing the quarterly peak number to the pre-Impax amount, and if the
pre-Impax amount is less than 50 percent, then the payment obligation is triggered; and
(4) only then multiplying the difference between the quarterly peak number and the pre-
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Impax number by a specified amount to calculate the final sum due. (Snowden, Tr. 437;
see CX2626-006; Engle, Tr. 1749-50).
Response to Proposed Finding No. 573
The Proposed Finding is factually inaccurate in that it states all of the listed information
is required to determine “the prospect of a payment.” The possibility of a payment under the
Endo Credit existed as soon as the SLA was entered. Impax and Endo each understood that the
Endo Credit might be triggered and require a significant payment. Thus, each party extensively
negotiated changes to the formula that would benefit it. (CCF ¶¶ 258-69, 431). The likelihood of
Endo paying the Endo Credit increased when Endo announced its plans to reformulate shortly
after signing the SLA. (CCF ¶ 125). Moreover, Endo was even able to estimate the amount of the
Endo Credit with sufficient specificity to make a filing with the Securities Exchange
Commission months in advance of having all of the information listed in this Proposed Finding.
(CCF ¶ 490).
Complaint Counsel further objects to the Proposed Finding as unsupported by the cited
testimony, which discuss calculations of the precise amount of the Endo Credit in 2012 and
2013, but do not discuss the prospect of the payment or whether each listed step is required to
determine the prospect of the payment.
574.

None of these factors were known at the time of settlement and could not be ascertained
until years later. (Snowden, Tr. 437-38).

Response to Proposed Finding No. 574
Complaint Counsel objects to the term “these factors” as vague. The factors for
determining the Endo Credit were known at the time of settlement and explicitly incorporated
into the SLA. (CCF ¶ 326-27). The precise numerical input for some components of the Endo
Credit were not known at the time of settlement, but the range of possible payments could be
estimated on the basis of product plans and sales forecasts, and Impax executives were able to
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calculate the Endo Credit before the payment was actually made in 2013. (CCF ¶ 463). Indeed,
based on the size of Opana ER sales at the time of settlement, the Endo Credit (if triggered)
would be at least $62 million (CCF ¶ 470).
575.

If Endo preserved or even enhanced Impax’s opportunity for original Opana ER, Endo
was not required to pay anything, but Impax might be obligated to pay Endo a royalty.
(CX2626-012).

Response to Proposed Finding No. 575
The Proposed Finding is factually inaccurate about what Endo was required to pay Impax
and misleading about the conditions under which a royalty would be paid. First, Endo was
required to forgo sales of an authorized generic during Impax’s first-filer exclusivity period.
(CCF ¶¶ 411, 1041). That requirement continued even if Impax’s opportunity for generic
Original Opana ER was preserved or enhanced. (CCF ¶¶ 1064-65). Forgoing these lucrative AG
sales was a payment from Endo to Impax. (CCF ¶¶ 410-11). Second, the SLA did not require
Impax to pay a royalty if original Opana ER sales were only preserved; rather specified growth
rates were required to trigger the royalty in section 4.3 of the SLA. (CCF ¶ 1064). Even if that
royalty was triggered and the market opportunity for generics was better, Endo would receive
only 28.5% of profits from Impax’s generic sales, instead of 100% of profits Endo would earn
from sales of its own AG. (CCF ¶ 1065).
576.

Impax was aware at the time of settlement that the Endo Credit could result in zero value
to Impax. (CX4032 (Snowden, Dep. at 204-06); CX4002 (Smolenski, IHT at 128-30)).

Response to Proposed Finding No. 576
The Proposed Finding is misleading and incomplete. At the time it executed the SLA,
Impax viewed the chances of the No-AG/Endo Credit payment resulting in zero value as “so
unlikely it wasn’t worth worrying about.” (CCF ¶ 480; see also Complaint Counsel’s Response
to Proposed Finding No. 569).
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577.

Indeed, this was Impax’s preferred outcome. Bryan Reasons, Impax’s Chief Financial
Officer, testified that Impax wanted to launch a generic product “into a robust, large
market and pay a royalty and have larger ongoing revenue streams than have a one-time
cash payment that we would pull out of our [financial] results when we report to the
investors.” (Reasons, Tr. 1226).

Response to Proposed Finding No. 577
The Proposed Finding is misleading in that it suggests that Impax preferred an outcome
that did not result in any payment from Endo. To the extent that Impax preferred to launch a
generic product “into a robust, large market a pay a royalty,” Impax simply preferred to receive
the payment from Endo in the form of the No-AG provision rather than the Endo Credit (which
was ultimately more than $102 million). If the sales of Opana ER continued to increase such that
Impax was required to pay a royalty, then the value of the No-AG provision would also grow.
(CCF ¶¶ 467-68). In all cases, the benefit to Impax from being the only seller of a generic
oxymorphone ER product would be greater than what it would be required to pay Endo in
royalties. (CCF ¶¶ 467-68).
578.

Investors want the same thing, discounting one-time payments when evaluating company
financials and placing an emphasis on forward-looking revenues. (Reasons, Tr. 1226).

Response to Proposed Finding No. 578
This Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 577.
579.

Impax’s Chief Executive Officer at the time of the settlement, Larry Hsu, also
emphasized Impax’s desire for a sustainable revenue source rather than a one-time lumpsum payment. (CX4014 (Hsu, IHT at 89, 165-66)).

Response to Proposed Finding No. 579
Complaint Counsel has no specific response.
580.

Impax’s Director of Market Planning, Ted Smolenski, similarly testified that “we would
make more money in the long run” by launching oxymorphone ER rather than receiving a
payment under the Endo Credit. (CX4002 (Smolenski, IHT at 204-05)).
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Response to Proposed Finding No. 580
Complaint Counsel has no specific response.
581.

And the Impax employees who negotiated the SLA and its Endo Credit provision had no
expectation that Endo would pay Impax anything pursuant to the Endo Credit.
(Snowden, Tr. 439).

Response to Proposed Finding No. 581
The Proposed Finding is misleading and incomplete because it assesses the Endo Credit
separately from the No-AG provision. Impax’s expectation for the Endo Credit was that it would
make Impax whole if Endo degraded the market opportunity for generic Opana ER, including the
No-AG provision, in advance of Impax’s launch in 2013. (CCF ¶¶ 254-55, 1058-61). Chris
Mengler—who negotiated the SLA and the Endo Credit provision—testified that the downside
protection that the Endo Credit provided was “super, super important” and a “deal-breaker” for
Impax. (CCF ¶ 434). Indeed, Mr. Mengler believed that it “wasn’t worth worrying about” the
possibility of the no-AG/Endo Credit payment having zero value. (CCF ¶¶ 480-81).
582.

Impax simply did not view the Endo Credit as a means to generate income; it was instead
meant to ensure Impax had a generic opportunity. (Mengler, Tr. 582-83).

Response to Proposed Finding No. 582
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The Endo Credit was not designed or intended to ensure that the generic Original Opana ER
market opportunity existed in January 2013, but rather to provide Impax with a payment if the
market opportunity had been degraded. (CCF ¶¶ 254-55, 1059-61). If the purpose was to “ensure
Impax had a generic opportunity,” the formula for the Endo Credit would have been designed to
deter Endo from reformulating. The Endo Credit was not designed in this way. (CCF ¶ 1062).
Instead, the Endo Credit formula related to the profits Impax would be losing during the first six
months of sales in the event of reformulation. (CCF ¶ 1061; see also CCF ¶¶ 270-75). And the
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Endo Credit did not ensure that Impax had a generic opportunity in January 2013, because Endo
reformulated the Opana ER market prior to Impax’s launch in January 2013, resulting in an Endo
Credit payment of more than $102 million. (CCF ¶ 1063).
583.

Given this perspective and the uncertainty regarding a payment under the Endo Credit,
Impax never analyzed or forecasted whether it would receive a payment under the Endo
Credit. (Mengler, Tr. 582; CX4038 (Engle, Dep. at 187-88)).

Response to Proposed Finding No. 583
The Proposed Finding is misleading to the extent that it suggests that Impax did not
attribute significant value to the Endo Credit. Impax heavily negotiated the Endo Credit
provision, ensuring that all of the assumptions would be in its favor and requiring that Endo
agree to “aggressive numbers.” (CCF ¶¶ 260-66). Chris Mengler—who negotiated the SLA and
the Endo Credit provision—testified that the downside protection that the Endo Credit provided
was “super, super important” and a “deal-breaker” for Impax. (CCF ¶ 434).
584.

And Impax never expressed an expectation to Endo that Endo would make a payment
under the Endo Credit. (CX4017 (Levin, Dep. at 128)).

Response to Proposed Finding No. 584
The Proposed Finding is misleading and incomplete. Impax told Endo that it expected
Endo would make a payment under the Endo Credit if the market opportunity for generic
Original Opana ER degraded prior to Impax’s launch. (CCF ¶¶ 253-57). Indeed, Impax told
Endo that it thought Endo had a “secret plan to damage the market,” which Endo denied. (CCF ¶
249).
Moreover, the Proposed Finding is not supported by the evidence. In the cited testimony,
Mr. Levin does not testify that Impax never expressed an expectation that Endo would make a
payment under the Endo Credit, only that he could not recall having such a discussion with
Impax.
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585.

Endo similarly did not forecast any payment under the Endo Credit at the time of
settlement. It instead conducted “about five minutes of work with maybe one or two sets
of numbers . . . to make sure the provision worked, and once [it] was satisfied with that,
that would have been the end of it.” (Cuca, Tr. 629-31 (ensuring formula “produced a
sensible result”); see CX4017 (Levin, Dep. at 96-98); Noll, Tr. 1649 (neither Endo nor
Impax forecast or planned for a payment under the settlement)).

Response to Proposed Finding No. 585
The Proposed Finding is misleading to the extent that it suggests that Endo had no
expectation that the Endo Credit might be triggered and require a significant payment. Endo
extensively negotiated changes to the formula that would reduce its payment obligation. (CCF ¶¶
261-63, 268-69, 431). Moreover, implementing reformulation in accordance with Endo’s plans
both before and after entering the settlement would necessarily trigger a substantial payment to
Impax under the Endo Credit. (See Complaint Counsel’s Response to Proposed Finding Nos. 593
and 1425).
586.

Although Endo analyzed how the Endo Credit was supposed to work, it never discussed
internally or with Impax what could prompt an obligation to pay. (Cuca, Tr. 631, 673).

Response to Proposed Finding No. 586
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 585. In addition, the Proposed Finding is factually inaccurate. At a minimum, Impax
repeatedly discussed with Endo that reformulation of Opana ER could trigger an obligation to
pay the Endo Credit. (CCF ¶¶ 250-56). Moreover, the Proposed Finding is not supported by the
evidence cited, which consists solely of the testimony of one Endo employee who only attended
some of the phone calls and meetings with Impax. (Cuca, Tr. 609).
587.

And Endo acknowledged at the time of settlement that the Endo Credit could result in no
value to Impax. (Cuca, Tr. 628-29; CX4017 (Levin, Dep. at 143-44)).

Response to Proposed Finding No. 587
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The Proposed Finding is misleading and incomplete because it assesses the Endo Credit
separately from the No-AG provision. The Endo Credit was intended to make Impax whole if
Endo degraded the market opportunity for generic Opana ER, including the no-AG provision, in
advance of Impax’s launch in 2013. (CCF ¶¶ 1058-61). If Endo did not harm the market for
Impax’s generic oxymorphone ER product before its licensed entry in 2013, then Endo would
make no payment under the Endo Credit, but Impax would enjoy the benefit of the 180-day NoAG exclusivity provision. (CCF ¶ 271; CX4005 (Levin, IHT at 77-78) (discussing Endo’s
uncertainties about getting FDA approval for Reformulated Opana ER and the ability to get
quota from the DEA as possible reasons why Endo expected it might not have to pay the Endo
Credit)). Moreover, implementing reformulation in accordance with Endo’s plans both before
and after entering the settlement would necessarily trigger a substantial payment to Impax under
the Endo Credit. (See Complaint Counsel’s Response to Proposed Finding Nos. 593 and 1425).
588.

As Mr. Cuca testified, he did not assume that there would be a payment under the Endo
Credit when he drafted the provision, and he knew that the term could result in zero
payment. (Cuca, Tr. 625-26; see Noll, Tr. 1649-50 (“I’m not aware of a document that
estimates the expected value of any provision of the settlement agreement or the overall
expected value of the settlement agreement to either party.”)).

Response to Proposed Finding No. 588
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 587.
589.

No one else at Endo expressed any view about the likelihood or size of payment under
the Endo Credit. (Cuca, Tr. 665-66).

Response to Proposed Finding No. 589
The Proposed Finding is not supported by the evidence cited, which consists solely of
testimony from one Endo employee who testified about what he had heard and only stated that
he would “probably” be aware of any plan within Endo to pay the Endo Credit. (Cuca, Tr. 665-
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66). In addition, the Proposed Finding is misleading for the reasons stated in response to
Proposed Finding No. 587.
590.

In fact, “it was not [Endo’s] expectation that a payment would have to be made.”
(CX4017 (Levin, Dep. at 99-100) (“at the time the transaction was inked I did not expect
that Endo would have to make a payment under this provision”)).

Response to Proposed Finding No. 590
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 587. In addition, the Proposed Finding is incomplete. In the cited testimony, Mr.
Levin could not recall how he reached that conclusion and could not explain why he discounted
other possibilities. (CX4017 (Levin, Dep. at 103) (“Q. In reaching that conclusion, did you
assess the various possibilities of what could occur under the Endo credit? A. […] I don’t
remember the details of my process for arriving at this conclusion” and “it would not be
appropriate for me to hypothesize about possibilities”)).
591.

Endo did not even book a reserve of any sort for a payment under the Endo Credit
because under “generally accepted accounting principles, which is what would have
governed the booking of that [reserve], you wouldn’t book that reserve unless the event
was probable and the amount of the reserve was estimable, and so we would not have
concluded that it was both probable and estimable at” the time of settlement. (Cuca, Tr.
664-65; CX4017 (Levin, Dep. at 125-26)).

Response to Proposed Finding No. 591
The Proposed Finding is misleading and incomplete. Generally accepted accounting
principles (GAAP) are “strict.” (Cuca, Tr. 667). To be booked and put in Endo’s financials, a
liability cannot be a range, but must be “a precise number,” which could not have been
“estimable” by Endo before knowing the quarterly peak sales of Opana ER between July 2010
and September 2012. (Cuca, Tr. 668-69). Thus, any liability could not be estimable in June 2010,
when the SLA was signed. But even though Endo did not account for the Endo Credit liability in
its financial statement until the precise size of the payment was estimable, that does not mean
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that Endo did not face the prospect of making a significant payment under the Endo Credit as of
June 2010. (Koch, Tr. 329-30) (a company can face a business loss from a contingency before it
must reflect the loss in a financial statement).
592.

Indeed, because Endo “did not expect to make a payment to Impax,” it did not accrue a
liability in its financial statements for the Endo Credit. (CX4017 (Levin, Dep. at 126)).

Response to Proposed Finding No. 592
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 591.
b.
593.

The Actual Endo Credit Payment Was Caused by Unforeseeable
Events

The fact and size of the Endo Credit payment were the result of post-settlement events
outside the control of Impax, including (1) Opana ER sales and (2) the Novartis supply
chain disruption that accelerated Endo’s complete withdrawal of original Opana ER.
(Addanki, Tr. 2354-56; Noll, Tr. 1612; Bazerman, Tr. 923 (“I can’t come up with an
answer to how [Impax] would have an impact” on any Endo Credit payment)).

Response to Proposed Finding No. 593
The Proposed Finding is misleading and incomplete by suggesting that whether Impax
received a payment depended on post-settlement events. As part of the SLA, Impax received the
No-AG/Endo Credit payment. (CCF ¶¶ 321-28). Under the No-AG provision, Endo agreed not to
sell an authorized generic during Impax’s first-filer exclusivity period, allowing Impax to
generate significantly more profits. (CCF ¶¶ 410-14). As insurance for Impax, the Endo Credit
was structured to replicate the profitability of the exclusivity period for Impax if the market for
Original Opana ER deteriorated. (CCF ¶¶ 254-55, 325-27, 1061). Whether Impax got value from
the No-AG provision or from the Endo Credit would be governed by post-settlement events, but
that Impax would get value from the No-AG/Endo Credit payment was all but ensured by the
SLA and did not depend on post-settlement events. (CCF ¶¶ 270-75). Assuming the Endo Credit
was triggered, the minimum value Impax would receive for the Endo Credit based on sales levels
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at the time of settlement was $62 million (CCF ¶ 470); if the Endo Credit was not triggered,
Impax would have received value of at least $16.5 million under the No-AG provision. (CCF ¶
471). The profits Impax received from the No-AG/Endo Credit payment increased as sales of
Original Opana ER grew prior to 2013, and the SLA envisioned the increased potential for
Impax from higher Original Opana ER sales. (CCF ¶¶ 1064-65). Whether Impax got that
increased profit potential from selling the only generic version of Opana ER for 180 days or from
the Endo Credit depended on whether sales of Original Opana ER declined (e.g., by Endo
reformulating).
The Proposed Finding is further misleading and incomplete with respect to the Novartis
supply issue and whether it accelerated the withdrawal of Original Opana ER. At the time of
settlement, Endo expected to get FDA approval for Reformulated Opana ER by late 2010 or
early 2011. (CCF ¶¶ 77-78). Endo planned to quickly launch the reformulated version in the
place of Original Opana ER. (CCF ¶ 78). The settlement did not change Endo’s strategy, and
Endo continued post-settlement to target launch of Reformulated Opana ER in early 2011. (RX78 at 0012 (Dec. 16, 2010 Revopan Launch Readiness Review showing planned launch date for
Reformulated Opana ER as Feb. 28, 2011)). But contrary to expectations, Endo did not get FDA
approval for Reformulated Opana ER until December 2011. (CCF ¶ 83). To say that any supply
issues caused Endo to accelerate launch of Reformulated Opana ER to a time period earlier than
Endo expected at the time of settlement is factually inaccurate.
594.

But Dr. Bazerman, one of Complaint Counsel’s own experts, admits that the FDA’s
actions shutting down Novartis’ plant even “took matters out of [Endo’s] hands” with
respect to the Endo Credit and any payments thereunder. (Bazerman, Tr. 923-24).

Response to Proposed Finding No. 594
The Proposed Finding is misleading and incomplete in that it implies that Professor
Bazerman believes Endo could have avoided making an Endo Credit payment if the Novartis
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plant did not shut down. To the contrary, Professor Bazerman testified that it would have been
very difficult for Endo to time the reformulation in a way that allowed Endo to avoid making an
Endo Credit payment and simultaneously fully convert the marketplace to reformulated product.
(CX4040 (Bazerman, Dep. at 135-36); see also CCF ¶ 80 (“Generally, it takes six to nine months
to transition a market from an original branded product to a reformulated branded product”)
(citing testimony from Impax and Endo employees); RX-095 at 0002 (Endo draft memo
discussing Endo being “particularly concerned” about trying to transition to reformulated Opana
ER in a few months “as we knew that Purdue’s OxyContin transition took 6 months”)). And
because of the magnitude of potential sales of reformulated Opana ER, a rational decisionmaker
would choose to make the Endo Credit payment rather than risk a partial transition. (Addanki,
Tr. 2463 (“[I]f [Endo] could make profit elsewhere by incurring the Endo [C]redit, they would”);
CX4040 (Bazerman Dep. at 135-36) (“the amount of funds that [Endo] would forgo of lost sales
[of] a branded Opana product would be larger than the money that they would save by not
paying out the Endo Credit”)). Indeed, Endo projected generating more than $1 billion in
revenues from sales of Reformulated Opana ER between 2012 and 2016 if reformulation
occurred before generic entry. (CX2724 at 004 (Jan. 2010 presentation on forecast scenarios for
Reformulated Opana ER)). As such, the Endo Credit payment would be “simply a cost of doing
business.” (CX4040 (Bazerman Dep. at 136)). Indeed, even after the Impax-Endo Settlement
Agreement, Endo planned to get approval for Reformulated Opana ER later in 2010 or early in
2011 and launch as soon as possible. (CCF ¶¶ 78-81, 484 (citing CX1108 at 004) (Nov. 2010
presentation to the Endo board of directors stating that Endo’s “current planning assumption is to
stop shipping all [Original] Opana ER by October 1, 2011”), 486-87).
595.

Endo, moreover, generated $300 million in sales of Opana products in 2010. (RX128.0002; CX4017 (Levin, Dep. at 151)).
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Response to Proposed Finding No. 595
Complaint Counsel has no specific response except to note that the second source does
not support the Proposed Finding, as Mr. Levin testified he could not remember Endo’s Opana
sales in 2010. (CX4017 (Levin, Dep. at 151) (“Frankly, I don’t remember at this point.”)).
596.

Endo expected to generate roughly $350 million in sales of Opana products in 2011, an
increase of less than 20 percent. (RX-128.0002; CX4017 (Levin, Dep. at 151)).

Response to Proposed Finding No. 596
Complaint Counsel has no specific response except to note that the second source does
not support the Proposed Finding, as Mr. Levin testified he did not know if that amount
accurately reflected Endo’s expected Opana sales in 2011. (CX4017 (Levin, Dep. at 151-52)).
597.

Some industry analysts forecasted that sales of Opana products could grow by as much as
35 percent on an annual basis. (See, e.g., RX-419 (not admitted or cited for the truth of
matters asserted therein); RX-422 (not admitted or cited for the truth of the matters
asserted therein)).

Response to Proposed Finding No. 597
The Proposed Finding is not relevant to the Impax-Endo Settlement Agreement or
Impax’s or Endo’s expectations about Opana ER sales at the time of settlement. The cited
sources—which were admitted for nonhearsay purposes and were not admitted for the truth of
the matters asserted—were published after the Impax settlement, so could not have informed
Endo or Impax when they were negotiating the settlement. Indeed, each cited source was
published in response to the Impax settlement. (See RX-419 (June 8, 2010 Buckingham Research
Group report, “Settlement with Impax Largely Removes Generic Opana ER Overhang Through
Jan. 2013”); RX-422 (June 14, 2010 Piper Jaffray report, “Endo Pharmaceuticals: Revising
Model to Reflect Opana ER Settlements”)). In addition, the sources are not reliable about presettlement expectations because analysts’ opinions for Opana ER sales in the cited sources
changed as a result of the Impax settlement as generic entry would not occur until 2013, contrary
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to previous analyst predictions of earlier generic entry. (RX-422 at 0001 (“our model now
reflects a generic erosion starting in 2013 compared to our previous estimate in the 2011/2012
timeframe”); see generally RX-419 at 0001 (stating that the settlement, which prevents generic
entry until 2013, “should allow growth for this franchise”)). For all of these reasons, the cited
sources are not relevant to pre-settlement expectations about growth of Opana ER sales or the
Impax-Endo Settlement Agreement.
598.

Other industry analysts projected a decline in Opana sales. (See, e.g., RX-417 (not
admitted or cited for the truth of the matters asserted therein); RX-421 (not admitted or
cited for the truth of the matters asserted therein)).

Response to Proposed Finding No. 598
The Proposed Finding is misleading and incomplete. Respondent appears to be using the
reports to suggest that Opana sales would not have grown substantially after the Impax
settlement and in advance of the Endo Credit payment. But the cited sources were published
before the Impax settlement, and the decline in Opana sales were projected as a result of generic
entry that analysts expected earlier than January 2013. (RX-417 (May 14, 2010 Cowen & Co.
report on Endo Pharmaceuticals discussing Impax’s tentative FDA approval and projecting
Opana ER sales decline in 2011); see also RX-422 (June 14, 2010 Piper Jaffray report noting
that pre-settlement model reflected generic entrant in 2011/2012 timeframe)). Respondent does
not address this fact and, therefore, the inferences Respondent attempts to draw from this
Proposed Finding about a potential Opana sales decline are misleading, speculative, and
incomplete. And there is no indication that Impax or Endo relied upon the figures in these
analyst reports when negotiating the SLA. Moreover, the cited sources were admitted for
nonhearsay purposes and were not admitted for the truth of the matters asserted. They thus offer
no independent support for the proposition that Opana ER sales would have declined after the
settlement.
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599.
} (RX-414).
Response to Proposed Finding No. 599
Complaint Counsel objects to the Proposed Finding as vague and potentially not
supported by the evidence cited, which is a large spreadsheet broken down by NDC and
customer category and includes sales measured on multiple bases, including dollar sales and
volume sales. The Proposed Finding does not indicate how Respondent measured purported sales
growth. Moreover, it is unclear which dosage strengths Respondent measures, specifically
whether it includes the 7.5 mg and 15 mg dosage strengths, which were discontinued by Endo in
2011 and for which a generic version was introduced by Actavis in 2011. (CCF ¶¶ 631, 841).
600.

That growth resulted in $186 million in sales of Opana ER in the fourth quarter of 2011
alone. (CX4017 (Levin, Dep. at 149); RX-108.0002 at 10).

Response to Proposed Finding No. 600
The Proposed Finding is misleading and incomplete in that Respondent appears to
suggest that the payment made under the Endo Credit could not have been expected because of
increased sales of Opana ER by late 2011. But the SLA envisioned that sales of Original Opana
ER could increase before January 2013 and that Impax would receive increased profits from the
No-AG provision. (CCF ¶ 1065). If Endo had not reformulated, Impax would have received
those higher profits through the No-AG provision by selling the only generic product for six
months in the larger market. (CCF ¶ 415; see also Complaint Counsel’s Response to Proposed
Finding No. 593). The Endo Credit was structured to provide Impax the corresponding value of
the exclusivity period as a cash payment if the market for Original Opana ER deteriorated before
2013. (CCF ¶¶ 254-55, 325-27, 1061).
The Proposed Finding is also misleading in that it suggests that, had Opana ER sales not
grown faster than expected after the June 2010 settlement, the Endo Credit payment would not
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have been large. But Professor Noll calculated that, even if sales of Opana ER peaked in June
2010 (and thus did not grow at all after the settlement), the smallest possible payment under the
Endo Credit (if triggered) was $62 million. (CCF ¶ 470). Impax does not challenge this
calculation. (CCF ¶ 479).
601.

From that unexpected high, sales of original Opana ER ceased altogether in early-2012
when the FDA forced Endo to stop selling the original formulation. (CX4017 (Levin,
Dep. at 138-39, 155); RX-100.0001; RX-094.0004; RX-108.0002 at 10).

Response to Proposed Finding No. 601
The Proposed Finding is misleading and incomplete. Endo had to stop selling the original
formulation of Opana ER because it chose to sell the reformulated version under the exact same
brand name as the original formulation. To eliminate confusion for patients, the FDA permitted
Endo only to sell one formulation under that brand name at a time on a strength-by-strength
basis. (CX4017 (Levin, Dep. at 138-39); RX-095 at 0003). The FDA did not force Endo to sell
the original and reformulated versions under the same “Opana ER” brand name; that decision
was Endo’s. (See CX2730 at 003 (Oct. 26, 2010 Endo presentation showing that Endo’s choice
of name for the reformulated product would be driven by whether the FDA allowed Endo to
make additional labeling claims)).
The Proposed Finding is also misleading in that it suggests that, had Opana ER sales not
grown faster than expected after the June 2010 settlement and then declined sharply in early2012, the Endo Credit payment would not have been large. But Professor Noll calculated, that,
even if sales of Opana ER peaked in June 2010 (and thus did not grow at all after the settlement),
the smallest possible payment under the Endo Credit (if triggered) was $62 million. (CCF ¶
470). Impax does not challenge this calculation. (CCF ¶ 479).
c.

Impax and Endo Could Only Determine that Endo Would Make
a Payment Under the Endo Credit Term in April 2012

213

PUBLIC

602.

Only after these events—the Novartis supply disruption in early 2012, the need to launch
reformulated Opana ER earlier than expected in March 2012, and the FDA’s subsequent
order to stop selling original Opana ER—could Endo determine that it owed a payment
under the Endo Credit. (Cuca, Tr. 665; Reasons, Tr. 1203, 1229; RX-039 (Endo Credit
liability discovered in April 2012)).

Response to Proposed Finding No. 602
The Proposed Finding is misleading and incomplete. The No-AG/Endo Credit payment
was structured so that Impax would profit either from the No-AG provision or the Endo Credit.
(CCF ¶¶ 271-72, 435-38). Indeed, Impax believed that the chances of getting nothing from either
the No-AG provision or the Endo Credit were “so unlikely it wasn’t worth worrying about.”
(CCF ¶ 480). Moreover, a payment under the Endo Credit would have been due under Endo’s
reformulation plans at the time the settlement was signed. When the settlement was being
negotiated and signed, Endo expected to get FDA approval for Reformulated Opana ER by late
2010 or early 2011 and planned to quickly launch the reformulated version in the place of
Original Opana ER. (CCF ¶¶ 77-78). Under that plan, Endo could have expected that it would
owe a payment under the Endo Credit. The settlement did not change Endo’s strategy, and Endo
continued to target launch of Reformulated Opana ER in early 2011. (RX-078 at 0012 (Dec.
2010 Endo Revopan Launch Readiness Review showing planned launch date for Reformulated
Opana ER as Feb. 28, 2011); see also Complaint Counsel’s Response to Proposed Finding Nos.
593 and 1425). Endo’s original reformulation plan was not achieved, as Endo did not get FDA
approval for Reformulated Opana ER until December 2011. (CCF ¶ 83).
The Proposed Finding is also misleading and incomplete about the FDA’s requirement
that Endo only sell one version of Opana ER at a time for the reasons set forth in response to
Proposed Finding No. 601.
603.

Indeed, the first time that Endo knew its sales would be zero in the last quarter of 2012
was after the Novartis plant shutdown and resulting supply interruption. (Cuca, Tr. 677;
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RX-094.0003-06 (supply chain disruption for original Opana ER resulted in Endo Credit
liability)).
Response to Proposed Finding No. 603
The Proposed Finding is misleading and incomplete insofar as it suggests that Endo could
not have expected to make a payment under the Endo Credit until after the Novartis plant
shutdown. In June 2010, at the time of the settlement, Endo’s reformulation plans anticipated
that sales of Original Opana ER would be zero in the last quarter of 2012. (CCF ¶¶ 78, 243-45).
At that time, Endo expected to get FDA approval for Reformulated Opana ER by late 2010 or
early 2011 and planned to quickly launch the reformulated version in the place of Original
Opana ER. (CCF ¶¶ 77-78, 243-45). Under that plan, sales in the last quarter of 2012 would have
been zero. (See also Complaint Counsel’s Response to Proposed Finding Nos. 602 and 1425).
The Proposed Finding is also misleading insofar as it suggests that Impax would not have
expected to profit from either the No-AG or Endo Credit provisions until after the Novartis plant
shutdown. Instead, at the time of the agreement, Impax believed that the chances of getting
nothing from either the No-AG provision or the Endo Credit were “so unlikely it wasn’t worth
worrying about.” (CCF ¶ 480).
604.

As Mr. Cuca explained, “One of the components of the [Endo Credit] formula is the sales
of Opana in the last quarter immediately before Impax’s launch. When the Novartis
supply disruption took place, we know that sales in that quarter were likely to be close to
zero.” (Cuca, Tr. 671).

Response to Proposed Finding No. 604
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 602 and 603.
605.

No one at Endo expected or discussed the possibility of a supply disruption at the time of
settlement. (Cuca, Tr. 671).

Response to Proposed Finding No. 605
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 602 and 603. Moreover, the Proposed Finding is not supported by the
evidence cited, which only references discussions in which a single employee was involved
during a specific time period. (Cuca, Tr. 671).
606.

Accordingly, Endo did not report a liability under the Endo Credit until May 2012. (RX494.0007 (Endo Form 8-K from May 1, 2012); CX4017 (Levin, Dep. at 140-41)).

Response to Proposed Finding No. 606
The Proposed Finding is misleading and incomplete. Generally accepted accounting
principles (GAAP) are “strict.” (Cuca, Tr. 667). To be booked and put in Endo’s financials, a
liability cannot be a range, but must be “a precise number,” which could not have been
“estimable” by Endo before knowing the quarterly peak sales of Opana ER between July 2010
and September 2012. (Cuca, Tr. 668-69). Thus, any liability could not be estimable in June 2010,
when the SLA was signed. But even though Endo did not account for the Endo Credit liability in
its financial statement until the precise size of the payment was estimable, that does not mean
that Endo did not face the prospect of making a significant payment under the Endo Credit as of
June 2010. (Koch, Tr. 329-30) (a company can face a business loss from a contingency before it
must reflect the loss in a financial statement).
607.

The first time Impax learned it was likely to receive any payment under the Endo Credit
was May 2012, when Endo publicly disclosed that it had accrued the liability. (Reasons,
Tr. 1228).

Response to Proposed Finding No. 607
The Proposed Finding is not supported by the evidence cited, which is testimony from a
single Impax employee—who did not join Impax until January 2012—about when he “heard a
payment would be due under the Endo Credit.” (Reasons, Tr. 1199-1200, 1228 (emphasis
added)). In other testimony, Mr. Reasons agreed that the No-AG and Endo Credit provisions
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worked in tandem to provide compensation to Impax: “[I]f the market for Opana ER did not
decline, the value of the No-AG provision would be higher, but if the market did decline, Impax
would get a payment under the Endo Credit.” (CCF ¶ 438).
The Proposed Finding is also misleading insofar it suggests that Impax did not expect a
payment under either the Endo Credit or No-AG provision until May 2012. The No-AG/Endo
Credit payment was structured so that Impax would profit either from the No-AG provision or
the Endo Credit. (CCF ¶¶ 435-38). Indeed, Impax believed that the chances of getting nothing
from either the No-AG provision or the Endo Credit were “so unlikely it wasn’t worth worrying
about.” (CCF ¶ 480). Impax was even telling investors in 2011—well before the time cited in the
Proposed Finding—that Impax had “a reasonable outcome almost no matter what happens.”
(CCF ¶ 438).
608.

Impax did not even attempt to calculate the size of any payment until the third quarter of
2012. (Engle, Tr. 1765-66).

Response to Proposed Finding No. 608
The Proposed Finding is misleading and not relevant to the issue of whether Impax would
be paid under the No-AG/Endo Credit payment. The settlement was structured to ensure Impax
received value from the No-AG/Endo Credit payment, and Impax knew of that value as soon as
the settlement was signed. (CCF ¶¶ 435-38). Impax was even telling investors in 2011—a year
before the time cited in the Proposed Finding—that Impax had “a reasonable outcome almost no
matter what happens.” (CCF ¶ 438).
Further, even the limited point made by the Proposed Finding is not supported by the
evidence cited. The cited testimony is one witness stating that he could not recall personally
doing any calculations of the Endo Credit amount until he was asked to do so in the third quarter
of 2012.
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d.
609.

There is No Link Between the Endo Credit and Impax’s License
Date

During settlement discussions, the parties never discussed Impax accepting the Endo
Credit for a later license date. (Mengler Tr. 567).

Response to Proposed Finding No. 609
The Proposed Finding is factually inaccurate, as the Endo Credit replaced a provision that
would have allowed Impax to enter earlier. (CCF ¶¶ 1048-53). To protect itself against a possible
reformulation of Opana ER, Impax proposed an acceleration provision that would make Impax’s
licensed entry date sooner than January 2013 if sales of Original Opana ER dropped by a specific
trigger percentage. (CCF ¶¶ 251-52, 424, 1001). Instead of such an acceleration trigger, Endo
and Impax ultimately agreed to the Endo Credit, which resulted in a later date than would have
occurred under an acceleration provision and a payment to Impax if sales dropped by the trigger
percentage. (CCF ¶¶ 260, 432, 1002, 1052). Impax discussed with Endo that, if Impax agreed to
the Endo Credit instead of earlier entry through an acceleration provision, Impax wanted all of
the factors in the Endo Credit formula to be written aggressively in Impax’s favor. (CCF ¶ 260).
The Proposed Finding is further misleading and incomplete in that it omits key details
about the negotiations, even if not explicitly “discussed” by Endo and Impax. Every proposal
exchanged between Endo and Impax with an entry date in 2013 contained a No-AG provision,
and the Endo Credit was developed as insurance to Impax for the value of the No-AG provision
in the event the market opportunity for generic Opana ER declined before 2013. (CCF ¶¶ 1034,
1036-39). Impax acknowledged that, in exchange for Endo agreeing to the Endo Credit, it
“stop[ped] pursuing an earlier launch date” than 2013. (CCF ¶ 257). Further, the No-AG/Endo
Credit payment makes no sense unless linked to the 2013 entry date. Endo would not be willing
to make a cash payment to Impax unless it was getting something in return, specifically the
ability to sell its branded product until 2013 without generic competition. (CCF ¶¶ 1005, 1040-
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43). Similarly, Impax would not have been willing to stay out of the market—which it was
preparing to enter as early as mid-2010—until 2013 unless it received compensation to offset its
lost sales. (CCF ¶¶ 1044-47). The primary compensation for Impax staying out of the market was
the No-AG/Endo Credit payment. The No-AG/Endo Credit is, therefore, directly connected to
Impax’s agreement to stay out of the market until the licensed entry date.
610.

Impax did not accept a later entry date in exchange for the Endo Credit. (Mengler, Tr.
567).

Response to Proposed Finding No. 610
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 609.
611.

Endo similarly did not believe it was giving Impax any settlement provision in exchange
for a later entry date. (CX4012 (Donatiello, IHT at 172-73) (no provisions in SLA linked
to commencement date)).

Response to Proposed Finding No. 611
The Proposed Finding is not supported by the evidence cited. Only one source is cited for
the Proposed Finding, and that testimony related specifically to a question about the license
Impax obtained to patents that did not exist at the time of settlement. In response to that question,
the witness said there was nothing he could remember. (CX 4012 (Donatiello, IHT at 173) (“Q.
Did the addition of the license to future patents change the commencement date? A. I don’t
remember any of the sections being related to one another, or discussions with Impax about any
of that.”)). This does not support the conclusion Respondent draws that there was no link
between the Endo Credit and a “later entry date.”
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 609.
612.

And Endo did not plan to pay Impax a large sum of money in return for Impax delaying a
launch of its oxymorphone ER product. (Cuca, Tr. 666).
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Response to Proposed Finding No. 612
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding Nos. 601, 602, and 609. The Proposed
Finding is also not supported by the evidence cited, which is testimony from a single Endo
employee who could only say that he “[p]robably” would have been aware if Endo had a plan
(Cuca, Tr. 666).
613.

Indeed, by the time the Endo Credit was introduced, the parties had already negotiated
entry dates for some time. (RX-333 (Endo’s initial term sheet with no Endo Credit
provision); CX4017 (Levin, Dep. at 117) (Endo’s initial offer included March 2013 entry
but no Endo Credit); RX-386).

Response to Proposed Finding No. 613
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 609.
614.

Adding the Endo Credit to the proposed settlement did not lead to a later license date, just
the opposite. The SLA hastened Impax’s license date to January 1, 2013. (CX2626
(executed settlement agreement including Endo Credit and January 1, 2013 license date);
CX4017 (Levin, Dep. at 121)).

Response to Proposed Finding No. 614
The Proposed Finding is misleading, incomplete, and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 609.
615.

At bottom, Impax “ended up with the earliest possible entry date and with a protection in
the event that the market conditions became adverse to Impax.” (Mengler, Tr. 536).

Response to Proposed Finding No. 615
The Proposed Finding is misleading and incomplete. Even if one assumes that Endo
would not have agreed to give Impax the Endo Credit and an entry date earlier as Mr. Mengler
implies, that does not speak to whether Impax could have negotiated an earlier entry date without
the No-AG/Endo Credit payment. Such a payment would be expected to expand the range of

220

PUBLIC

settlement negotiations and allow the parties to agree to a settlement with an entry date for Impax
beyond what would have been expected without the payment. (CCF ¶ 994). If Endo agreed to
January 2013 entry coupled with a significant payment to Impax, simple negotiation logic
implies that Endo would have given an earlier entry date without paying Impax. (CCF ¶ 995).
Indeed, Endo negotiated settlements with several other generic companies in which the generic
got an earlier entry date, but no payment. (CCF ¶ 1009).
The Proposed Finding also is not supported by the evidence cited, because it contains no
information relating to Endo. As an Impax employee, Mr. Mengler has no idea what entry dates
Endo would have been willing to offer if the agreement did not include the No-AG/Endo Credit
payment. (CCF ¶¶ 1443-44 (cannot determine Endo’s reservation value from examining
negotiations that occurred between Endo and Impax)). It is not even clear what Mr. Mengler’s
arguable basis would even be, as every proposal he discussed with Endo included some form of
the No-AG/Endo Credit payment. (CCF ¶¶ 230-31, 253-56, 276-78).
2.

The No-Authorized Generic Term
a.

616.

Endo Did Not Plan to Launch an Authorized Generic

Demir Bingol, Endo’s Senior Director of Marketing for the Oral Analgesics business and
the person responsible for marketing Endo’s Opana ER products, testified that an
authorized generic “was never, to my knowledge . . . fully realized as a plan or an idea.”
(Bingol, Tr. 1338-39; see Bingol, Tr. 1337 (“I don’t recall specific forecasts about an
authorized generic.”)).

Response to Proposed Finding No. 616
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
because it omits efforts that Endo took towards an authorized generic in 2010 and ignores the
financial incentives for Endo to sell an AG if it did not reformulate Opana ER. Endo planned to
compete by selling an authorized generic if Impax began selling generic Opana ER in 2010.
(CCF ¶ 85 (citing CX2576 at 003 (“We will launch on word/action of first generic competitor”)
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and CX3007 at 003 (“If Impax launches, Endo will launch its authorized generic. . . .”)). Endo
projected that sales of that AG could offset more than one-third of its lost branded Opana ER
sales in 2010 after a generic first launched. (CCF ¶ 84). Endo designed a generic tablet, obtained
labels, created new SKUs, informed drug wholesalers that Endo would launch an AG as soon as
Impax began selling, and manufactured enough generic Opana ER to support a June 2010 AG
launch. (CCF ¶¶ 86-90, 400-03). Endo would have the same strong incentives to sell an AG
when Impax launched in 2013 if Endo’s reformulation strategy failed—e.g., if the FDA had not
approved Reformulated Opana ER (which the FDA later asked Endo to withdraw from the
marketplace for reasons of safety)—because an AG would offset some of the losses from
decreased branded sales. (CCF ¶ 84). Indeed, Endo launched an AG of immediate-release Opana
just a few months after the Impax settlement, when generic versions of immediate-release Opana
launched. (CCF ¶ 1350). If Endo had not reformulated, the No-AG provision would have caused
Endo to forgo valuable Opana ER authorized generic sales that it otherwise would have had the
incentive to make. (CCF ¶ 1041). Instead, Endo reformulated and paid the Endo Credit.
617.

Brian Lortie, Endo’s Senior Vice President for Pain Solutions at the time of settlement,
similarly explained that “we never seriously considered taking any further steps to
prepare for or to do [an authorized generic] because we really didn’t want to.” (CX4019
(Lortie, Dep. at 118-19)).

Response to Proposed Finding No. 617
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 616.
618.

And Mark Bradly, Endo’s Senior Director of Corporate Finance at the time of settlement,
testified, “I don’t recall having any conversation with any colleagues regarding the
launch of an authorized generic.” (CX4031 (Bradly, Dep. at 198)).

Response to Proposed Finding No. 618
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 616.
619.

Despite Endo’s forecasting of various scenarios impacting original and reformulated
Opana ER, including the theoretical ability to market drug claims that had not been
approved by the FDA, Endo often did not forecast an authorized generic launch. (Bingol,
Tr. 1338-39).

Response to Proposed Finding No. 619
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 616.
620.

And given Endo’s plans to launch a reformulated version of Opana ER, it had no
intention of launching both an authorized generic and a reformulated version of Opana
ER. (Bingol, Tr. 1338).

Response to Proposed Finding No. 620
The Proposed Finding is misleading and not relevant to whether Impax would receive a
payment under the No-AG/Endo Credit payment provisions. Under the SLA, Impax would
receive a large payment either through increased generic sales generated by Endo forgoing an
AG (i.e., the No-AG provision) or through a cash payment under the Endo Credit if the market
opportunity for generic Original Opana ER declined before Impax’s launch. (CCF ¶ 271-72,
1031). Because the Proposed Finding assumes that Endo switched to a reformulated Opana ER
product, sales of an AG would be irrelevant to the specific value Impax received from the NoAG/Endo Credit payment. Impax would receive the payment under the Endo Credit. (CCF ¶¶
271-72).
621.

Mr. Lortie explained that Endo “intended to replace one product with the other, and that
would be the only product that we had on the market.” (CX4019 (Lortie, Dep. at 11718)).

Response to Proposed Finding No. 621
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The Proposed Finding is misleading and not relevant to whether Impax would receive a
payment under the No-AG/Endo Credit payment provisions for the reasons set forth in response
to Proposed Finding No. 620.
622.

Mr. Lortie noted it would be “morally very difficult to justify at the same time having a
crushable authorized generic product” and a non-crushable branded product. (CX4019
(Lortie, Dep. at 117-18)).

Response to Proposed Finding No. 622
The Proposed Finding is misleading and not relevant to whether Impax would receive a
payment under the No-AG/Endo Credit payment provisions for the reasons set forth in response
to Proposed Finding No. 620.
623.

Endo’s reluctance to launch an authorized generic is not unusual. Brand companies
launch authorized generics “from time to time,” but do not always utilize authorized
generics. (Koch, Tr. 233).

Response to Proposed Finding No. 623
The Proposed Finding is misleading and incomplete. Endo frequently sells authorized
generics when a generic is launched for one of its branded products. Since 2010, Endo has
launched AGs for immediate-release Opana, Lidoderm, Fortesta gel, and Voltaren gel. (CCF ¶
1350). Impax has not identified an Endo branded product for which Endo did not launch an
authorized generic around the time of an initial generic launch since 2010.
The Proposed Finding is further misleading and incomplete because it omits the
remainder of Mr. Koch’s testimony from the same answer, in which Mr. Koch states that AG
launches happen “frequently” and “often” and that Impax routinely forecasted that Endo would
sell an authorized generic for Opana ER (Koch, Tr. 233; CCF ¶ 413-14).
b.
624.

Impax Valued a Robust Opportunity, Not the Absence of an
Authorized Generic

Impax did not know whether Endo would launch an authorized generic of Opana ER.
(Engle, Tr. 1773).
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Response to Proposed Finding No. 624
The Proposed Finding is misleading and incomplete. While Impax could not be certain
that Endo would launch an AG of Opana ER, Impax forecasted that Endo would launch an AG
and that an AG would significantly lower Impax’s market share and sales price during the 180day first-filer exclusivity period, cutting Impax’s revenues by more than half. (CCF ¶¶ 412-14).
By preventing sales of an AG during its first-filer exclusivity period, Impax ensured that it would
more than double its revenues from generic Opana ER in the first six months of 2013 compared
to what Impax would earn if it faced an AG (unless Endo reformulated and paid Impax through
the Endo Credit, which was designed to replicate Impax’s profits from the exclusivity period in
the event that Opana ER sales declined significantly before 2013). (CCF ¶¶ 271-72, 410-15).
While Impax would derive value from selling its generic product, it would derive substantially
more value from selling generic Opana ER without facing competition from an AG. Thus,
obtaining a No-AG provision is “among the more important things” in a settlement negotiation
for Impax. (CCF ¶ 231 (quoting Mengler, Tr. 526); see also CCF ¶¶ 1482-84). The only purpose
of the No-AG provision in the SLA was to prevent Endo from selling an AG in competition with
Impax during the first-filer exclusivity period.
625.

Impax, however, did not view the No-Authorized Generic provision as particularly
valuable. Chris Mengler explained that Impax derives value “by selling the drug [] with
or without an” authorized generic. (Mengler, Tr. 528-29).

Response to Proposed Finding No. 625
The Proposed Finding is not supported by the evidence cited because it mischaracterizes
testimony responding to a question about the effect of reformulation and Mr. Mengler’s response
how Impax would lose value from selling generic Opana ER, with or without an AG, in the event
the market moved to a new product. (Mengler, Tr. 528-29). Indeed, Mr. Mengler also testified
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that obtaining a No-AG provision is “among the more important things” in a settlement
negotiation for Impax. (Mengler, Tr. 526).
Further, the Proposed Finding is factually inaccurate and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 624.
626.

Dr. Hsu, Impax’s CEO at the time of settlement, similarly explained that getting on the
market as early as possible is what matters. Impax did not value the absence of an
authorized generic if it meant delaying its own product. (CX4030 (Hsu, Dep. at 76-77)).

Response to Proposed Finding No. 626
The Proposed Finding is not supported by the evidence, which discusses in general—not
specifically tied to the SLA—a balancing of the value derived from a no-AG provision and the
period of time for which a generic agrees not to market its product. (CX4030 (Hsu, Dep. at 7677) (stating that value of a no-AG provision is an equation and “in that case you have to take a
look” to see if a no-AG provision had value)). In the specific context of the SLA, the Proposed
Finding is contradicted by an email exchange between Dr. Hsu and Chris Mengler, then-head of
Impax’s generic business, in which Dr. Hsu and Mr. Mengler discussed delaying a launch in
mid-2010 “if we can settle with Endo for January 2011 launch with No AG?” (CCF ¶ 224
(emphasis in original)). The Proposed Finding is also factually inaccurate and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 624.
627.

In any event, if Endo pulled its original version of Opana ER and moved to a different
product, the No-AG term would have absolutely no value since there would be no
automatic substitution. (Reasons, Tr. 1230-31; see Mengler, Tr. 529-30 (“The value I get
is selling my drug with whatever market conditions exist, so if there’s no market, then an
AG is not a relevant issue”)).

Response to Proposed Finding No. 627
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 593 and 624.
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c.
628.

There Was No Link Between the No-Authorized Generic Term
and Impax’s License Date

As with the Endo Credit, the negotiation history indicates that there was no connection
between the No-AG provision and Impax’s license date. After Endo proposed the NoAuthorized Generic term, Impax’s license date only got earlier, moving from March 2013
to January 1, 2013. (RX-333 (initial term sheet including No-AG provision and March
2013 license date); CX2626 (executed settlement agreement with same No-AG provision
and January 1, 2013, license date)).

Response to Proposed Finding No. 628
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Before Impax and Endo started having substantive negotiations in 2010, Impax executives were
concerned about postponing Impax’s projected oxymorphone ER entry date beyond 2010, but
were willing to do so for a settlement with a No-AG provision. (CCF ¶ 224 (citing CX0505 at
001 (May 14, 2010 Mengler/Hsu email chain showing generics division president objecting to
“postponing the launch of Oxymorphone” until Impax CEO suggested a settlement “with No
AG”)). Every proposal exchanged between Endo and Impax with an entry date in 2013 contained
a No-AG provision, and the Endo Credit was developed as insurance to Impax for the value of
the No-AG provision in the event the market opportunity for generic Opana ER declined before
2013 and Impax could not benefit from the No-AG provision. (CCF ¶¶ 255-57, 1034, 1036-39).
The No-AG/Endo Credit payment makes no sense unless linked to the 2013 entry date. Endo
would not be willing to forgo valuable AG sales or make a cash payment to Impax unless it was
getting something in return, specifically the ability to sell its branded product until 2013 without
generic competition. (CCF ¶¶ 1005, 1040-43). Similarly, Impax would not have been willing to
stay out of the market—which it was preparing to enter as early as mid-2010—until 2013 unless
it received compensation to offset its lost sales. (CCF ¶¶ 1044-47). The primary compensation
for Impax staying out of the market was the No-AG/Endo Credit payment. The No-AG/Endo
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Credit is, therefore, directly connected to Impax’s agreement to stay out of the market until the
licensed entry date.
629.

At no point during the parties’ settlement discussion did the parties discuss Impax
accepting the No-Authorized Generic provision for a later license date. (Mengler, Tr.
567).

Response to Proposed Finding No. 629
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 628.
630.

In fact, Alan Levin, one of Endo’s lead negotiators, does not recall any discussion about
the No-Authorized Generic term, or any link between the term and comment date.
(CX4017 (Levin, Dep. at 156-57); see also CX4012 (Donatiello, IHT at 172-73) (no
provisions in SLA linked to commencement date)).

Response to Proposed Finding No. 630
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 628. Further, the Proposed Finding is not supported by the cited source,
CX4012, which related specifically to a question about the license Impax obtained to patents that
did not exist at the time of settlement. In response to that question, the witness said there was
nothing he could remember. (CX 4012 (Donatiello, IHT at 173) (“Q. Did the addition of the
license to future patents change the commencement date? A. I don’t remember any of the
sections being related to one another, or discussions with Impax about any of that.”)). This does
not support the conclusion Respondent draws that there was no link between the No-AG
provision and a “later entry date.”
631.

And Impax did not accept a later license date in exchange for the No-Authorized Generic
provision. (Mengler, Tr. 567).

Response to Proposed Finding No. 631
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 628.
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3.
632.

The Relationship Between the Endo Credit and the No-Authorized
Generic Term Did Not Guarantee a Payment

Impax was not guaranteed to receive a payment through the combination of the Endo
Credit and the No-Authorized Generic provision. Ted Smolenski, Impax’s Director of
Market Planning, told his colleagues at the time of settlement that “even in the event that
the market degraded below the contractual trigger, even with the language that was
ultimately put in the contract, there was still a real chance that there would be no
payment.” (CX4002 (Smolenski, IHT at 129); see CX4002 (Smolenski, IHT at 50-51,
187-88); CX0219-001).

Response to Proposed Finding No. 632
The Proposed Finding is misleading and incomplete. The No-AG/Endo Credit payment
was structured so that Impax would profit either from the No-AG provision or the Endo Credit.
(CCF ¶¶ 435-38). Impax was a sophisticated company that would understand how to negotiate
provisions to ensure itself value. Indeed, Impax believed that the chances of getting nothing from
either the No-AG provision or the Endo Credit were “so unlikely it wasn’t worth worrying
about.” (CCF ¶ 480). Even Mr. Smolenski, the employee who raised this concern, described the
scenario of Impax getting no value from the No-AG/Endo Credit payment as “probably unlikely”
and acknowledged that the Endo Credit would “provide[] nice protection assuming things play
out as expected.” (CX0219 at 001 (Jan. 2011 Smolenski email to Hsu and Koch)). Impax was so
confident about getting value from the No-AG/Endo Credit payment that it told investors that
Impax had “a reasonable outcome almost no matter what happens.” (CCF ¶ 438).
Further, the theoretical possibility that Impax might not have gained financially under
either the Endo Credit or the No-AG provision is premised on Endo converting the marketplace
for Opana ER from the original to reformulated versions in a couple of months towards the end
of 2012. (CCF ¶ 474). Endo and Impax agree, however, that conversion would likely have taken
longer than that. (CCF ¶ 487 (citing CX4019 (Lortie, Dep. at 41-42) (“process could last several
months”) and Mengler, Tr. 530-31 (“six to nine months” to shift market to reformulated
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product)); RX-095 at 0002 (discussing Endo being “particularly concerned” about trying to
transition to reformulated Opana ER in a few months “as we knew that Purdue’s OxyContin
transition took 6 months”)). And the cost of failure could be significant for Endo if patients
started using a generic version of Original Opana ER rather than ever starting on the more
expensive Reformulated Opana ER. (CX4040 (Bazerman, Dep. 135-36)). The success of Endo’s
entire strategy was contingent on Endo converting patients to the reformulated version before
generic oxymorphone hit the market. (CCF ¶¶ 482-83; Complaint Counsel’s Response to
Proposed Finding No. 594). These facts support Impax’s belief that the possibility of getting
nothing from the No-AG/Endo Credit payment was “so unlikely.” (CCF ¶ 480).
Indeed, viewing the settlement when it was signed, Endo’s reformulation plans would
have guaranteed a payment under the Endo Credit. When the settlement was being negotiated
and signed, Endo expected to get FDA approval for Reformulated Opana ER by late 2010 or
early 2011 and planned to quickly launch the reformulated version in the place of Original
Opana ER. (CCF ¶¶ 77-78). Under that plan, Endo could have expected that it would owe a
payment under the Endo Credit. The settlement did not change Endo’s strategy, and Endo
continued to target launch of Reformulated Opana ER in early 2011. (RX-078 at 0012 (Dec.
2010 Revopan Launch Readiness Review showing planned launch date for Reformulated Opana
ER as Feb. 28, 2011)). Endo’s original reformulation plan was not achieved, as Endo did not get
FDA approval for Reformulated Opana ER until December 2011. (CCF ¶ 83). Endo launched
Reformulated Opana ER after that and the market was largely converted to Reformulated Opana
ER by the fourth quarter of 2012. (CCF ¶¶ 440-41). Endo then paid Impax more than $102
million due to the Endo Credit. (CCF ¶ 444).
633.

This possibility was inherent in the Endo Credit formula. If Endo launched reformulated
Opana ER late in 2012 but continued to sell original Opana ER into the fourth quarter of
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that year, Endo “could have moved the market down so in the last quarter it would be
down less than 50 percent and they would not have had to pay the credit.” (Reasons, Tr.
1228; see CX4032 (Snowden, Dep. at 205-06)).
Response to Proposed Finding No. 633
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 632.
634.

If that occurred, Impax would have a much reduced opportunity for its generic version of
the original Opana ER, but would not receive any payment. (Mengler, Tr. 583; CX4037
(Smolenski, Dep. at 251-52); CX0219-001).

Response to Proposed Finding No. 634
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 632.
635.

Mr. Mengler considered it “entirely plausible” that Endo could employ a late switch in
products such that there was a reduced generic opportunity for Impax but no Endo Credit
payment. (Mengler, Tr. 589-90).

Response to Proposed Finding No. 635
The Proposed Finding is misleading, incomplete and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 632 (including Mr.
Mengler’s conflicting testimony that it takes 6-9 months to switch market to a reformulated
product). Moreover, the Proposed Finding omits Mr. Mengler’s further testimony that he
considered the probability of this scenario to not even meet the threshold for raising the
possibility with other members of Impax’s management and that he believes he negotiated value
for Impax even with the possibility of this scenario. (Mengler, Tr. 590). Finally, the Proposed
Finding omits Mr. Mengler’s testimony that the Endo Credit was “super, super important” and a
“deal-breaker,” both of which are inconsistent with Impax getting no value from the NoAG/Endo Credit payment. (CCF ¶ 427).
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636.

Endo, for its part, intended to transition to a reformulated version of Opana ER at the
very end of 2012 while continuing to sell original Opana ER into the fourth quarter of
that year. (CX4017 (Levin, Dep. at 131); RX-094).

Response to Proposed Finding No. 636
The Proposed Finding is misleading and incomplete. Both before and after entering the
SLA, Endo planned its transition from Original Opana ER to Reformulated Opana ER in late
2010 or early 2011. (See Complaint Counsel’s Response to Proposed Finding Nos. 209 and 632).
When Endo completed its 2012 budget in October 2011—when Reformulated Opana ER still
had not been approved by the FDA—Endo “contemplated a targeted launch of Aug 2012 and full
conversion [from Original Opana ER] within 2 – 3 months.” (RX-095 at 0002). But that was not
a final plan, as there were “significant uncertainties” and Endo was “particularly concerned”
about being able to convert Opana ER quickly enough before generic entry. (RX-095 at 0002
(discussing the fact that OxyContin took six months to convert to a reformulated product)). And
Endo risked losing Reformulated Opana ER sales if the market was not fully converted by the
time Impax launched its Original Opana ER generic in January 2013. (See Complaint Counsel’s
Response to Proposed Finding No. 594). Thus, a conversion in late 2012 was clearly not Endo’s
intention around the time of settlement or in the subsequent months, and it may not even have
been Endo’s plan in late 2011/early 2012.
The Proposed Finding is also not supported by the evidence cited to the extent it suggests
that, even in this scenario, Endo would necessarily avoid paying the Endo Credit. If Endo
launched its reformulated product in August 2012, and converted the entire market in 2-3 months
(by October 2012), then sales of Original Opana ER would disappear early in the fourth quarter
of 2012, and the Endo Credit would be triggered. (RX-095 at 0002).
Further, the Proposed Finding is not supported by—and is possibly contradicted by—one
of the sources cited. Mr. Levin testified in the cited passage the he could not recall the transition
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plan from 2011 and was just reading the document in front of him. (CX4017 (Levin, Dep. at
131)). Moreover, he went on to state that “it was such a fluid situation that we may have looked
at a range of possible launches as part of the budgeting effort.” (CX4017 (Levin, Dep. at 132)).
637.

Endo’s original budget for 2012 consequently projected original Opana ER sales
extending into the fourth quarter of 2012. (RX-108.0002 at 10).

Response to Proposed Finding No. 637
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 636. The Proposed Finding is also misleading insofar as it suggests that
the Endo Credit payment could be avoided so long as Original Opana ER sales extended into the
fourth quarter of 2012. Under the Endo Credit, Endo is obligated to pay Impax a cash amount if
Endo’s Original Opana ER dollar sales in the fourth quarter of 2012 fell by more than 50% from
the “Quarterly Peak” (the highest sales quarter between Q3 ‘2010 and Q3 ‘2012). Thus, to avoid
the Endo Credit payment, it would not be enough that Endo sold some Original Opana ER in the
fourth quarter of 2012. Instead, to avoid the Endo Credit payment, the total dollar sales of
Original Opana ER in Q4 ‘2012 would need to be at least 50% of the Quarterly Peak sales. (CCF
¶ 273). Impax has not explained how this is even mathematically possible in the scenario in
which Endo would begin the conversion to Reformulated Opana ER in August 2012 and
expected to complete it by October 2012 (the very first month in the fourth quarter).
638.

As Endo’s internal documents explained, “prior to March [2012], it would have been
reasonable to assume that prescriptions of old formulation [Opana ER] would have
occurred in Q4 2012.” (RX-094.0006).

Response to Proposed Finding No. 638
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 636 and 637.
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4.
639.

Complaint Counsel’s Economic Expert Offers No Evidence Regarding
the Expected Value of Any Settlement Term

Professor Noll did not calculate the expected value of any provision in the settlement
agreement, or the overall expected value of the SLA. (Noll, Tr. 1613, 1651-52).

Response to Proposed Finding No. 639
The Proposed Finding is misleading and incomplete insofar as it suggests that calculation
of the expected value of all or part of the SLA was possible or necessary to determine that the
payments at issue in this case were large. Although Dr. Addanki criticized Professor Noll for not
calculating expected values for the payments to Impax, he conceded that calculating such
expected values would not be “in any practical sense doable.” (CCF ¶ 479). Moreover, it was not
necessary to calculate the expected value of the SLA payments to determine that they were large.
Professor Noll used historical Opana ER sales data and Impax’s own contemporaneous
documents to calculate the value of the No-AG agreement and Endo Credit to Impax in every
reasonable scenario. (CCF ¶¶ 461-72). His analysis shows that, in any such scenario, the
combination of these provisions would result in a payment of at least $16.5 million to Impax, and
likely far more. (CCF ¶¶ 467-72). Of course, the actual value of the Endo Credit turned out to be
$102 million. (CCF ¶¶ 444, 479). Impax does not challenge or rebut any of Professor Noll’s
calculations.
Because the actual outcome resulted in an enormous payment, and because the vast
majority of the other possible scenarios would result in payments of tens of millions of dollars,
the expected value of the No-AG agreement and Endo Credit is greater than saved litigation
costs unless the scenario in which Impax would receive no value was overwhelming likely to
result. (CCF ¶ 488; Noll, Tr. 1479-80 (“The probability of that event happening has to be over 90
percent to get the expected value of the agreement to Impax to be less than the saved litigation
costs.”)). Professor Noll used a simple example to illustrate the fact that the probability of the
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zero-payment would have to be overwhelmingly large to pull the expected value of the payment
below saved litigation costs. Professor Noll assumed two outcomes—the payment of $102
million which we know was a reasonable outcome because it happened, and a payment of zero.
(CX5004 at 073 (¶ 153) (Noll Rebuttal Report)). He showed that in order for the expected value
to be pulled down to below litigation costs, the probability of the zero-payment scenario would
have to be overwhelming, over 90 percent. (CX5004 at 073 (¶ 153) (Noll Rebuttal Report)).
While one could come up with more complex scenarios, the basic fact remains that in order for
the zero-payment scenario to weigh down the expected value of the payment to below saved
litigation costs, the zero-payment outcome had to be near-certain. (CX5004 at 073-74 (¶ 154)
(Noll Rebuttal Report)).
In other words, the outcome that the lead negotiator for Impax – Mr. Mengler – felt was
“so unlikely it wasn’t worth worrying about” would need to have been almost certain to occur.
(CCF ¶¶ 480, 488). Dr. Addanki offers no evidence that this outcome was likely, let alone almost
certain. (CCF ¶¶ 476, 488). Indeed, there is simply no credible record evidence to suggest that
there was any meaningful possibility of both the No-AG and Endo Credit provisions being
worthless to Impax. (CCF ¶¶ 482-91). To the contrary, substantial contemporaneous evidence
proves that the combination of the Endo Credit and No-AG provision had substantial value to
Impax. (CCF ¶¶ 428-29, 431, 434-38, 482-87, 489-91).
a.
640.

The Endo Credit Provision

Professor Noll did not calculate the expected value of the Endo Credit. (Noll, Tr. 1613).

Response to Proposed Finding No. 640
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 639.
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641.

Professor Noll similarly did not calculate the expected value of the Endo Credit when
considered in combination with the No-Authorized Generic provision. (Noll, Tr. 1613;
Addanki, Tr. 2384).

Response to Proposed Finding No. 641
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 639.
642.

Professor Noll also testified that he is not aware of any attempt by Impax or Endo to
calculate the value of the Endo Credit at the time of settlement or at any other point
before 2012. (Noll, Tr. 1610-11).

Response to Proposed Finding No. 642
The Proposed Finding is factually inaccurate and unsupported by the evidence cited.
Professor Noll testified that “there [were] attempts to calculate [the Endo Credit’s] value under
certain circumstances.” (Noll, Tr. 1610). Even though the precise value of the Endo Credit was
not known at the time to the settlement, it was based on a mathematical formula, and the range of
possible payments could be estimated on the basis of product plans and sales forecasts. (CCF ¶¶
463, 465). An Endo executive charged with evaluating the Endo Credit provision, Mr. Cuca,
testified that he would have analyzed “the potential financial impact” of the Endo Credit being
triggered “at certain times or in certain ways.” (CX4035 (Cuca, Dep. at 79-80)).
The Proposed Finding is also misleading and incomplete to the extent it implies the Endo
Credit had no value, because substantial contemporaneous evidence proves that the Endo Credit
had substantial value to Impax. (CCF ¶¶ 428-29, 431, 434-38, 482-87, 489-91).
643.

Only in 2012 were “a lot the contingences . . . resolved” such that the parties could
estimate an expected liability. (Noll, Tr. 1610-11, 1614).

Response to Proposed Finding No. 643
The Proposed Finding is misleading and incomplete. Generally accepted accounting
principles (GAAP) are “strict.” (Cuca, Tr. 667). To be booked and put in Endo’s financials, a
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liability cannot be a range, but must be “a precise number,” which could not have been
“estimable” by Endo before knowing the quarterly peak sales of Opana ER between July 2010
and September 2012. (Cuca, Tr. 668-69). Thus, any liability could not be estimable in June 2010,
when the SLA was signed. But even though Endo did not account for the Endo Credit liability in
its financial statement until the precise size of the payment was known, that does not mean that
Endo did not face the prospect of making a significant payment under the Endo Credit as of June
2010. (Koch, Tr. 329-30) (a company can face a business loss from a contingency before it must
reflect the loss in a financial statement).
Although the precise value of the Endo Credit was not known at the time of the
settlement, it was based on a mathematical formula, and the range of possible payments could be
estimated on the basis of product plans and sales forecasts. (CCF ¶¶ 463, 465). An Endo
executive charged with evaluating the Endo Credit provision, Mr. Cuca, testified that he would
have analyzed “the potential financial impact” of the Endo Credit being triggered “at certain
times or in certain ways.” (CX4035 (Cuca, Dep. at 79-80)). Moreover, the Endo Credit –
together with the No-AG provision – was worth tens of millions of dollars to Impax under any
reasonable scenario facing Impax at the time of the settlement. (CCF ¶¶ 466-71). For example,
the smallest possible payment due to Impax under the Endo Credit if it were triggered was $62
million. (CCF ¶ 470). This scenario assumes that sales of Opana ER would have peaked at the
time of the settlement, and then fallen just enough to trigger the Endo Credit. (CCF ¶ 470). If,
instead, sales of Opana ER declined from the time of settlement, but the Endo Credit was not
triggered, the No-AG provision would have still been worth $16.5 million to Impax. (CCF ¶
471). Under any reasonable scenario, the value of the combined No-AG and Endo Credit
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provisions was large compared to saved litigation costs of approximately $3 million for each
company. (CCF ¶ 472).
644.

Professor Noll also explained that there was a possibility that the Endo Credit and the noAuthorized Generic provision could result in no value to Impax. (Noll, Tr. 1611-12).
The terms’ value ultimately depended on contingent events. (Noll, Tr. 1612).

Response to Proposed Finding No. 644
The Proposed Finding is misleading and incomplete. Although it was theoretically
possible that both the Endo Credit and the No-AG provision could have resulted in zero value to
Impax, there is no evidence that this outcome was plausible, let alone sufficiently likely to occur
such that the expected value of the payment terms was less than saved litigation costs. (See
Complaint Counsel’s Response to Proposed Finding No. 639; CCF ¶ 472). The No-AG provision
was worth substantial value to Impax when the SLA was executed because it ensured that Impax
would face no generic competition during its exclusivity period. (CCF ¶¶ 410-17). The Endo
Credit was designed to insulate Impax against a substantial decrease in sales of Opana ER which
would reduce the value of the No-AG provision. The Endo Credit was “super, super important”
to Impax’s chief negotiator (CCF ¶ 427), as it was intended to make Impax whole for the sales
Impax would have otherwise achieved. (CCF ¶¶ 429-30). Together, as Impax’s CFO told
investors, these terms ensured that Impax would have a “reasonable outcome almost no matter
what happens.” (CCF ¶ 438). Indeed, at the time it executed the SLA, Impax viewed the chances
that the No-AG/Endo Credit payment would result in zero value as “so unlikely it wasn’t worth
worrying about.” (CCF ¶ 480).
The Proposed Finding is misleading and incomplete by suggesting that whether Impax
received a payment depended on post-settlement events. As part of the SLA, Impax received the
No-AG/Endo Credit payment. (CCF ¶¶ 321-28). Under the No-AG provision, Endo agreed not to
sell an authorized generic during Impax’s first-filer exclusivity period, allowing Impax to

238

PUBLIC

generate significantly more profits. (CCF ¶¶ 410-14). As insurance for Impax, the Endo Credit
was structured to replicate the profitability of the exclusivity period for Impax if the market for
Original Opana ER deteriorated. (CCF ¶¶ 325-27, 1061). Whether Impax got value from the NoAG provision or from the Endo Credit would be governed by post-settlement events, but that
Impax would get value from the No-AG/Endo Credit payment was all but ensured by the SLA
and did not depend on post-settlement events. (CCF ¶¶ 270-75).
b.
645.

The No-Authorized Generic Provision

Professor Noll similarly did not calculate an expected value to Impax of the NoAuthorized Generic provision. (Noll, Tr. 1591).

Response to Proposed Finding No. 645
The Proposed Finding is misleading and incomplete insofar as it suggests that calculation
of the expected value of all or part of the Impax-Endo Settlement Agreement was possible or
necessary to determine that the payments at issue in this case were large. Although Dr. Addanki
criticized Professor Noll for not calculating expected values for the payments to Impax, he
conceded that he didn’t “think it’s actually in any practical sense doable.” (CCF ¶ 479).
Moreover, it was not necessary to calculate the expected value of the SLA payments to
determine that they were large. (See Complaint Counsel’s Response to Proposed Finding No.
639; CCF ¶ 472).
The Proposed Finding is also factually inaccurate insofar as it suggests that Professor
Noll did not calculate the value of the No-AG provision to Impax under various scenarios. By
preventing sales of an AG during its first-filer exclusivity period, Impax ensured that it would
substantially increase its revenues from generic oxymorphone ER. Professor Noll’s analysis
shows, in all scenarios in which sales of Original Opana ER either remained flat or grew between
June 2010 and January 2013, the No-AG agreement would be worth at least $33 million to
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Impax. (CCF ¶¶ 467, 469). Professor Noll’s analysis further shows that, even if Original Opana
ER sales declined (but not enough to trigger the Endo Credit), the No-AG provision would still
provide at least $16.5 million of value to Impax. (CCF ¶ 471). For this reason, Impax’s primary
negotiator testified that obtaining a No-AG provision is “among the more important things” in a
settlement negotiation for Impax. (Mengler, Tr. 526).
646.

What is more, Professor Noll concedes that Endo did not plan on launching an authorized
generic if Impax did not launch a product of its own. (Noll, Tr. 1588).

Response to Proposed Finding No. 646
The Proposed Finding is misleading. Branded companies like Endo launch authorized
generics only after generic competition enters the market. (Noll, Tr. 1587-88). If there is no
generic competition, there is no need to launch an authorized generic. Thus, the fact that Endo
did not plan to launch an authorized generic if Impax stayed off the market is not surprising or
meaningful – rather it is exactly what Impax and Endo negotiated for. (CCF ¶¶ 404-09; Noll, Tr.
1588 (“[W]hat they negotiated was a promise not to enter with an authorized generic if Impax
agreed to the January 2013 launch date.”)). This agreement eliminated the risk of competition to
Opana ER until January 2013. (CCF ¶¶ 332-35). Following the settlement Endo had no reason to
launch an authorized generic, abandoned its efforts to do so, and destroyed the generic
oxymorphone ER it had prepared. (CCF ¶ 92).
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 647.
647.

He offers no opinion, however, about whether Endo actually would have launched an
authorized generic if Impax launched a generic oxymorphone ER product. (Noll, Tr.
1589).

Response to Proposed Finding No. 647
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The Proposed Finding is misleading and incomplete. It ignores that, at the time of the
settlement, Endo did know when or if it would get FDA approval for its reformulated product.
(CCF ¶¶ 78, 82-83). Thus, Endo planned to launch an authorized generic in the event that a
generic version of Opana ER was launched before Endo could market a reformulated product.
(CCF ¶ 85). The Proposed Finding is also misleading and incomplete because substantial
evidence proves that Endo planned to launch an authorized generic in the event of a generic
launch. (CCF ¶¶ 84-92). Endo had substantial financial incentives to launch an authorized
generic of oxymorphone ER, and forecasted that it could recoup as much as $25 million in
otherwise lost sales following generic entry. (CCF ¶ 84). And contemporaneous business
documents show that Endo intended to launch an authorized generic if Impax entered the market
with oxymorphone ER. (CX2576 at 003 (“We will launch on word/action of first generic
competitor”); CX3007 at 003 (“If Impax launches, Endo will launch its authorized generic. . . .”);
CCF ¶ 85). Endo went so far as to take active steps to manufacture and sell an authorized generic
– designing tablets and receiving labels for a generic version of Opana ER. (CCF ¶ 86). In the
first half of 2010, Endo informed drug wholesalers that it would launch an authorized generic
immediately upon Impax’s launch, created new SKUs for its authorized generic oxymorphone
ER, manufactured enough generic oxymorphone ER to support a launch in June 2010, and was
assessing which customers to target with its launch of an authorized generic. (CCF ¶¶ 87-90). It
was only after the settlement with Impax that Endo concluded that it could destroy its
oxymorphone ER inventory. (CCF ¶ 92).
648.

Nor does Professor Noll calculate any probabilities of Endo launching an authorized
generic, even though expected values depend on the probabilities of relevant events
actually occurring. (Noll, Tr. 1478, 1591).

Response to Proposed Finding No. 648
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 645 and 647.
649.

In fact, Professor Noll “didn’t attach probabilities” to any potential outcomes. (Noll, Tr.
1613; see Noll, Tr. 1650-51 (“Q. You didn’t calculate the probability of any of these
scenarios occurring right? A. I did not calculate the probability of any of these or any of
the others that are in the report.”)).

Response to Proposed Finding No. 649
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 639.
650.

Instead, Professor Noll merely applied a discount rate to estimate the “present” value of
potential outcomes in June 2010. (CX5000-169).

Response to Proposed Finding No. 650
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 639.
651.

In any event, Professor Noll admits that at the time of settlement Endo planned to launch
a reformulated version of Opana ER and would not have launched an authorized generic
if their reformulated product was on the market. (Noll, Tr. 1588-89).

Response to Proposed Finding No. 651
The Proposed Finding is misleading and incomplete because it ignores the fact that
Impax negotiated for and received the Endo Credit provision in order to insure it against the risk
that Endo would reformulate Opana ER, destroying the value of the No-AG provision. (CCF ¶¶
246-57). The Endo Credit provision guaranteed the value of the No-AG provision – either Impax
would earn profits from exclusively selling generic Opana ER or it would get a make-whole
payment. (CCF ¶¶ 270-75). In other words, the No-AG provision and the Endo Credit worked
together to ensure that Impax would receive value from the settlement with Endo. (CCF ¶¶ 32228, 426-38). Ultimately, it was the Endo Credit that provided a $102 million payment to Impax.
(CCF ¶¶ 439-44).
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The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding Nos. 646 and 647.
652.

Finally, Professor Noll concedes that Impax never assigned a numeric value to the NoAuthorized Generic provision. (Noll, Tr. 1593-94).

Response to Proposed Finding No. 652
The Proposed Finding is misleading and incomplete because, as Professor Noll testified,
Impax knew the value of an authorized generic and the effect an authorized generic would have
on its sales of oxymorphone ER. (Noll, Tr. 1593-94 (“They knew what the impact on them
would have been had an authorized generic been launched.”)). Impax executives estimated that if
Endo launched an authorized generic when Impax entered, the authorized generic would capture
roughly half of sales and cause substantially lower generic prices during Impax’s exclusivity
period. (CCF ¶ 412). Impax’s contemporaneous modeling showed that the presence of an
authorized generic would cause a reduction in Impax’s revenues of at least $23 million in the
four and a half months following entry of the authorized generic. Thus the no-AG provision was
worth at least $23 million. (CCF ¶ 413 (“Upside” scenario forecast assuming AG launched about
two months after generic entry)). And Impax’s more conservative “Base” scenario showed that
Endo’s authorized generic would launch simultaneously and reduce Impax’s revenues by about
$33 million during the exclusivity period. (CCF ¶ 414). The value of the No-AG provision would
have been even higher had the revenues from Original Opana ER continued to increase. (CCF ¶
415).
c.
653.

The Royalty Provision

Professor Noll did not estimate the value of the royalty provision. (Noll, Tr. 1647).

Response to Proposed Finding No. 653
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The Proposed Finding is misleading and incomplete because the royalty provision did not
eliminate the value of the No-AG provision to Impax or eliminate Endo’s losses from forgone
AG sales. The royalty provision was only triggered if sales of Original Opana ER grew by a
specific percentage. (CCF ¶ 1064). If sales of Opana ER did not grow by those amounts, the
royalty was zero. (CCF ¶ 1064). Even in the event sales grew enough to trigger the royalty,
Impax would receive substantial value from the No-AG provision. (CCF ¶¶ 468, 1065). The
potential royalty was 28.5% of Impax’s net sales. By comparison, Impax’s forecasts show that it
expected the entry of an AG to cause its revenue to decline by more than 60%. Thus, Impax’s
revenues with the No-AG provision and a royalty would always be higher than its revenues with
competition from an AG. (CCF ¶ 1065).
d.
654.

The Broad Patent License

Professor Noll did not consider the value of the patent license rights Impax received
under the SLA. (Noll, Tr. 1648).

Response to Proposed Finding No. 654
The Proposed Finding is misleading and incomplete. Professor Noll did not include the
nature of the patent rights in his calculations “[b]ecause it wasn’t necessary.” (Noll, Tr. 1648).
The Proposed Finding is also misleading and incomplete because there is no link between the
purportedly “broad” patent license and the reverse payment at issue in this case. (CCF ¶¶ 140507, 1457-59).
Moreover, the Proposed Finding is factually inaccurate and contrary to the weight of the
evidence insofar as it suggests that Impax received an unusually broad and valuable patent
license as part of the Impax-Endo Settlement Agreement. The license granted to Impax was a
“fairly standard, normal license.” (Hoxie, Tr. 2711; see also CCF ¶¶ 1408-14). And the license
had ambiguity regarding Impax’s rights and obligations concerning pending patent applications.
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(Hoxie, Tr. 2711; CCF ¶¶ 1415-18). Even Impax’s expert acknowledged that the purportedly
“broad” patent license did not ensure that Impax would not be sued on Endo’s later obtained
patents. (CCF ¶¶ 1388-89). Impax was, in fact, sued on patents that Endo later acquired. (CCF ¶¶
1419-30). Impax’s expert, Mr. Figg, was not even aware of that lawsuit when he submitted his
expert report in this case. (CCF ¶ 1391). As a result, his opinions about the value of Impax’s
patent license are unreliable and unfounded. (CCF ¶ 1391). {
}
(CCF ¶¶ 1426-28 (in camera)).
655.

In fact, the broad patent rights played no role in Professor Noll’s analysis, even though he
admits it is important to take agreements as a whole. (Noll, Tr. 1645-46).

Response to Proposed Finding No. 655
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 654.
656.

Professor Noll consequently did not consider whether the broad patent rights Impax
received had any impact on the SLA or consumer welfare. (Noll, Tr. 1647).

Response to Proposed Finding No. 656
The Proposed Finding is misleading and incomplete to the extent it suggests that it is
necessary to examine the effect of each provision of the SLA on consumer welfare. It is not.
(Noll, Tr. 1647 (“I did not unpack the effect of each provision on consumer welfare because
that’s not the appropriate way to do it.”)). In this case, the amount of the reverse payment
constitutes a lower bound on the loss of consumer welfare arising from the settlement agreement.
(Noll, Tr. 1460-61). The Proposed Finding is also misleading and incomplete for the reasons set
forth in response to Proposed Finding No. 654.
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IX.

THERE IS NO DIRECT EVIDENCE OF MONOPOLY POWER

657.

In assessing the competitive impact of a settlement agreement from an economic
perspective, one must consider all facts surrounding the settlement and whether
consumers actually are worse off with the settlement than they would have been without
it. (Addanki, Tr. 2205).
Response to Proposed Finding No. 657
The Proposed Finding is misleading to the extent it implies that consumers are not in fact

made worse off by a large, unjustified reverse payment. In the case of a large, unjustified reverse
payment, consumer harm must be at least the value of the large and unjustified payment because
that represents the lower bound of the amount of monopoly profits the brand-name was willing
to share with the generic firm to guarantee it would not enter before a certain date. (CCF ¶¶ 982,
986). The value of a large, unjustified payment represents just a portion of the monopoly profits
the brand preserved, which otherwise would have been savings customers would have enjoyed
from generic entry. (CCF ¶ 982). So the overall consumer harm must be an amount larger than
the payment the brand made to the generic to preserve its monopoly profits.
Moreover, Proposed Finding No. 657 is not supported by the evidence. Dr. Addanki does
not cite any specific authority for the proposition that his approach is the appropriate framework
for evaluating whether a settlement is anticompetitive. Dr. Addanki’s framework would require
that one establish: (1) that a pure-term split settlement is not feasible; (2) Impax would not have
entered at risk; (3) Endo was unlikely to win the infringement case; and (4) Endo could not have
obtained more patents to block generic entry. (CX5004 at 058 (¶ 123) (Noll Rebuttal Report);
Addanki, Tr. 2386-87 (defining “pure term-split”)). But it is not necessary to “conduct a series of
sub-trials on whether at-risk entry was likely, whether Impax was likely to win all imaginable
patent infringement cases, and whether some other settlement agreement was feasible in order to
establish that the settlement was anticompetitive.” (CX5004 at 059 (¶ 124) (Noll Rebuttal
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Report)). This framework is not appropriate. The fact that brand-name firm makes a large and
unjustified payment to guarantee against possible entry by a certain date in and of itself
demonstrates that there was a real risk that the generic firm could enter by that date. (CCF ¶
986).
658.

From an economic standpoint, the first step when evaluating a settlement agreement is to
assess whether the patentee possessed monopoly power. Settlements are only
anticompetitive if they preserve, enhance, or create monopoly power. (Addanki, Tr.
2206).
Response to Proposed Finding No. 658
Complaint Counsel has no specific response, except to note that as Professor Noll

explained, the presence of monopoly power can be demonstrated by the fact that the branded
firm made a large, unjustified reverse payment to the generic firm. (CCF ¶¶ 389, 970; CX5000 at
104, 139 (¶¶ 239, 318) (Noll Report)). A branded firm would not make a large, unjustified
reverse payment to a generic firm unless it was purchasing an extension of its monopoly profits
(i.e., extending its monopoly power). (CCF ¶¶ 389, 970; CX5000 at 104, 139 (¶¶ 239, 318) (Noll
Report)).
659.

Absent monopoly power, a settlement cannot be anticompetitive from an economic
standpoint. (Addanki, Tr. 2206).

Response to Proposed Finding No. 659
Complaint Counsel has no specific response.
660.

There is no direct evidence in the record suggesting that Endo possessed monopoly
power.

Response to Proposed Finding No. 660
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
(See CCF ¶¶ 853-896). In particular, the evidence demonstrates that despite the presence of other
LAOs, both branded and generic, Endo successfully grew sales of Opana ER while
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{

}. (CCF ¶ 990; CX5000 at 219 (Exhibit 7A) (Noll Report (in

camera))). Generic versions of oxymorphone ER entered and {
}, thus lowering the average drug price
substantially, while simultaneously taking approximately half of Opana ER’s share of the
oxymorphone ER market. (CCF ¶¶ 499, 881; CX5000 at 082, 219 (¶ 182, Exhibit 7A) (Noll
Report) (in camera)). The fact that generic oxymorphone took substantial share from Endo, and
lowered the average price, indicates that the entry of generics diminished market power Endo
held when it did not face generic competition. (CCF ¶¶ 642, 672-73; Noll, Tr. 1374-75, 1380-82;
CX5000 at 008, 089, 091 (¶¶ 14, 200, 205) (Noll Report)).
A.
661.

There is No Evidence of Reduced Output

Monopolists do not face competitive constrains. They are able to restrict output and
thereby charge monopoly prices. (Addanki, Tr. 2349).

Response to Proposed Finding No. 661
The Proposed Finding is factually inaccurate. Monopolists do face competitive
constraints. The very testimony cited for Proposed Finding No. 661 says as much:
“[Monopolists] monopolize a market, which means that there’s not enough competition
constraining them.” (Addanki, Tr. 2349 (emphasis added)). A profit-seeking monopolist will
raise its price to the point where further price increases are unprofitable because enough
customers abandon the monopolized product in favor of some other product. (CX5004 at 034 (¶
68) (Noll Rebuttal Report)). Those other products constrain the price of a monopolist.
662.

From an economic standpoint, this means that “consumer harm comes about because of a
reduction in output brought about by a monopolist.” (Addanki, Tr. 2372).

Response to Proposed Finding No. 662
The Proposed Finding is misleading because it suggests a reduction in output is the only
form of consumer harm. The Horizontal Merger Guidelines state: “A merger enhances market
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power if it is likely to encourage one or more firms to raise price, reduce output, diminish
innovation, or otherwise harm customers….” (CX6054 at 005 (§ 1) (Horizontal Merger Guidelines)
(emphasis added)). Consumer welfare is not only enhanced by increases in output, it is also
enhanced by decreases in price. (CX5004 at 040-41 (¶ 85) (Noll Rebuttal Report)). When prices
increase with no change in output, wealth is transferred from consumers to producers, and thus
consumers were harmed by the price increase. (CX5004 at 040-41 (¶ 85) (Noll Rebuttal Report);
CX4039 (Noll, Dep. at 212) (“if for some reason the conditions are such that sales are constant from
year to year, if all the assumptions necessary for the generic entry to have zero effect on total sales
were true, then it would still be anticompetitive harm to have the wealth transfer from consumers to
producers from monopoly.”)). If one were to adopt a framework that the only way to measure
market power or consumer harm is to see if output was reduced, then one would conclude that the
price increase just described was not harmful to consumers. (CX5004 at 040-41 (¶ 85) (Noll
Rebuttal Report)). Such a result is plainly nonsensical.

663.

Economists consequently expect to see an increase in output when a generic enters a
monopolized market, undoing the consumer harm that was inflicted by the prior exercise
of monopoly power. (Addanki, Tr. 2349; RX-547.0051; RX-547.0135).

Response to Proposed Finding No. 663
The Proposed Finding is inaccurate and contrary to well-recognized economic principles
because consumers can be harmed by anticompetitive price increases, regardless of whether
output changes. As explained in Response to Proposed Finding No. 662, a diminution of market
power is evidenced when generics enter and lower the price of a drug, irrespective of whether
generic entry triggers an increase in output. The indicator of whether a firm has market power is
whether the firm’s price exceeds the competitive level. And when generic entry results in a lower
average price for a drug, that is evidence the branded firm, when the only supplier, was charging
a supracompetitive price. So generic entry that lowers the average price of a drug indicates that
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the branded firm had market power prior to generic entry. (CX5004 at 040 (¶ 84) (Noll Rebuttal
Report)).
664.

The ability to assess whether output expands after generic entry is a “natural experiment”
that indicates whether the brand pharmaceutical company actually exercised monopoly
power before generic entry. (Addanki, Tr. 2348).

Response to Proposed Finding No. 664
The Proposed Finding is misleading and inaccurate to the extent it implies an output
reduction is the only method of determining market power or inflicting consumer harm. Market
power can be observed, and consumer harm inflicted, by supracompetitive prices, irrespective of
whether output is reduced or increased. (CX6054 at 005 (§ 1) (Horizontal Merger Guidelines); see
also Complaint Counsel’s Response to Proposed Finding Nos. 662 and 663).

665.

“[W]hen we see monopoly power being dissipated, we see an expansion in output.”
(Addanki, Tr. 2372). As Impax’s economic expert, Dr. Sumanth Addanki, testified,
“[o]utput actually lets you measure something real.” (Addanki, Tr. 2350).

Response to Proposed Finding No. 665
The Proposed Finding is misleading because a dissipation of monopoly power does not
necessarily result in an expansion of output. In a situation in which the overall demand for a
product is declining prior to the dissipation of monopoly power, as was the case with Opana ER,
a dissipation of market power would not necessarily result in an expansion of output, but rather
an arrestment of that decline. (CX5004 at 010, 042 (¶ 18, 87) (Noll Rebuttal Report)). If output
remained constant, and the entry of generics lowered the average price of a drug, then that would
be evidence that prior to the entry the branded firm was charging a supracompetitive price for the
drug and it therefore enjoyed monopoly power that the entry dissipated. (CX5004 at 040-43 (¶¶
84-87) (Noll Rebuttal Report)). Moreover, the Proposed Finding is misleading to the extent it
implies prices are not “real.” Data on net average price exists, was produced by Endo and Impax,
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and was analyzed by both economic experts. (CX5004 at 012, 014, 048-49 (¶¶ 22, 25, 103) (Noll
Rebuttal Report)).
666.

If, however, a generic product enters the market and economists do not see an expansion
in output—the amount of product being sold—they “can safely infer that there wasn’t
any monopoly power being exercised before the fact.” (Addanki, Tr. 2349).

Response to Proposed Finding No. 666
The Proposed Finding is inaccurate and contrary to well-established economic principles.
(See Complaint Counsel’s Response to Proposed Finding Nos. 662-65). Demand for Opana ER
was declining prior to generics’ entry—therefore the entry of generics would not necessarily
result in an output expansion. (CX5004 at 010, 042 (¶ 18, 87) (Noll Rebuttal Report)). Moreover,
the Proposed Finding ignores that monopoly power and consumer harm can be evidenced by
elevated pricing, not simply reduced demand. (CX6054 at 005 (§ 1) (Horizontal Merger
Guidelines); (CX5004 at 040-41 (¶¶ 84-85) (Noll Rebuttal Report)).

667.

In the case of oxymorphone ER, Impax’s introduction of a generic product did not
expand output. (Addanki, Tr. 2349).

Response to Proposed Finding No. 667
The Proposed Finding is factually inaccurate. The entry of Impax’s generic product, as
measured by sales, did expand output in absolute terms. (CCF ¶ 964; (CX5004 at 042, 091 (¶ 87,
Exhibit 3) (Noll Rebuttal Report)). The data show that {
} (CCF ¶ 964;
(CX5004 at 042, 091 (¶ 87, Exhibit 3) (Noll Rebuttal Report) (in camera)). Moreover, this
increase in output occurred when sales of Opana ER overall were declining. (CCF ¶ 965;
CX5004 at 042 (¶ 87) (Noll Rebuttal Report); CX4039 (Noll, Dep. at 206-08)). The fact that
generic entry arrested the decline that was occurring prior to its entry means Impax’s entry did
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effectively increase output (compared to what would be observed if it did not enter). (CCF ¶ 965;
CX4039 (Noll, Dep. at 206-08)).
668.

There was no increase in the combined number of Opana ER and generic oxymorphone
ER prescriptions when compared to the total number Opana ER prescriptions before
Impax’s entry. (Addanki, Tr. 2350; see RX-547.0051; RX-547.0135).

Response to Proposed Finding No. 668
The Proposed Finding is factually inaccurate for the reasons set forth in Response to
Proposed Finding No. 667. The Proposed Finding is also misleading, inaccurate and contrary to
well-established economic principles to the extent it implies that evidence of an expansion in
output after generic entry is necessary to demonstrate that the brand manufacturer possessed
market power prior to generic entry. (See Complaint Counsel’s Response to Proposed Finding
Nos. 662-66).
669.

Indeed, in April 2013, after Impax had launched its generic oxymorphone ER product
and Endo had launched reformulated Opana ER, the extended-release opioid market was
“flat,” with “significant competitors.” (RX-073 at 39).

Response to Proposed Finding No. 669
The Proposed Finding is inaccurate and not supported by the evidence cited. RX-073
states that in 2013 the LAO sector was “Flat to Slightly Declining.” (RX-073.0002 at 003). The
data also shows that demand for Opana ER was declining. (CCF ¶ 965; CX5004 at 042 (¶ 87)
(Noll Rebuttal Report); CX4039 (Noll, Dep. at 206-08)). This explains why it would be possible
for the entry of generic versions of oxymorphone ER to result in a diminution of Endo’s
monopoly power, and the resulting consumer benefit of lower average drug prices, without a
detectable increase in output.
The Proposed Finding is also misleading, inaccurate and contrary to well-established
economic principles to the extent it implies that evidence of an expansion in output after generic

252

PUBLIC

entry is necessary to demonstrate that the brand manufacturer possessed market power prior to
generic entry. (See Complaint Counsel’s Response to Proposed Finding Nos. 662-66).
670.

By comparison, when generic OxyContin entered the market in 2004, there was an
expansion in output. (Addanki, Tr. 2350).

Response to Proposed Finding No. 670
The Proposed Finding is misleading, inaccurate and contrary to well-established
economic principles to the extent it implies that evidence of an expansion in output after generic
entry is necessary to demonstrate that the brand manufacturer possessed market power prior to
generic entry. (See Complaint Counsel’s Response to Proposed Finding Nos. 662-66). The
Proposed Finding is also factually inaccurate to the extent it implies that generic oxymorphone
ER entry did not result in an increase in output of oxymorphone ER. For the reasons set forth in
response to Proposed Finding No. 667, the entry of generic oxymorphone ER did result in an
increase in output.
{

} (RX-085 at slides 57 and
59 (in camera)). {

} (RX-085 at slides 57 and 59 (in camera)).
{
} (RX-085 at slides 57 and
59 (in camera)).
671.

Similarly, when a generic version of Zocor, a cholesterol drug, launched around 2007,
there was a substantial increase in output. (Addanki, Tr. 2351).

Response to Proposed Finding No. 671
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The Proposed Finding is misleading, inaccurate, and contrary to well-established
economic principles for the reasons stated in response to Proposed Finding 670.
B.
672.

Complaint Counsel’s Economic Expert, Professor Noll, Has Not Advanced
Direct Evidence of Monopoly Power

Professor Noll observed two purportedly direct indicators of market power: (1) Endo’s
alleged ability to profitably set prices above a competitive level, as measured by the
Lerner Index; and (2) Endo’s alleged ability to exclude competitors. (Noll, Tr. 1412-14).

Response to Proposed Finding No. 672
The Proposed Finding is inaccurate {

}. (See CCF ¶¶ 859-96, 961-62 (in camera)).
1.
673.

Gross Margins Do Not Reflect Monopoly Power

The Lerner Index is a means to track gross margins. (Addanki, Tr. 2340-41; Noll, Tr.
1413 (Lerner Index is the “markup of price over some estimate of marginal cost”);
CX5000-095).

Response to Proposed Finding No. 673
The Proposed Finding is inaccurate. First, the Lerner Index is not a means to track gross
margins. Rather, the Lerner Index is the ratio of the mark-up of price over marginal cost to price.
(CCF ¶ 882; CX5000 at 095-96 (¶ 215) (Noll Report)). The “Lerner Index is a standard measure
in economics of a firm’[s] market power in selling a particular product.” (CX5004 at 050 (¶ 106)
(Noll Rebuttal Report)).
674.

Professor Noll used the Lerner Index to estimate that Endo’s gross profit margins were
between 70 and 90 percent, depending on time period. (Noll, Tr. 1417; see CX5000-100
).

Response to Proposed Finding No. 674
Complaint Counsel has no specific response to Proposed Finding No. 674.
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675.

Professor Noll concluded that such profit margins allow Endo to “profitably set prices
above a competitive level.” (Noll, Tr. 1412-13; see CX5000-096 (high values
purportedly indicate presence of market power)).

Response to Proposed Finding No. 675
The Proposed Finding mischaracterizes Professor Noll’s testimony. Professor Noll
testified he used the Lerner Index as one tool to determine whether Endo set prices above the
competitive level. (Noll, Tr. 1412-13). Professor Noll went on to testify that he saw other
evidence indicating Endo enjoyed market power, namely its ability to exclude competition.
(Noll, Tr. 1417-18).
The Proposed Finding also mischaracterizes Professor Noll’s testimony to the extent it
suggests Endo was allowed to profitably set prices above a competitive level because of its high
profit margins. Professor Noll testified he observed a high Lerner Index which is consistent with
Endo setting its prices profitably above a competitive level, but he did not say the high profit
margins (which are just a reflection of the supracompetitive price) are what allowed Endo to set
the prices above the competitive level. (Noll, Tr. 1412-13). He did not draw the causal link that
is asserted in Proposed Finding No. 675.
676.

But a high Lerner Index (high gross margins) is not indicative of monopoly power.
Indeed, “high gross margins or high Lerner Indexes actually tell you nothing at all about
monopoly power.” (Addanki, Tr. 2341).

Response to Proposed Finding No. 676
The Proposed Finding is inaccurate and contrary to well-established economic principles.
The Lerner Index is a standard measure in economics of firms’ market power that is commonly
taught and cited in economic textbooks. (Noll, Tr. 1413-14; CX5004 at 050, 053-54 (¶¶ 106,
113) (Noll Rebuttal Report) (“If the Lerner Index were not a commonly used method for
measuring market power, textbooks would not refer to it as a ‘well-known index of the amount
of monopoly power’ or state that it ‘directly reflects the allocatively inefficient departure of price
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from marginal cost associated with monopoly.’”) (citing W. Kip Viscusi, Joseph E. Harrington,
Jr., and John M. Vernon, Economics of Regulation and Antitrust (4th Edition), MIT Press, 2005,
pp. 294-95 and Frederic M. Scherer and David Ross, Industrial Market Structure and Economic
Performance (3rd Edition), Houghton Mifflin, 1990, p. 70, respectively)). The use of the Lerner
Index as a measure of market power is widely accepted among economists. (CX5004 at 053 (¶
113) (Noll Rebuttal Report)). Dismissing all high values of the Lerner Index as “tell[ing] you
nothing at all about market power” is not consistent with accepted economic practice. (CX5004
at 054 (¶ 114) (Noll Rebuttal Report)).
677.

Indeed, Professor Noll acknowledged that a high Lerner Index “doesn’t necessarily
mean” that firm has monopoly power. (Noll, Tr. 1415-16 (high Lerner Index indicates
that a firm can “sustain price above marginal cost,” but “[w]hether they have monopoly
power depends on other things”)).

Response to Proposed Finding No. 667
Complaint Counsel has no specific response to the Proposed Finding, except to note that
a high Lerner Index is consistent with the exercise of market power.
678.

This is because there are many industries in which most costs are fixed. In those
industries, the costs of developing a product are upfront and the marginal or variable cost
of selling another unit is essentially zero. (Addanki, Tr. 2341). When that is the case,
one expects to find “astronomical Lerner Indexes.” (Addanki, Tr. 2341; see Noll, Tr.
1415 (noting software developers have a “very high Lerner Index”)).

Response to Proposed Finding No. 678
The Proposed Finding is misleading to the extent it implies that a high Lerner Index
could not be evidence of market power in an industry with high fixed costs. (CX5004 at 051-52
(¶ 110) (Noll Rebuttal Report) (“Dr. Addanki is incorrect to state that in such industries firms
lack monopoly power simply because fixed costs are high.”)). Indeed, firms would not incur high
fixed costs unless they were confident they would be able to exercise enough market power to
recoup those fixed costs. (Noll, Tr. 1418 (“You would never pay hundreds of millions of dollars
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to do research and development and to get an NDA unless you expected that you would have
several years of essentially monopoly, of a circumstance where you could exercise substantial
market power.”); CX5004 at 051-52 (¶ 110) (Noll Rebuttal Report)). Therefore, firms will likely
not enter markets with high fixed costs unless they expect price competition to be weak enough
that they can be recouped. (CX5004 at 051-52 (¶ 110) (Noll Rebuttal Report)).
679.

Accordingly, economists have long recognized that marginal costs do not represent
“competitive benchmark price” in the many real-world industries with substantial fixed
costs. (Addanki, Tr. 2341-42).

Response to Proposed Finding No. 679
The Proposed Finding is misleading to the extent it suggests that a company in an
industry with substantial fixed costs cannot exercise market power. (See Complaint Counsel’s
Response to Proposed Finding No. 678).
680.

Marginal costs just as easily may reflect large fixed costs that need to be covered in order
to remain in business. (Addanki, Tr. 2339).

Response to Proposed Finding No. 680
The Proposed Finding is misleading to the extent it suggests that a company in an
industry with substantial fixed costs cannot exercise market power. Indeed, firms would not
incur high fixed costs unless they were confident they would be able to exercise enough market
power to recoup those fixed costs. (Noll, Tr. 1418 (“You would never pay hundreds of millions
of dollars to do research and development and to get an NDA unless you expected that you
would have several years of essentially monopoly, of a circumstance where you could exercise
substantial market power.”); CX5004 at 051-52 (¶ 110) (Noll Rebuttal Report); see Complaint
Counsel Response to Proposed Finding No. 678). Moreover, the Proposed Finding is inaccurate
because marginal costs do not “reflect” fixed costs. A marginal cost is the additional cost of
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producing one more unit of output (CX5000 at 089 (¶ 200 n.244) (Noll Report)); fixed costs are
those that must be incurred regardless of how much output is produced.
681.

This is particularly true in the pharmaceutical industry, where a higher Lerner Index is a
“normal market outcome” because the cost structure is front-loaded—with high fixed
costs and low marginal costs—and marginal cost pricing is not feasible. (Noll, Tr. 1416;
see RX-547.0055-56).

Response to Proposed Finding No. 681
The Proposed Finding is misleading to the extent it suggests that a pharmaceutical
company with high fixed costs and low marginal costs cannot exercise market power. Indeed,
firms would not incur high fixed costs unless they were confident they would be able to exercise
enough market power to recoup those fixed costs. (CX5004 at 051-52 (¶ 110) (Noll Rebuttal
Report); see also Complaint Counsel’s Response to Proposed Finding No. 678).
682.

As a result, gross margins for branded drugs generally are much higher than gross
margins for generic drugs, not because of monopoly power, but because the generic is
nothing but a copy of the brand-name product. (RX-547.0057).

Response to Proposed Finding No. 682
The Proposed Finding is misleading to the extent it suggests that a pharmaceutical
company with high gross margins is not evidence of market power. (See Complaint Counsel’s
Response to Proposed Finding No. 678). The Proposed Finding is also inaccurate because it
ignores that the entry of generic competitors will lower prices which results in lower margins. It
is well-established that margins for branded drugs are generally much higher because branded
drugs typically enjoy a period of exclusivity, and that the entry of generic drugs introduces more
competition which drives down the average price of the drug. (CCF ¶ 24; CX5000 at 048 (¶ 104)
(Noll Report); CX6055 at 010). If branded firms did not enjoy monopoly power, then the entry
of generic drugs would have no discernible impact on the average price of the drug because the
branded firm would already be charging a competitive price. (Noll Tr. 1380-81 (if a market is
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highly competitive prior to generic entry, then entry by generics will not have a significant
effect); CX5000 at 072-73 (¶ 158) (Noll Report) (there was little price competition between
Opana ER and other LAOs, but the introduction of generic oxymorphone resulted in a high
diversion of sales from Opana ER to generic oxymorphone ER)).
683.

This means the generic’s prices do not reflect the long-run costs that the brand company
incurred to research, develop, and promote the drug in the first instance. (RX-547.0057).

Response to Proposed Finding No. 683
The Proposed Finding is misleading and contrary to well-established economic principles
to the extent it implies that a branded firm’s higher long-run costs allow it to charge a higher
price. While a branded firm may need to charge higher prices in order to be profitable so that it
can recoup higher fixed costs and address higher long-run costs, it cannot do so unless it enjoys
substantial market power. (CX5004 at 051-52 (¶ 110) (Noll Rebuttal Report)). So if the entry of
generic versions of a drug pulls down that drug’s average price, that is evidence the branded firm
was charging a supracompetitive price and, thus, exercising monopoly power. (CX5000 at 100 (¶
227) (Noll Report); CX5004 at 040 (¶ 84) (Noll Rebuttal Report)).
684.

Any other approach would mean that every brand pharmaceutical manufacturer or
software developer would be a monopolist given their gross margins. (Addanki, Tr.
2341-42).

Response to Proposed Finding No. 684
The Proposed Finding is inaccurate and contrary to well-established economic principles
for the reasons set forth in response to Proposed Finding No. 683. The Proposed Finding is also
misleading to the extent it suggests that the mere presence of market power is anticompetitive. A
firm may also achieve monopoly power through superior efficiency, such as strong patent rights
or strong economies of scale. As Professor Noll explained: “That’s monopoly power, but it’s not
anticompetitive, because it wasn’t achieved by anticompetitive means.” (Noll, Tr. 1419).
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2.
685.

Patent Rights Do Not Signify Monopoly Power

Professor Noll also testified that Endo had monopoly power because it “was able to
exclude people from the market” through “enforcement of patent rights.” (Noll, Tr.
1412; see CX5000-088-89).

Response to Proposed Finding No. 685
Complaint Counsel has no specific response.
686.

From an economic perspective, patents do not confer monopoly power. All a patent does
is give the owner the right to exclude someone from making a direct copy of what the
owner makes. (Addanki, Tr. 2343).

Response to Proposed Finding No. 686
The Proposed Finding is inaccurate. Although patents do not always confer monopoly
power, they can depending on the circumstances. Indeed, the 2017 IP Guidelines contain an
entire section titled “Intellectual Property and Market Power.” (CX5004 at 043 (¶ 89) (Noll
Rebuttal Report) (citing the 2017 IP Guidelines at 4-5)). In this section, the IP Guidelines state:
“Although the intellectual property right confers the power to exclude with respect to the specific
product, process, or work in question, there will often be sufficient actual or potential close
substitutes for such product, process, or work to prevent the exercise of market power.” (CX5004
at 043 (¶ 89) (Noll Rebuttal Report) (quoting the 2017 IP Guidelines at 4)). Thus, the IP
Guidelines clearly state that IP such as patents can confer market power, so long as there are not
close substitutes for the product.
687.

In the case of Opana ER, this mean that Endo’s patents merely “prevent[ed] competitors
from making direct copies of Opana ER.” (Addanki, Tr. 2343).

Response to Proposed Finding No. 687
The Proposed Finding is misleading to the extent it suggests that Endo’s patents could not
have conferred monopoly power regarding Opana ER. (See Complaint Counsel’s Response to
Proposed Finding No. 686).
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688.

But “to the extent that other long-acting opioids competed with Opana ER, the patents
had no ability to block them.” (Addanki, Tr. 2343).

Response to Proposed Finding No. 688
The Proposed Finding is misleading to the extent it suggests that Endo’s patents could not
have conferred monopoly power regarding Opana ER. (See Complaint Counsel’s Response to
Proposed Finding No. 686).
3.
689.

Differences in Price Between Generic and Brand Drugs Do Not
Suggest the Brand Has Monopoly Power

Generic products, from aspirin to bread, are sold for less than brand name products.
(Addanki, Tr. 2343-44).

Response to Proposed Finding No. 689
The Proposed Finding is misleading to the extent it implies that the dynamics of generic
competition from prescription pharmaceutical drugs are analogous to other products, such as
over the counter medications and groceries. In fact, there are a number of regulatory and
institutional features of prescription drug competition that differ from other industries. (CCF ¶¶
6-32). The dynamics of generic prescription pharmaceutical drugs are not analogous to other
industries.
690.

In the case of pharmaceutical products, a generic “has to be offered at a discount from the
brand price. And that’s just institutional. For it to be listed as a generic, it has to be
offered at a selling price below the brand price.” (Addanki, Tr. 2346).

Response to Proposed Finding No. 690
The Proposed Finding is misleading to the extent it suggests that generics are offered at a
discount to the branded product due to some undefined, vague “institutional” reason rather than
because generic entry results in more competition and, thus lower prices. Indeed, the fact that
generics are generally cheaper than the brand is consistent with the conclusion that prior to
generic entry, the branded firm faced less competition and had monopoly power. (CX5000 at 100
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(¶ 227) (Noll Report); see also CCF ¶ 642; Noll Tr. 1380-81 (noting that the fall in price
following the entry of generics tells us the market was not competitive before generics entered)).
Generics enter at a lower price because that is how they compete and take share away from the
branded product. That is the essence of the why consumers benefit from generic entry.
The Proposed Finding is also misleading to the extent it implies generics will necessarily
be sold at a lower price than the branded drug. It is true that the entry of generics generally result
in a lower average price of the drug. (See Complaint Counsel’s Response to Proposed Finding
No. 682; CCF ¶ 24; CX5000 at 048 (¶ 104) (Noll Report); CX6055 at 010). But Dr. Addanki has
produced no evidence or analysis that it is universally the case that generics are offered at a
lower price than branded drugs.
Finally, the Proposed Finding is misleading because it is untrue that a drug has to be
listed at a lower price to be listed as a generic. Respondent has produced no evidence that
generics cannot be listed unless they are offered at a lower price than the brand.
691.

This means that anytime one compares brand drug prices to generic drug prices, “you’re
going to have a price difference . . . no matter whether the brand has a hundred equally
good therapeutic substitutes or none.” (Addanki, Tr. 2346).

Response to Proposed Finding No. 691
The Proposed Finding is misleading to the extent it implies that entry of a lower-cost
generic product does not benefit consumers or indicate that, prior to generic entry, the brand
exercised monopoly power. (See Complaint Counsel’s Response to Proposed Finding Nos. 683
and 690). The Proposed Finding is also misleading and inaccurate to the extent it suggests that
the issue of monopoly power turns on whether there are “good therapeutic substitutes” rather
than good economic substitutes. (CCF ¶ 525 (“In the end, whether products are in the same
market is not simply a matter of functional definition and technical description, but whether
customers regard the products as sufficiently close substitutes that a small change in the price of
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one product would cause buyers to switch their purchases to the other”); see also CCF ¶¶ 51139; Noll, Tr. 1373-74 (“either product differentiation or switching costs can take a market that
contains products that are used for the same function but that are not close economic substitutes
because of consumer preferences, because of brand reputations, brand loyalties, behavior, sort of
being stuck in the mud and, you know, inflexible in behavior, or simply switching costs, for all
those reasons, functional substitutes are not necessarily close economic substitutes”)). Regardless
of whether there are a large number of good therapeutic substitutes available, the market
definition hinges on which ones are close economic substitutes. (CCF ¶ 918).
692.

Put differently, whether the brand drug has monopoly power or not, generic equivalents
will be listed for a lower price by virtue of being generic products. (Addanki, Tr. 2347).

Response to Proposed Finding No. 692
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding Nos. 683, 690, and 691. A branded firm can charge a supracompetitive price
for a drug only if it faces weak competition and thus exercises market power. If generic versions
of a drug enter, and result in a decrease in the average price of the drug, that is evidence that
generic entry constrained the branded firm’s ability to charge a supracompetitive price. (CCF ¶
642; Noll, Tr. 1380-81). If a market is highly competitive prior to generic entry, then entry by
generics will not have a significant effect on average price or sales of the branded product. (Noll,
Tr. 1380-81). Thus, the fact that generics lowered the price of a drug is evidence that the branded
firm has monopoly power. (CX5000 at 100 (¶ 227) (Noll Report); CX5004 at 040 (¶ 84) (Noll
Rebuttal Report)).
X.

THE RELEVANT MARKET INCLUDES ALL EXTENDED-RELEASE OPIOIDS

693.

The relevant geographic market for purposes of this litigation is the United States. (JX001-002 (¶ 10) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).

Response to Proposed Finding No. 693
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Complaint Counsel has no specific response.
694.

The foundational consideration when determining the relevant product market is “what
the set of products is to which customers of Opana ER could and realistically would turn
in the event of a price increase.” (Addanki, Tr. 2239).

Response to Proposed Finding No. 694
The Proposed Finding is inaccurate. As described in the Horizontal Merger Guidelines,
the foundational consideration when determining the relevant product market is whether a single
firm in the market (a “hypothetical monopolist”) could profitably impose a small but significant
increase in price (“SSNIP”) on the products in the hypothesized market. (CX6054 at 012 (§
4.1.1) (Horizontal Merger Guidelines)). But even if a hypothetical monopolist’s SSNIP is
profitable, the test explicitly assumes there will be some loss of sales to other products which are
nonetheless outside the product market. (CX6054 at 012 (§ 4.1.1) (Horizontal Merger
Guidelines) (“Therefore, Products A and B satisfy the hypothetical monopolist test using a five
percent SSNIP, and indeed for any SSNIP size up to ten percent. This is true even though twothirds of the sales lost by one product when it raises its prices are diverted to products outside
the relevant market.”) (emphasis added)). So the fact that customers do switch to alternative
products in the event of a price increase does not, in and of itself, identify whether the products
they switch to are in fact close economic substitutes and in the same market. Thus, the Proposed
Finding offers an improper framework for assessing the product market, and applying it would
lead to overly broad definitions of the market.
Moreover, where products already are priced at supracompetitive levels, simply looking
at what other products customers switch to can lead to overly broad definitions of the market.
This analytical mistake occurs when one falsely concludes products outside the relevant market
are substitutes by examining competitive interactions that occur when the reference product is
already priced supracompetitively. (CCF ¶ 931; CX5004 at 034 (¶ 68) (Noll Rebuttal Report)).
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Even monopolists face constraints from competing products when selling their product at
supracompetitive prices—but the fact that customers would turn to these other products in the
event that the monopolist raised its price is not evidence that those competing products are in the
same relevant product market. (CCF ¶¶ 931-32; CX5004 at 034-35 (¶¶ 68-71) (Noll Rebuttal
Report)).
695.

From an economic perspective, it is “very clear that the evidence . . . points to the
relevant market being no smaller than the market for long-acting opioids in the United
States.” (Addanki, Tr. 2328).

Response to Proposed Finding No. 695
The Proposed Finding is inaccurate and contrary to the weight of the evidence. See
generally CCF ¶¶ 579-792 for a lengthy and detailed discussion of the evidence that
demonstrates that the relevant market for assessing the conduct at issue in this case is
oxymorphone ER. In particular, the evidence shows:


Impax and Endo both forecasted that generic versions of oxymorphone ER (whether
AB-rated or not) would significantly erode Opana ER’s market share and degrade its
price. (CCF ¶¶ 583-607, 611-13, 618-21). Endo submitted sworn testimony in various
legal actions that Impax was likely to significantly erode Opana ER’s market share
and degrade its price, and that other LAOs would not and did not have a comparable
effect. (CCF ¶¶ 608-10, 614-17, 622-27).



Actual data from Impax’s generic entry shows that generic oxymorphone ER did
indeed substantially erode Endo’s market share and degrade the average price of
oxymorphone ER. (CCF ¶¶ 628-44).



When pricing generic oxymorphone ER, Impax looked exclusively at the price of
Opana ER and other generic oxymorphone ER, and did not look at the price of other
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drugs. (CCF ¶¶ 645-53). If other LAOs were in the same market as Opana ER, Impax
would need to study their prices in setting the price of its generic product.


The data show that the introduction of new branded LAOs or generic versions of
existing LAOs had no discernible impact on Opana ER’s sales. (CCF ¶¶ 670-716). If
other LAOs were close substitutes and in the same product market as Opana ER, the
introduction of generic versions of such LAOs should have resulted in substantial
diversion of sales from Opana ER to the other LAO. (CCF ¶¶ 642, 672; Noll, Tr.
1374-75; 1380-82). Yet this diversion did not occur. (CCF ¶¶ 673-716).



Endo’s marketing strategy for Opana ER relied on highlighting the distinctions
between Opana ER and other LAOs. (CCF ¶¶ 717-40). Indeed, when additional
generic OxyContin entered the market, Endo decided against changing its strategy,
because: “Our molecule was still the better fit for different types of patients. Whether
there’s generic OxyContin or not didn’t necessarily change that dynamic.” (Bingol,
Tr. 1278-79).



Clinical differences between Opana ER and other LAOs exist. (CCF ¶¶ 741-92).
Patients respond differently to particular LAOs, and so prescribers need to have a
variety of LAOs available to meet different patients’ needs because certain LAOs will
not be acceptable to particular patients. (CCF ¶¶ 748-51). Endo highlighted these
differences in its marketing documents. (CCF ¶¶ 761, 769, 781).

696.

That market includes, at a minimum, extended-release oxycodone, morphine,
hydromorphone, tapentadol, hydrocodone, oxymorphone, and fentanyl. (RX-547.0047).

Response to Proposed Finding No. 696
The Proposed Finding is inaccurate and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 695. Specifically, the evidence shows that
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the presence of both branded and generic versions of other LAOs did nothing to hinder Opana
ER’s rapid growth from 2008 to 2011. (CX5004 at 048-49 (¶ 103) (Noll Rebuttal Report)).
Opana ER’s {
}. (CX5004 at 047-48 (¶ 101-02) (Noll Rebuttal Report) (in camera)). During the 2009 to
2011 period in which Opana ER was growing share while maintaining price: (1) generic
morphine was available; (2) branded hydromorphone, Exalgo, was launched; (3) generic fentanyl
was available; and (4) branded tapentadol, Nucynta ER, was launched. (CCF ¶¶ 687-88
(morphine), ¶¶ 692-94 (hydromorphone), ¶¶ 703-04 (fentanyl), ¶¶ 712-13 (tapentadol)). If these
other drugs were close substitutes for oxymorphone ER and in the same market, then the
availability of generic versions of these drug and the launch of branded versions of these drugs
should have resulted in a diversion of sales from Opana ER to these drugs and a decrease in
Opana ER’s price. (CCF ¶¶ 670-73). Yet this did not occur. In fact, in a declaration submitted to
a federal court, Endo’s Senior Marketing Director for the Opana brand of products stated:
“despite the presence of new entrants in the market who are actively promoting their new
products (EMBEDA and EXALGO), and despite the fact that Endo’s promotional spend has
declined, Endo’s share of the market with OPANA ER continues to grow at a steady rate.”
(CX3273 at 004 (¶ 8) (Bingol Decl.)). If these other, more heavily-promoted, LAOs were close
substitutes and in the same market as Opana ER, it would not have been possible for Opana ER
to grow at a steady rate.
In fact, the data show that once generic versions of oxymorphone ER launched, {

}. (CCF ¶¶ 583-85; 609-10; 628-42;
CX5000 at 219 (Exhibit 7A) (Noll Report) (in camera)). This demonstrates that the market was
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not competitive prior to the launch of generic oxymorphone ER and other LAOs did not compete
vigorously with Opana ER. (CCF ¶ 642; Noll Tr. 1380-82). Thus, generic oxymorphone is a
close economic substitute to Opana ER, while other LAOs are not. So the product market
includes Opana ER and generic oxymorphone ER, but not other LAOs.
697.

Indeed, the evidence at trial demonstrated that all extended-release opioids are
interchangeable for the vast majority of patients, and that extended-release opioids
compete vigorously on price. (See, e.g., Michna, Tr. 2107; Bingol, Tr. 1324-25;
Addanki, Tr. 2291).

Response to Proposed Finding No. 697
The Proposed Finding is misleading and inaccurate to the extent it suggests that the
determination of relevant market turns on whether extended-release opioids are
“interchangeable” rather than economic substitutes. (CCF ¶ 525 (“In the end, whether products
are in the same market is not simply a matter of functional definition and technical description,
but whether customers regard the products as sufficiently close substitutes that a small change in
the price of one product would cause buyers to switch their purchases to the other”); see also
CCF ¶¶ 511-39). The Proposed Finding is also inaccurate, because both Complaint Counsel’s
and Respondent’s medical experts explicitly testified that not all extended-release opioids are
interchangeable. Complaint Counsel’s medical expert testified that “Opana ER as a specific
opioid is not reliably interchangeable with other long-acting opioids.” (Savage, Tr. 697-98; see
also CCF ¶¶ 745-49). Respondent’s medical expert Dr. Michna testified that: “Well, we’re all
different physiologically in the way we tolerate medications. Some people have very high
tolerance. Some people have side effects. There’s a lot of variability.” (Michna, Tr. 2109). Dr.
Michna conceded that individual responses to absorption, distribution, and metabolism of drugs
varies and that individuals respond differently to different LAOs (Michna, Tr. 2191-93) and that
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approximately half of all patients do not tolerate the first opioid they try. (Michna, Tr. 2169; see
also CCF ¶¶ 746-61).
The Proposed Finding is also inaccurate in characterizing different LAOs as competing
vigorously on price. Generic oxymorphone ER entry substantially lowered the average price of
oxymorphone ER. (CCF ¶¶ 636-37). From 2009 to 2011, Endo was actually able to maintain the
net realized price of Opana ER despite the launch of other LAOs and the presence of generic
versions of other LAOs. (See Complaint Counsel’s Response to Proposed Finding No. 696). We
would not observe this pattern if different LAOs competed vigorously on price. (Noll, Tr. 138082 (“if the market already is highly competitive before the generics enter, then you wouldn’t
expect that there would be any significant effect of generic entry.”)).
Testimony from Endo’s Senior Marketing Director for Opana, Mr. Bingol, also does not
support the proposition that LAOs compete vigorously on price. In fact, in a signed declaration
submitted to a federal court, Mr. Bingol stated that the launch of generic oxymorphone ER
would put pricing pressure on Opana ER that other LAOs would not exert:
Endo anticipates that upon the launch of generic OPANA ER by Impax,
Impax will set the price 15-20 percent lower than the price of Endo’s
branded price . . . Endo will lose an opportunity to gain its future profits
based upon its forecasted growth of the OPANA brand. . . . Upon the
launch of a generic substitute, as discussed above, we project that Endo’s
market share will immediately erode. Thus, Endo will lose the opportunity
to generate profits from OPANA ER sales at a level that represents the
difference between the projected future sales levels resulting from share
growth and the sales level at the time a generic product is launched . . .
(CX3273 at 008-09 (¶¶ 18-19) (Bingol Decl.)). In other words, Endo projected that the only
event that would arrest Endo’s market share and growth was the launch of generics. That
phenomenon could not occur if Opana ER competed vigorously with other LAOs.
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A.
698.

All Extended-Release Opioids are Equally Safe and Effective for the Vast
Majority of Patients

All extended-release opioids are proven to relieve chronic pain. (Michna, Tr. 2107).

Response to Proposed Finding No. 698
The Proposed Finding is misleading to the extent it suggests that all extended-release
opioids are substitutable for one another. Both Complaint Counsel’s and Respondent’s medical
experts agree that there are significant differences in opioids and in individual responses to
different medications, and that these differences can be very important to the treatment of
individual patients. (CCF ¶¶ 746-49; Savage, Tr. 709; Michna, Tr. 2109 (“Well, we’re all
different physiologically in the way we tolerate medications. Some people have very high
tolerance. Some people have side effects. There’s a lot of variability.”); see also Michna, Tr.
2191-93 (conceding that individual responses to and the pharmacokinetic effects of different
LAOs vary)). Both Complaint Counsel’s and Respondent’s medical experts also agree that
patients frequently find that a given LAO is not effective in relieving pain, in which case the
patient must be treated with a different opioid. (CCF ¶ 658; CX5002 at 020, 041-42 (¶¶ 51, 11516) (Savage Report); Michna, Tr. 2193 (agreeing that individual patients may respond differently
to different drugs)).
699.

And all extended-release opioids are equally safe and effective in relieving pain in the
vast majority of patients. (Michna, Tr. 2107).

Response to Proposed Finding No. 699
The Proposed Finding is misleading and inaccurate for reasons set forth in response to
Proposed Findings Nos. 697 and 698.
700.

Indeed, there are no clinical trials or head-to-head medical studies showing that one
extended-release opioid is more effective than any other extended-release opioid in
treating any particular group of patients. (Michna, Tr. 2107-08).

Response to Proposed Finding No. 700
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The Proposed Finding is misleading to the extent it suggests that all extended-release
opioids are substitutable for one another. Both Complaint Counsel’s and Respondent’s medical
experts agree that there are significant differences in opioids and in individual responses to
different medications, and that these differences can be very important to the treatment of
individual patients. (CCF ¶¶ 658, 746-49). Indeed, Dr. Michna testified that approximately half
of all patients do not tolerate the first opioid they try. (Michna, Tr. 2169; see also Complaint
Counsel’s Response to Proposed Finding Nos. 697 and 698).
701.

Nor are there any documented studies showing that one extended-release opioid is more
effective than another in in treating pain from any particular disease or injury. (Michna,
Tr. 2107-08).

Response to Proposed Finding No. 701
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 700.
702.

There is no medical condition for which oxymorphone ER or any other extended-release
opioid is the only safe and effective option to treat pain. (Michna, Tr. 2149; RX547.0105; Addanki, Tr. 2248 (“there’s no indication for which oxymorphone had any
significant use for which there isn’t at least one other long-acting opioid available that
was also used for the same indication”)).

Response to Proposed Finding No. 702
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 700.
703.

And there are no comorbid medical conditions—additional conditions on top of the
condition causing pain—that prohibit a patient from having multiple extended-release
opioid options to treat chronic pain. (Michna, Tr. 2112).

Response to Proposed Finding No. 703
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 700. In addition, the Proposed Finding is inaccurate to the extent it implies that
particular comorbid conditions cannot in fact limit the opioids options available. For instance,
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there are a large number of conditions that require treatment with drugs the affect the CYP 450
system. (CCF ¶¶ 764-66). Such drugs include antidepressants, anti-seizure medications, and
antibiotics. (CCF ¶ 764). Particular LAOs, including oxycodone, methadone, and tapentadol, are
also metabolized through the CYP 450 system. (CX5002 at 039, 106 (¶ 107, Appendix C)
(Savage Report)). Prescribing an LAO that is metabolized through the CYP 450 system risks
resulting in a drug-drug interaction if the patient is on one of the many other medications that
affect the CYP 450 system. (CCF ¶¶ 765-66). Oxymorphone ER is not metabolized through the
CYP 450 system and so, unlike oxycodone, methadone, and tapentadol, it does not present this
particular drug-drug interaction risk. (CCF ¶¶ 767-68). Endo is aware of this differentiating
feature of Opana ER and touts it in marketing materials. (CCF ¶ 769).
704.

As Complaint Counsel’s medical expert, Dr. Seddon Savage, testified, no opioid is
superior to any other opioid. (Savage, Tr. 743-44, 791-92).

Response to Proposed Finding No. 704
The Proposed Finding is inaccurate and mischaracterizes Dr. Savage’s testimony. Dr.
Savage agreed that “no single opioid is superior in the abstract.” (Savage, Tr. 791-92 (emphasis
added)). But she also testified that “in the clinical setting, for individual patients with specific
types of pain in specific contexts, almost always there is a medication or medications that are
better than other medications, so in that sense, there are superior choices for individuals in
particular contexts. Yes.” (Savage, Tr. 744). Dr. Savage in fact clearly testified that particular
opioids are superior to others.
Moreover, the Proposed Finding is irrelevant because whether products are in distinct
markets and differentiated does not hinge on whether one is “superior” to the other. Products can
be vertically differentiated, in which case some are superior to others (e.g., tires that last for
100,000 miles are superior than tires that last 75,000 miles). (CX5000 at 020-21 (¶ 47) (Noll
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Report)). Products can also be horizontally differentiated, in which case none are necessarily
objectively superior to the other, but each has different qualitative attributes that cause
individuals to prefer some over the other. (CX5000 at 020-21 (¶ 47) (Noll Report)). Regardless
of whether products are differentiated horizontally or vertically, whether they are in the same
market is defined by whether enough buyers switch products in response to small changes in
price. (CX5000 at 020-21 (¶ 47) (Noll Report)). So to the extent no LAO is “superior” to
another, that has no bearing on whether they are in the same market as each other.
705.

Professor Noll, Complaint Counsel’s economic expert, similarly concedes that no
extended-release opioid is superior to any other extended-release opioid for any new
patient. (Noll, Tr. 1504-05).

Response to Proposed Finding No. 705
The Proposed Finding is inaccurate and mischaracterizes Professor Noll’s testimony.
Professor Noll testified that“[i]n the abstract, without more information, I don’t think even a
doctor knows what the superior prescription is.” (Noll, Tr. 1504-05 (emphasis added)). But
Professor Noll then went on to testify: “My understanding of how doctors behave is they try to
match the drug to the conditions of the patient, but again, I’m not a doctor and I’m not going to
perform that match.” (Noll, Tr. 1505). Professor Noll’s testimony is consistent with the
testimony by Dr. Savage. She explained that in deciding which opioid to prescribe, she takes a
patient’s history, and inquires into the patient’s experience with other medications and side
effects. (Savage, Tr. 710-11).
706.

Chronic-pain sufferers consequently have numerous equally safe and effective extendedrelease opioid options available to them, including oxymorphone, fentanyl, morphine
sulfate, methadone HC1, oxycodone HC1, tapentadol HC1, hydrocodone, and
hydromorphone HC1. (Michna, Tr. 2176-77).

Response to Proposed Finding No. 706
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The Proposed Finding mischaracterizes Dr. Michna’s testimony. Dr. Michna testified that
he prescribes certain extended-release opioids, including oxymorphone, fentanyl, morphine
sulfate, methadone, oxycodone, hydrocodone, and hydromorphone. (Michna, Tr. 2176-78). He
did not testify, however, that these drugs are equally safe and effective for individual patients.
Instead, he testified that individual patients have different reactions to different LAOs, patients
respond differently to different drugs, and that approximately half of all patients do not tolerate
the first opioid they try. (Michna, Tr. 2109, 2169, 2193; see also Complaint Counsel’s Response
to Proposed Finding No. 698).
The Proposed Finding is also contradicted by the evidence that shows that LAOs are not
equally safe. LAOs differ in their adverse side effect and adverse drug-drug interaction profiles.
(Savage, Tr. 709; CX5002 at 008, 022, 023-24 (¶¶ 16, 58, 63) (Savage Report)). The FDA’s
Blueprint for Prescriber Education advises prescribers to be knowledgeable about specific LAOs
particular drug-drug interactions. (CX3355 at 005-06 (FDA Blueprint for Prescriber Education
for Extended-Release and Long-Acting Opioid Analgesics) (“Prescribers should be
knowledgeable about general characteristics, toxicities, and drug interactions for ER/LA opioid
analgesic products.”)). The FDA Blueprint for Prescriber Education also includes a list of every
LAO and, for each LAO, the specific drug interactions that that LAO presents. (CX3355 at 01021).
707.

And physicians can choose among these extended-release opioids when deciding which
medication to prescribe a patient with chronic pain. (Noll, Tr. 1504).

Response to Proposed Finding No. 707
The Proposed Finding is misleading to the extent it suggests that all extended-release
opioids are substitutable for one another. Both Complaint Counsel’s and Respondent’s medical
experts agree that there are significant differences in opioids and in individual responses to
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different medications, and that these differences can be very important to the treatment of
individual patients. (CCF ¶¶ 658, 746-49).
708.

Even for patients with unique medical conditions that prevent the use of certain extendedrelease opioids, there are always multiple opioid options available that would be equally
safe and effective for the treatment of chronic pain. (Michna, Tr. 2148; Noll, Tr. 1548).

Response to Proposed Finding No. 708
The Proposed Finding is not supported by the evidence cited. Dr. Michna testified that he
had never seen a patient for whom multiple LAO options were not available. (Michna, Tr. 2148).
However, Dr. Michna did not testify that the remaining options would be “equally safe and
effective.” Indeed, Dr. Michna agrees that there are significant differences in opioids and in
individual responses to different medications, and that these differences can be very important to
the treatment of individual patients. (CCF ¶¶ 658, 746-49). Professor Noll testified that a doctor
can prescribe a new patient any opioid, subject to professional ethics and the rules of the insurer.
(Noll, Tr. 1548). Professor Noll did not testify that there are multiple opioid options available
that would be equally safe and effective for patients with unique medical conditions. Respondent
has presented no evidence that in every situation in which a patient has a medical condition that
prevents the use of some LAOs, “there are always” “equally safe and effective” multiple options
available.
709.

But to the extent any patients exist for whom oxymorphone ER or any other extendedrelease opioid is the most effective option, such patients could not be identified in
advance of treatment. (Michna, Tr. 2148-49).

Response to Proposed Finding No. 709
Complaint Counsel has no specific response.
710.

This means that there is no identifiable group of patients for which oxymorphone ER or
any other extended-release opioid is the only treatment option. (Michna, Tr. 2148-49;
Noll, Tr. 1508-09; CX4041 (Savage, Dep. at 60)).

Response to Proposed Finding No. 710
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The Proposed Finding mischaracterizes the record to the extent it suggests that
prescribers freely and routinely switch between different LAOs once an adequate treatment is
found. Dr. Savage explained that “[i]f they’re tolerating [Opana ER] well and it’s meeting their
needs, I’d prefer to keep them on the drug that they’re using.” (Savage, Tr. 770). Respondent’s
expert Dr. Michna agreed: “[A]s humans we’re afraid of the unknown, so you could understand,
if a patient has been on a medication for months or years and getting good pain relief, that there
would be some anxiety about switching to a medication that . . . may not have that same effect.”
(Michna, Tr. 2126). Thus, accepted medical practice is to keep patients on an opioid drug that is
both effective and has manageable side effects because of the risk that the new LAO will be
either ineffective or cause side effects. Thus, the patients who currently take oxymorphone ER
are an identifiable group of patients for whom oxymorphone ER is, if not the only, the most
medically-appropriate treatment option.
B.
711.

Clinical Guidelines Treat All Extended-Release Opioids Identically

The FDA has approved all extended-release opioids, including generic and branded
Opana ER, for the exact same indication: Treating “pain severe enough to require daily,
around-the-clock, long-term opioid treatment and for which alternative treatment options
are inadequate.” (RX-549.0010-11; see Michna, Tr. 2107; RX-230.0001 (oxymorphone
label); RX-030.0001 (Opana ER label)).

Response to Proposed Finding No. 711
The Proposed Finding is misleading to the extent it implies that approval for the same
indication means two drugs are therefore interchangeable. (See Complaint Counsel’s Response to
Proposed Finding Nos. 697 and 698).
712.

For this reason, the labels for all extended-release opioids are standardized to contain
identical language. (Addanki, Tr. 2240-42).

Response to Proposed Finding No. 712
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The Proposed Finding is inaccurate because the labels for LAOs do not contain identical
language. For example:


The label for OxyContin (oxycodone) includes a black box warning that the
concomitant use of OxyContin with CYP3A4 inhibitors (or discontinuation of
CYP3A4 inducers) can result in a fatal oxycodone overdose. (CX3268 at 001
(OxyContin Label)). This reflects the fact that OxyContin engages the CYP 450
system, and that creates the risk for drug-drug interactions that is not present with
Opana ER. (CX5002 at 026, 106 (¶ 72, Appendix C) (Savage Report)). Opana ER’s
label contains no such warning because, unlike OxyContin, it does not present this
risk. (CX3266 at 001 (Opana ER Label); CX5002 at 026 (¶ 72) (Savage Report)).



Similarly, the label for Duragesic (fentanyl patch) includes a black box warning that
the concomitant use of Duragesic with CYP3A4 inhibitors (or discontinuation of
CYP3A4 inducers) can result in a fatal fentanyl overdose. (CX3259 at 001 (Duragesic
Label)). Opana ER’s label contains no such warning. (CX3266 at 001 (Opana ER
Label)). Duragesic’s label also notes that it presents a risk of increased fentanyl
absorption in patients with an elevated body temperature (e.g., from a fever). Opana
ER’s label does not contain such a warning. (CX3259 at 001 (Duragesic Label);
CX3266 at 001 (Opana ER Label)).



The label for Exalgo (hydromorphone) notes that it is contraindicated for opioid nontolerant patients and patients with a known hypersensitivity to hydromorphone.
(CX3261 at 001 (Exalgo Label)). Opana ER’s label contains no such
contraindications. (CX3266 at 001 (Opana ER Label)).
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The label for MS Contin (morphine sulfate ER) contains a contraindication for
hypersensitivity to morphine. (CX3264 at 001 (MS Contin Label)). Opana ER’s label
contains no such contraindication. (CX3266 at 001 (Opana ER Label)).

Contrary to the Proposed Finding, the labels of different LAOs actually reflect some of
the differentiating characteristics between them. (CX5002 at 106 (Appendix C) (Savage Report)
(summary the distinctions between different LAOs)).
713.

When the FDA modifies the indication for opioids, it does so on a class-wide basis for all
relevant drugs. (Michna, Tr. 2107).

Response to Proposed Finding No. 713
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 712.
714.

The FDA also requires that all extended-release opioids utilize a single Risk Evaluation
and Mitigation Strategy (“REMS”). (Michna, Tr. 2111; Savage, Tr. 745-46; Addanki, Tr.
2251-52).

Response to Proposed Finding No. 714
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 716.
715.

REMS programs are required by the FDA to ensure that the benefits of a particular
medication outweigh the medication’s risks. (Michna, for Tr. 2110). Such programs
allow the FDA to identify potential problems with prescription drugs and institute actions
to address those problems. (Michna, Tr. 2110).

Response to Proposed Finding No. 715
Complaint Counsel has no specific response.
716.

By requiring a single REMS program, the FDA assesses the risks and benefits of
extended-release opioids collectively across the entire class of such products, even
though individual patients may react differently to individual opioids. (Michna, Tr.
2111).

Response to Proposed Finding No. 716
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The Proposed Finding is inaccurate. First, Dr. Michna testified that while REMS is classwide, there are still “some differences in dosing and potential drug interactions” between
particular opioids. (Michna, Tr. 2111). Second, the FDA itself stated that: “The goal of this
REMS is to reduce serious adverse outcomes resulting from inappropriate prescribing, misuse,
and abuse of extended-release or long-acting (ER/LA) opioid analgesics….” (CX5004 at 024-25
(¶ 47) (Noll Rebuttal Report) (citing the FDA’s website) (emphasis added)). Therefore, the goal
of the REMS program is not to address all risks posed by LAOs, but only those associated with
abuse of the drugs. (CX5004 at 024-25 (¶ 47) (Noll Rebuttal Report)). Indeed, the FDA
Blueprint for Prescriber Education for Extended-Release and Long-Acting Opioid Analgesics
specifically advises prescribers to: “Be familiar with general and product-specific drug
information concerning ER/LA opioid analgesics” including drug substance, formulation,
strength, dosing interval, key instructions, specific information about conversion between
products, specific drug interactions, use in opioid-tolerant patients, product-specific safety
concerns, and relative potency to morphine. (CX3355 at 002, 006-07 (FDA Blueprint for
Prescriber Education for Extended-Release and Long-Acting Opioid Analgesics); Michna, Tr.
2173-76 (testifying that he agreed with the FDA statements to this effect)). So the FDA in fact
emphasizes the difference in risk profiles between different LAOs and advises prescribers to be
aware of them.
717.

This matters because when products are used for similar therapeutic purposes, but have
different risk profiles, they may not be good substitutes for one another. (Addanki, Tr.
2250). In the case of extended-release opioids, the use of a single REMS program and
the absence of any differences in risk profiles suggests substitutability. (Addanki, Tr.
2250-51).

Response to Proposed Finding No. 717
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Complaint Counsel has no specific response to the first sentence in the Proposed Finding.
The second sentence of Proposed Finding, however, is inaccurate for the reasons set forth in
response to Proposed Finding No. 716.
718.

Like the FDA, the DEA treats all extended-release opioids identically. All extendedrelease opioids are listed on the same schedule of controlled substances—Schedule II.
(Addanki, Tr. 2250-51).

Response to Proposed Finding No. 718
The Proposed Finding is inaccurate because the FDA does not treat all LAOs identically.
(See Complaint Counsel’s Response to Proposed Finding Nos. 712 and 716). The Proposed
Finding is also misleading to the extent it suggests that the DEA “treats all extended-release
opioids identically.” The DEA’s regulations only relate to the potential abuse of extended-release
opioids. (RX-547 at 0033-34 (¶ 65) (Addanki Report) (“Schedule II controlled substances are
those that have the highest potential for abuse among all controlled substances with accepted
medical uses.”)). Thus, like REMS, the DEA schedule does not relate to or reflect the productspecific risks of LAOs, such as the different side effects and different drug-drug interactions
posed by different LAOs.
719.

The World Health Organization similarly views extended-release opioids as equivalents.
The WHO publishes an analgesic ladder which lists treatment options for pain depending
on the severity and nature of the pain. That analgesic ladder classifies all extendedrelease opioids as undifferentiated treatments for moderate to severe pain. (Addanki, Tr.
2243-44).

Response to Proposed Finding No. 719
The Proposed Finding is inaccurate, misstates Dr. Addanki’s testimony, and is contrary to
the weight of the evidence. Dr. Addanki did not testify that the fact that the WHO groups LAOs
together for a particular purpose means they are “undifferentiated.” (Addanki, Tr. 2243-44).
Indeed, the same document that Dr. Addanki cites for WHO’s analgesic ladder identifies the
significant and meaningful differences between LAOs. (See RX-547 at 0032 (¶ 62 n.74)
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(Addanki Report) (citing RX-122)). For example, the document notes that there is “[w]ide
patient variability in response to opioids,” and that opioid rotation can be necessary due to both
“[l]ack of efficacy” and “[d]evelopment of intolerable side effects.” (RX-122 at 0018, 0020). The
fact that patients must be rotated through LAOs because some of them are ineffective or result in
intolerable side effects demonstrates that LAOs are in fact differentiated in their effectiveness
and tolerability profile. If LAOs were not differentiated and were equally effective, opioid
rotation would not be necessary.
Moreover, there is no evidence that the criteria WHO employs to determine where it
places drugs on the analgesic ladder means it views drugs in the same category as
undifferentiated or equivalent. In categorizing different types of transportation, one could draw a
category of all motor vehicles. But that doesn’t mean that all motor vehicles are undifferentiated
or equivalent.
C.
720.

Physicians and Insurance Companies Treat Extended-Release Opioids as
Interchangeable

Doctors use every extended-release opioid to treat the same medical conditions, including
post-operation pain, lumbago, and chronic pain syndrome. (RX-547.0105; Addanki, Tr.
2245-47).

Response to Proposed Finding No. 720
The Proposed Finding is inaccurate. Of the 100 diagnoses included in Dr. Addanki’s
Exhibit 4, at least one LAO is not used at all to treat 81 of them. (CX5004 at 021-22 (¶ 41) (Noll
Rebuttal Report)). For 39 of the diagnoses, oxymorphone ER is not used to treat the diagnosis at
all. (CX5004 at 021-22 (¶ 41) (Noll Rebuttal Report)). Respondent’s economic expert’s data
shows that many LAOs, including oxymorphone ER, are not used at all to treat certain
diagnoses. For example, oxycodone is prescribed 90 percent of the time for pain from rotator
cuff problems. The other five LAOs included in Exhibit 4 are hardly ever used to treat pain
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from rotator cuff problems. Therefore it is unlikely they are close substitutes for patients with
rotator cuff problems. Thus, Exhibit 4 undercuts Dr. Addanki’s analysis. (CX5004 at 021-22 (¶
41) (Noll Rebuttal Report).
721.

Indeed, it is “rare to find an indication for which there’s no use at all of one of these
[extended-release opioid] products.” (Addanki, Tr. 2247; see RX-547.0105).

Response to Proposed Finding No. 721
The Proposed Finding is inaccurate. There are many indications for which a particular
LAO is not used. (See Complaint Counsel’s Response to Proposed Finding No. 720). Indeed, for
81 of the 100 indications at least one particular LAO is not used. (CX5004 at 021-22 (¶ 41) (Noll
Rebuttal Report)).
722.

This means that whenever an extended-release opioid product is being used to treat a
medical condition, other extended-release opioids can and are used to treat the same
condition as well. (RX-547.0105; Addanki, Tr. 2247).

Response to Proposed Finding No. 722
The Proposed Finding is misleading to the extent it implies that LAOs are reliably
interchangeable. As Dr. Savage testified, because of the significant differences in opioids and
individual responses to them, Opana ER is not reliably interchangeable with other opioids. (CCF
¶¶ 745-49; Savage, Tr. 697-98 (“Opana ER as a specific opioid is not reliably interchangeable
with other long-acting opioids.”)). An individual may experience different levels of pain relief
and different side effects from different long-acting opioids. (Savage, Tr. 697-98). Therefore one
LAO may be effective for treating a patient’s medical condition while another LAO is not, so
simply because two different LAOs have been used to treat the same condition does not mean
they are close substitutes for each other.
723.

When a patient seeks treatment for chronic pain in the first instance, doctors can
prescribe any extended-release opioid. (Savage, Tr. 732).

Response to Proposed Finding No. 723
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The Proposed Finding is inaccurate and misstates Dr. Savage’s testimony. Dr. Savage
testified that there are many reasons why a doctor should prescribe one particular LAO over
another. For example, Dr. Savage testified that the black box warning relating to CYP 450 on
OxyContin steers her towards prescribing a different drug without such a warning, such as
oxymorphone ER. (Savage, Tr. 734-35). She testified that some patients who have
musculoskeletal pain need to take hot baths as part of their treatment, and for such patients
fentanyl patches would not be an appropriate LAO. (Savage, Tr. 741-42). In sum, Dr. Savage
testified that “in the clinical setting, for individual patients with specific types of pain in specific
contexts, almost always there is a medication or medications that are better than other
medications.” (Savage, Tr. 743-44).
Moreover, Dr. Addanki’s Exhibit 4 shows that many LAOs are not used to treat certain
conditions. (CX5004 at 021-22 (¶ 41) (Noll Rebuttal Report); see Complaint Counsel’s Response
to Proposed Finding No. 720). That fact demonstrates that doctors cannot prescribe any LAO to
a patient in the first instance.
724.

The factors taken into account when prescribing extended-release opioids in the first
instance include the individual patient’s prior experiences, including any opioid
medications the patient has tolerated in the past and those that they have not; patient
preferences; the doctor’s own familiarity with a particular opioid; and whether the
medication is covered by the patient’s insurance plan. (Michna, Tr. 2119, 2121).

Response to Proposed Finding No. 724
The Proposed Finding is misleading because it leaves out particular factors that are taken
into account when prescribing LAOs:


Unlike most other LAOs, oxymorphone ER is not metabolized through the CYP 450
system. (CCF ¶¶ 762, 767). Therefore patients who are on one of the many other drugs
that are metabolized through the CYP 450 system (including antidepressants, anti-seizure
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medications, and antibiotics) may be appropriately treated with oxymorphone ER than
other LAOs. (CCF ¶¶ 765-68).


Evidence shows that Opana ER has a longer half-life than some other LAOs, including
OxyContin. (CCF ¶¶ 778-80). Thus, for doctors who want to ensure more reliable dosing
and pain relief, Opana ER can be a better option. (CCF ¶ 783).



Unlike some other LAOs, oxymorphone is available in both a tablet and injectable form.
(CCF ¶ 784). This dosing flexibility allows patients using Opana ER to use oxymorphone
delivered through an IV without going through the process required to switch between
opioids (and vice versa). (CCF ¶¶ 784-85).



Oxymorphone can create less euphoria than other LAOs, including OxyContin. (CCF ¶¶
787-88). Therefore Opana ER can be a better option for patients for whom euphoria is a
concern.



Opana ER is not known to cause particular side effects caused by other LAOs (such as
irritability and hyperflexia). (CCF ¶¶ 789-92). Opana ER may be a better option for
patients for whom such side effects could be an issue.

725.

Most doctors are familiar and comfortable with certain opioids and tend to prescribe
those opioids first, despite having multiple options from which to prescribe. (Michna, Tr.
2119).

Response to Proposed Finding No. 725
The Proposed Finding is misleading to the extent it selectively refers to Dr. Michna’s
testimony. When asked what factors he considers in deciding which LAO to prescribe first, Dr.
Michna testified: “So we look at the patient’s prior experience, what opioids they’ve tolerated in
the past, what opioids they haven’t. There’s personal preference. Most physicians are
comfortable prescribing a certain opioid as their choice and they tend to prescribe that.” (Michna,
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Tr. 2119). Thus, Dr. Michna testified that physicians must consider a number of clinical factors,
including the tolerance and effectiveness of particular LAOs, which underscores the fact that
LAOs are not reliably interchangeable.
726.

As Professor Noll put it, which extended-release opioid is prescribed in the first instance
is a matter of physician preference. (Noll, Tr. 1529).

Response to Proposed Finding No. 726
The Proposed Finding is misleading and misstates Professor Noll’s testimony. Professor
Noll testified that “physicians’ habits and experiences influence their choice.” (Noll, Tr. 1529).
He did not testify that the LAO prescribed in the first instance “is a matter of physician
preference.” There are a number of clinical factors which determine which LAOs are suitable as
treatment. (See Complaint Counsel’s Response to Proposed Finding No. 724).
727.

Doctors will then assess the efficacy of the drug and any side effects experienced by the
patient to determine future treatment or the need to try a different extended-release
opioid. (Michna, Tr. 2109-10).

Response to Proposed Finding No. 727
Complaint Counsel has no specific response.
728.

This clinical interchangeability indicates that “there doesn’t appear to be any reason why
[extended-release opioid] products would not be interchangeable for one another, because
they are being used for many of the same things or virtually all of the same things.
(Addanki, Tr. 2248).

Response to Proposed Finding No. 728
The Proposed Finding is inaccurate. The record shows there are many reasons that
particular LAOs are not interchangeable with one another. (See CCF ¶¶ 745-49; Savage, Tr. 69798 (“Opana ER as a specific opioid is not reliably interchangeable with other long-acting
opioids.”)). Respondent’s medical expert Dr. Michna testified that individual responses to
absorption, distribution, and metabolism of drugs varies and that individuals respond differently
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to different LAOs and that approximately half of all patients do not tolerate the first opioid they
try. (Michna, Tr. 2169, 2191-93).
Dr. Addanki’s conclusion that LAOs are interchangeable is contrary to the opinion of the
medical experts. Dr. Addanki is not himself a medical doctor, and indeed he did not even
consider Dr. Savage’s report in forming his opinions. (CX4044 (Addanki, Dep. at 153-54) (Dr.
Addanki “maybe” read “parts” of Dr. Savage’s report, but didn’t consider the report enough to
list it in his materials considered)).
Finally, the Proposed Finding is misleading insofar as it implies that determination of a
relevant market turns on whether particular products are clinical substitutes, rather than
economic substitutes. It does not. (CCF ¶ 525 (“In the end, whether products are in the same
market is not simply a matter of functional definition and technical description, but whether
customers regard the products as sufficiently close substitutes that a small change in the price of
one product would cause buyers to switch their purchases to the other”); see also CCF ¶¶ 51139).
1.
729.

Physicians Frequently Switch Patients Between Extended-Release
Opioids

Doctors routinely switch patients from one extended-release opioid to another. (Savage,
Tr. 693-94 (“it’s frequently necessary or advisable to switch patients”)).

Response to Proposed Finding No. 729
The Proposed Finding is inaccurate. Opioid rotation is not “routine.” Nor does switching
between different LAOs occur for economic reasons. Dr. Savage testified that opioid rotation
(i.e., switching different opioids) is warranted when a patient develops a tolerance for a
particular opioid or experiences side effects from use of a particular opioid. (CCF ¶ 752).
However, she also explained that opioid rotation is not advised unless there is a clear clinical
indication that a change is required and the clinician is prepared to provide the adequate medical
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supervision that rotation requires. (CCF ¶ 754). As Dr. Savage testified, “If they’re tolerating
[Opana ER] well and it’s meeting their needs, I’d prefer to keep them on the drug that they’re
using.” (Savage, Tr. 770). The fact that doctors are reluctant to switch LAOs unless there is a
clinical reason is further evidence that different LAOs are not close economic substitutes for one
another.
Moreover, when looking at the market as a whole, the actual overall rate of switching
between LAOs is low. (See Complaint Counsel’s Response to Proposed Finding No. 747 (citing
RX-060.0002 at slide 26 (in the overall LAO sector, only 3% of new prescriptions come from
patients switching from a different LAO))).
730.

In fact, Dr. Michna, Impax’s medical expert, estimated that switching between extendedrelease opioids is “probably done thousands of times each day.” (Michna, Tr. 2124).

Response to Proposed Finding No. 730
The Proposed Finding is misleading because it implies that switching between LAOs is
common or significant. The real-world data shows that regardless of how many people switch on
a given day, the overall rate of switching is very low, approximately 3%. (See Complaint
Counsel’s Response to Proposed Finding No. 747 (citing RX-060.0002 at slide 26)). Moreover,
to the extent that switching between LAOs occurs for medical reasons (not because of changes in
relative price), that supports the conclusion that LAOs are not close economic substitutes for
each other.
731.

Switching can and frequently does occur for wholly non-medical reasons, including a
change in insurance coverage. (Michna, Tr. 2125).

Response to Proposed Finding No. 731
The Proposed Finding misstates Dr. Michna’s testimony. He did not testify that switching
“frequently” occurs in response to insurance changes. (Michna, Tr. 2125). Dr. Michna testified
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that “[t]here are times” when he has switched medications in response to insurance changes.
(Michna, Tr. 2125).
The Proposed Finding also is misleading to the extent it disregards the medical reasons
that require switching between LAOs. The first reason offered by Dr. Michna on why patients
switch LAOs is that patients can develop a tolerance for a particular LAO and therefore not
experience pain relief. (Michna, Tr. 2124-25). As Dr. Savage explained, patients may also need
to start opioid rotation because they find an LAO creates side effects. (CX5002 at 060-61 (¶ 170)
(Savage Report); see also RX-122 at 0020 (opioid rotation can be necessary due to “[l]ack of
efficacy” and “[d]evelopment of intolerable side effects”)). The fact that a given opioid may not
provide effective pain relief for a patient or can create side effects demonstrates that LAOs are
not reliably interchangeable. Regardless of the reason for switching, the evidence shows that the
overall rate of switching is very low, approximately 3%. (See Complaint Counsel’s Response to
Proposed Finding No. 747; (citing RX-060.0002 at slide 26)). So, within the already-low
universe of switches that occur, the frequency of switching for wholly non-medical reasons must
be even lower than that.
The Proposed Finding is also misleading and incomplete because switching patterns
between opioids are only informative about the relevant market if the switching is in response to
a small but significant increase in price. (CCF ¶¶ 533, 544, 659). Moreover, the question is not
whether any consumers switch in response to a relative price increase, but instead whether
enough consumers switch such that a small but significant price increase would not be profitable.
(CCF ¶¶ 517-18). Switching in response to a large price increase does not necessarily inform
whether the products are in the same product market. (CX6054 at 013-14 (§ 4.1.2) (Horizontal
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Merger Guidelines) (see Example 10 cautioning against using too large a price increase as a
SSNIP)).
732.

Switching between extended-release opioids can also occur because of a patient’s
response to a particular opioid, either in terms of tolerance or pain relief. (Michna, Tr.
2124-25).

Response to Proposed Finding No. 732
Complaint Counsel has no specific response.
733.

Individual patients may react better to one extended-release opioid than another because
all humans are “different physiologically in the way we tolerate medications. Some
people have very high tolerance. Some people have side effects. There’s a lot of
variability.” (Michna, Tr. 2108-09).

Response to Proposed Finding No. 733
Complaint Counsel has no specific response.
734.

Switching a patient between one extended-release opioid to another is not a complex
process, however. (Michna, Tr. 2127; Savage, Tr. 762 (switching patients between
extended-release opioids can be “simple”)).

Response to Proposed Finding No. 734
The Proposed Finding is misleading to the extent it implies switching is done readily by
doctors and switching costs are insignificant. Dr. Savage testified: “If they’re tolerating [Opana
ER] well and it’s meeting their needs, I’d prefer to keep them on the drug that they’re using.”
(Savage, Tr. 770). Dr. Savage also noted with respect to opioid rotation (i.e., switching opioids):
Because of individual variability in pharmacodynamics (receptor and other
physiologic activation) and pharmacokinetic (drug uptake, distribution, and
metabolic processing) responses to opioids, it is impossible to predict reliably
what an individual patient’s response will be to a new opioid. Therefore, patients
going through opioid rotation must be closely monitored because the transition
period is fraught with potential risks: too much opioid can lead to sedation or
overdose; too little can lead to unrelieved pain. . . . [B]ecause of the complexity
and inherent risks in the process of rotation, it is not advised unless there is a clear
indication for a change in opioid and the clinician is prepared to provide adequate
supervision as the rotation is undertaken.
(CX5002 at 061-62, 63 (¶¶ 172, 176) (Savage Report)).
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The Proposed Finding is also misleading to the extent it implies that switching does not
incur substantial costs (both financial and to the patient’s time). (CCF ¶¶ 734-35; see also
CX1101 at 005 (Medical Assessment of a Recall) (“[T]he process of switching from one opioid
to another is difficult, fraught with dangers, and requires careful follow-up with the medical
provider, which may be difficult in the current healthcare system. . . . The process of switching a
patient to a different opioid requires skill, trial-and-error, and intense medical supervision, and
will be costly and time-consuming for the patient.”); CX5002 at 061-62 (¶ 172) (Savage Report)
(noting that patients going through opioid rotation must be closely monitored because the
transition period presents risks to the patient)).
735.

Especially when patients are on “low dose[s] of an opioid, they can switch easily to
something else.” (Savage, Tr. 762).

Response to Proposed Finding No. 735
The Proposed Finding is misleading insofar it ignores that once an effective and tolerable
LAO treatment is found, doctors are reluctant to switch. (See Complaint Counsel’s Response to
Proposed Finding No. 734). Even if it is easier to switch LAOs for patients that are only on a low
dose, that does not mean that prescribers take the decision to actually switch lightly or that it
occurs with a high frequency.
736.

Dr. Michna testified that if “a patient is on a relatively low dose of medication, we’ll
directly switch from one medication to another . . . by consult[ing] conversion tables that
show relative equivalency of the two medications, and then typically we’ll cut that dose
in half or more just to err on the safe side in terms of how patients react to it.” (Michna,
Tr. 2126-27).

Response to Proposed Finding No. 736
The Proposed Finding is misleading insofar as it ignores that it is not medically advisable
to switch been LAOs unless there is a clear clinical indication to do so.
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The Proposed Finding is also misleading to the extent it suggests the costs incurred in
switching opioids are minimal. (See Complaint Counsel’s Response to Proposed Finding No.
734).
737.

Dr. Savage, Complaint Counsel’s medical expert, agreed, explaining that “if you’re
taking two Percocet today and you want to switch to a couple of hydrocodone, that’s not
going to be a complicated switch.” (Savage, Tr. 765-66, 768-69).

Response to Proposed Finding No. 737
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 734.
738.

But even for patients on high doses of multiple opioids, it is only “a bit more
complicated” to switch between extended-release opioids. (Savage, Tr. 762).

Response to Proposed Finding No. 738
The Proposed Finding is misleading and misstates Dr. Savage’s testimony. Dr. Savage
did not testify that it is “only” “a bit more complicated.” (Savage, Tr. 762). Immediately after the
cited testimony, Dr. Savage noted “I have spent literally hours writing out regimens for people to
help switch them over safely and easily to a new drug.” (Savage, Tr. 762). While Dr. Savage
agreed that patients on high doses of opioids present more complicated cases, she also stated that
“patients going through opioid rotation must be closely monitored because the transition period
is fraught with potential risks . . . because of the complexity and inherent risks in the process of
rotation, it is not advised unless there is a clear indication for a change in opioid and the clinician
is prepared to provide adequate supervision as the rotation is undertaken.” (CX5002 at 061-62,
063 (¶¶ 172, 176) (Savage Report); see Complaint Counsel’s Response to Proposed Finding No.
734).
739.

In fact, Dr. Savage has never been unable to switch a patient between extended-release
opioids. (Savage, Tr. 793-94).

Response to Proposed Finding No. 739
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The Proposed Finding is misleading and incomplete, as it incorrectly suggests that a
patient could freely switch from one opioid to any another opioid. In fact, Dr. Savage’s
testimony was much more limited; she testified that, given a broad array of opioids, she would
expect that “most patients” could find another opioid. (CX4041 (Savage, Dep. at 64) (“I did not
intend to imply, just in case you’re perceiving it that way, that all patients can be switched from
one opioid to any other opioid.”)). Dr. Savage never testified that a patient could easily switch to
any other opioid. Moreover, Dr. Savage has encountered patients that attempted to switch off
oxymorphone ER and ended up switching back because the new opioid did not work as well.
(CCF ¶ 756).
The Proposed Finding is also misleading and incomplete to the extent that it suggests
therapeutic equivalence is determinative in finding the relevant antitrust market. It is not. Rather
the relevant question is whether drugs are close economic substitutes. (CCF ¶ 915; Noll, Tr.
1373-74).
740.

Nor has Dr. Michna ever heard of any instance when a switch between extended-release
opioids was not accomplished safely and effectively. (Michna, Tr. 2126).

Response to Proposed Finding No. 740
The Proposed Finding is misleading and incomplete, as it incorrectly suggests that a
patient could freely switch from one opioid to any another opioid. (See Complaint Counsel’s
Response to Proposed Finding Nos. 734 and 739).
741.

Switching regularly plays out in practice. The most commonly used opioids in
emergency rooms and other inpatient settings are hydromorphone, fentanyl, and
morphine. (Savage, Tr. 787).

Response to Proposed Finding No. 741
The Proposed Finding is misleading because it implies that switching between LAOs is
common or significant. The real-world data shows that regardless of how many people switch on
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a given day, the overall rate of switching is very low, approximately 3%. (RX-060.0002 at slide
26; see Complaint Counsel’s Response to Proposed Finding No. 747).
742.

The most commonly prescribed opioids in outpatient settings are oxycodone,
hydrocodone, and morphine. (Savage, Tr. 786).

Response to Proposed Finding No. 742
Complaint Counsel has no specific response.
743.

When patients are released from the hospital they are almost always switched from one
opioid to an entirely different opioid for outpatient purposes. (Savage, Tr. 798-801).

Response to Proposed Finding No. 743
The Proposed Finding is not supported by the evidence cited. Dr. Savage testified that
discharged patients are “often” switched, not that they are “almost always” switched. (Savage,
Tr. 798, 800). Dr. Savage also testified that it is preferable not to switch discharged patients to a
different opioid because, “you reduce one more uncertainty when you have somebody on the
same molecule in the hospital that you discharge them on.” (Savage, Tr. 801). Indeed, Endo touts
the fact that oxymorphone is available in both injectable and tablet form as a differentiating
characteristic of Opana ER. (CCF ¶¶ 784-86). The fact that oxymorphone ER allows patients
who are on it to shift from IV delivery to tablet delivery and vice versa without going through the
process of switching opioid molecules is one of the differentiating factors that means other LAOs
are not close economic substitutes to Opana ER. (CCF ¶¶ 784-86).
The Proposed Finding is also misleading because it implies that the overall rate of
switching between opioids is significant. The real-world data show that regardless of how many
people switch when discharged from the hospital, the overall rate of switching is very low,
approximately 3%. (RX-060.0002 at slide 26; see Complaint Counsel’s Response to Proposed
Finding No. 747).
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744.

This means that even when a patient is shown to tolerate an opioid in the hospital,
physicians “very often switch which molecule is used when the patient leaves the
hospital.” (Noll, Tr. 1530).

Response to Proposed Finding No. 744
The Proposed Finding is misleading to the extent it implies that such switching of
molecules is medically ideal. Dr. Savage testified that it is preferable not to switch discharged
patients to a different opioid because “you reduce one more uncertainty when you have
somebody on the same molecule in the hospital that you discharge them on.” (Savage, Tr. 801).
The Proposed Finding is also misleading because it implies that the overall rate of
switching between opioids is significant. The real-world data show that regardless of how many
people switch when discharged from the hospital, the overall rate of switching is very low,
approximately 3%. (RX-060.0002 at slide 26; see Complaint Counsel’s Response to Proposed
Finding No. 747).
745.

Similarly, patients who take both extended-release and immediate-release opioids at the
same time—used simultaneously to treat chronic pain and short-lived “breakthrough”
pain—often take different opioid molecules in order to achieve better pain response.
(Michna, Tr. 2115-16).

Response to Proposed Finding No. 745
The Proposed Finding is misleading. Dr. Michna did not testify that patients “often” take
two different opioid molecules together. Dr. Michna testified that “sometimes -- there is a
philosophy out there that using different opioids in connection -- in conjunction with each other,
you might get a better pain response.” (Michna, Tr. 2115-16).
Moreover, Dr. Savage testified that there are risks to taking multiple opioids. Patients on
multiple opioids can become tolerant to both and that results in the medications losing
effectiveness. (Savage, Tr. 763-64). Dr. Savage testified “in my practice I would prefer people to
be on a single or at most two opioids.” (Savage, Tr. 763-64; see also Savage, Tr. 820 (“Anytime
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we add a new medication in, we have risks of additive side effects, toxicities. Simple is better.
When you can accomplish the same thing with one medication, it’s preferable not to begin
adding. That can go on and on.”)).
746.

Endo’s internal documents also highlight real-world switching patterns between Opana
ER and other extended-release opioid products, including drugs containing fentanyl,
oxycodone, and morphine. (RX-083.0003 at 35; see RX-073.0002 at 13, 16 (tracking
switching prescriptions for various extended-release opioids and noting Endo “must
accelerate the gain of switches from Oxycontin”)).

Response to Proposed Finding No. 746
The Proposed Finding is misleading to the extent it implies that the overall rate switching
between opioids is significant. The real-world data show that regardless of how many people
switch when discharged from the hospital, the overall rate of switching is very low,
approximately 3%. (RX-060.0002 at slide 26; see Complaint Counsel’s Response to Proposed
Finding No. 747).
747.

Endo tracked switching patterns between extended-release opioids on a month-by-month
basis. The analysis indicates that Endo saw more patients switched from Opana ER than
switched to it, with Morphine Sulfate and OxyContin accounting for 29 and 27 percent of
all Opana ER switches, respectively. Hundreds of additional patients were switched from
Opana ER to still other extended-release opioids. (RX-060.0002 at 25).

Response to Proposed Finding No. 747
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). Indeed, the only cited document, RX-060 demonstrates that
the overall rate of switching between long-acting opioids was very small—approximately 3%.
(RX-060.0002 at slide 26). In the overall LAO sector, the vast majority of prescriptions for a
given LAO (87%) come from patients who are already on that LAO and simply continuing
therapy. An additional 10% of prescriptions come from patients who are just starting opioid
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therapy. (RX-060.0002 at slide 26 (Opana ER Business Plan)). Thus, 97% of any given LAO’s
business comes from existing patients and patients just starting opioid therapy. Accordingly, in
the overall LAO sector, only 3% of new prescriptions come from patients who are switching
from a different LAO. (See also RX-083.0003 at slide 36 (“New to Brand Business & Share,”
“Switch To” only approximately 2%) and 37 (the vast majority of Opana ER’s “Source of
Business” are either “Restarts” and “Continuations;” a small fraction are “Switch Tos”)).This
real-world data demonstrates that once patients are on a particular opioid, they are unlikely to
switch, which is consistent with Dr. Savage’s testimony that she will only switch LAOs if there
is a clinical need, and will not do so in response to minor changes in price. (Savage, Tr. 773; see
also Complaint Counsel’s Response to Proposed Finding No. 816). Since physicians generally
only switch LAOs in response to clinical needs, the actual overall rate of switches driven by
economic factors must be even smaller than 3%. This small overall volume of switching between
LAOs is consistent with the other evidence that demonstrates that the relevant product market is
not as broad as LAOs. (CCF ¶¶ 654, 670-803).
748.

In general, Morphine Sulfate, OxyContin, and fentanyl each captured roughly 20 percent
of all patients being switched between extended-release opioids. Opana ER, in
comparison, received only 8 percent of switching patients. (RX-060.0002 at 28).

Response to Proposed Finding No. 748
The Proposed Finding is misleading because it implies switching is common or
significant. The evidence shows that the overall amount of switching between LAOs is very low,
only 3%. (See Complaint Counsel’s Response to Proposed Finding No. 747).
749.

All told, thousands of patients switched from Opana ER to other extended-release
opioids—and from other extended-release opioids to Opana ER—every month. (RX073.0002 at 16).

Response to Proposed Finding No. 749
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). The document cited, RX-073.0002, actually demonstrates
that as of early 2013 the actual level of switching is small overall, and that generic oxymorphone
ER was a far more significant competitor to Opana ER than other LAOs. According to RX073.0002, there were 65,333 prescriptions for Opana ER in February 2013. (RX-073.0002 at
slide 15). The document notes that in that same month, Opana ER gained a total of 1,010
prescriptions from OxyContin—1.55% of total prescription volume. (RX-073.0002 at slide 16).
This is consistent with the low rate of overall switching, 3%, evidenced by RX-060.0002 at slide
26. (See Complaint Counsel’s Response to Proposed Finding No. 747).
RX-073 goes on to note that the net overall rate of churn in February 2013 was 1.1%
(Opana ER’s overall loss in switches was 740 prescriptions, which is 1.1% of its total
prescriptions). (RX-073.0002 at slide 16). Opana ER’s loss of share and negative switches “was
driven by a net loss of -2050 Rx to generic oxymorphone HCL ER.” (RX-073.0002 at slide 16).
That is more than twice the amount of switches to OxyContin. RX-073 also states that “Despite
our ability to gain elevated level of switches from Oxycontin, the gains have been offset by
accelerated net switching losses from generic Oxymorphone ER.” (RX-073.0002 at slide 16). So,
RX-073 demonstrates that generic oxymorphone ER presented a greater competitive constraint
on Opana ER than other LAOs, which is consistent with the conclusion that the product market
includes oxymorphone ER but does not include other LAOs.
Significantly, the switching patterns noted above were observed in February 2013, the
month after Impax’s launch, {

}.
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(See CX5000 at 177-83 (Exhibits 2A1-2A7) (Noll Report) (as of February 2013, Impax’s
prescription volume was relatively small) (in camera)). As time went on, Impax’s market share
gradually grew, eventually approaching nearly {

}. (See CX5000 at 177-83 (Exhibits 2A1-

2A7) (Noll Report) (Impax’s market share steadily grew from February 2013 onwards) (in
camera)). So, the phenomenon evidenced in RX-073, that generics were already a more
significant competitive constraint on Opana ER than other LAOs, only grew over time.
2.
750.

Switching for Economic Reasons

Switches between extended-release opioids are often driven by economic factors,
including changes in insurance coverage. (Michna, Tr. 2125).

Response to Proposed Finding No. 750
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45).
The Proposed Finding also is misleading in that it misunderstands the relevant product
market analysis. What matters in determining whether products are close economic substitutes is
cross-elasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 013-14 (§
4.1.2) (Horizontal Merger Guidelines) (see Example 10 cautioning against using too large of a
price increase as a SSNIP)). But by Impax’s medical expert’s own admission, insurance
coverage changes are “dramatic” events, and he would not be aware of small changes in the price
of long-acting opioids. (CCF ¶¶ 18, 565, 667).
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The Proposed Finding is also inaccurate insofar as it states that switching is “often driven
by economic factors.” Both medical experts testified that the primary concern of doctors is the
clinical well-being of the patient being treated. (Savage, Tr. 771 (“[M]y concerns here are for the
clinical well-being of the patient, and those would take priority over more abstract financial
concerns.”); Michna, Tr. 2177 (agreeing that he prescribes the product that he feels is best for the
patient’s clinical situation, and that ultimately his priority is the safety and health of the patient);
see also CCF ¶¶ 18, 563). Thus, because of the variation in LAOs’ effectiveness and risks
inherent in switching, switches from one LAO to another are generally made in response to a
clinical need, not in response to small changes in price. (Savage, Tr. 773).
751.

Formularies change at least once a year, but often more frequently than that, including
any time the insurance company receives a rebate or other change in their pricing.
(Michna, Tr. 2136).

Response to Proposed Finding No. 751
The Proposed Finding is misleading, based on speculation, and relies on expert testimony
to prove a factual point. Dr. Michna does not work at an insurance company, and has no
foundation to testify that insurance companies change their formularies “any time” they receive a
rebate or change in pricing. (RX-549 at 0029-42 (Exhibit A) (Michna Report)).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45; see also Complaint Counsel’s Response to Proposed Finding
No. 747).
752.

When the formulary status of an extended-release opioid changes, prescribers frequently
switch patients from one extended-release opioid to another. (Michna, Tr. 2148).

Response to Proposed Finding No. 752
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The Proposed Finding is inaccurate and misstates Dr. Michna’s testimony. Dr. Michna
did not testify that he “frequently” switches patients between LAOs in response to a formulary
change. He testified that he did so “several times.” (Michna, Tr. 2147-48). Indeed, the Proposed
Finding is contrary to the uncontroverted evidence provided by both medical experts, which
shows that the primary concern of doctors is the clinical well-being of the patient being treated.
(Savage, Tr. 771 (“[M]y concerns here are for the clinical well-being of the patient, and those
would take priority over more abstract financial concerns.”); Michna, Tr. 2177 (agreeing that he
prescribes the product that he feels is best for the patient’s clinical situation, and that ultimately
his priority is the safety and health of the patient); see also CCF ¶¶ 18, 563). Dr. Savage
explained that in the event of a change in insurance coverage, she will try to get special
authorization from the insurer to keep the patient on the initial LAO: “If they’re tolerating [their
current opioid] well and it’s meeting their needs, I’d prefer to keep them on the drug that they’re
using.” (Savage, Tr. 761-62, 770). But, if Dr. Savage is unable to get such authorization, she will
try to “do [her] best with whatever opioids are available.” (Savage, Tr. 761-62).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45; see also Complaint Counsel’s Response to Proposed Finding
No. 747).
Finally, the Proposed Finding is misleading because it understates the costs and risks
involved in switching patients between LAOs. For example, when it faced a potential recall of
Opana ER, Endo sent the FDA a letter noting “the process of switching from one opioid to
another is difficult, fraught with dangers, and requires careful follow-up with the medical
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provider, which may be difficult in the current healthcare system. . . . The process of switching a
patient to a different opioid requires skill, trial-and-error, and intense medical supervision, and
will be costly and time-consuming for the patient.” (CCF ¶¶ 734-35 (quoting CX1101 at 005);
see also CX5002 at 061-62 (¶ 172) (Savage Report) (noting that patients going through opioid
rotation must be closely monitored because the transition period presents risks to the patient)).
753.

Indeed, formulary changes can mean that a drug that was previously covered by an
insurance plan is no longer covered or no longer covered to the same extent. This forces
doctors to rotate patients to alternative medications to avoid high out-of-pocket expenses.
(Michna, Tr. 2125).

Response to Proposed Finding No. 753
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in response to Proposed Finding No. 750.
The Proposed Finding is also misleading to the extent it suggests that opioid rotation does
not present risks, incur costs, or is medically advisable without a clear clinical indication that a
change should be made. (See Complaint Counsel’s Response to Proposed Finding No. 734).
754.

When a formulary change occurs, the insurance company will inform doctors about
substitute medications that are covered. (Michna, Tr. 2148).

Response to Proposed Finding No. 754
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence and
misleading for the reasons set forth in response to Proposed Finding No. 750.
The Proposed Finding is also incomplete and misleading insofar as Respondent attempts
to cast the experience of a single doctor – who was paid $18,000 for a single day of trial
testimony on Respondent’s behalf – as representative of medical practice generally. (Michna, Tr.
2164).
The Proposed Finding also omits the part of Dr. Michna’s testimony where he notes that
he “may be more sensitive” to cost issues as compared to other physicians because he has sat on
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boards with pharmacy directors. (CX4046 (Michna, Dep. at 148-49)). Moreover, Dr. Michna’s
medical experience is limited to Massachusetts, which has a long history of managed care and
aggressive formulary management. (Michna, Tr. 2188; CX4046 (Michna, Dep. at 111)).
The Proposed Finding is also contradicted by the experience of Dr. Savage. (CX5006 at
016 (¶ 32) (Savage Rebuttal Report) (“In many, if not most, health care settings this information
[formulary inclusions, prior authorization requires, and co-pay amounts] is not automatically or
prospectively provided to prescribers, and as such they may only become aware of it when a
patient’s prescription is declined or the patient complains of co-pay costs.”); CX4041 (Savage,
Dep. at 140)).
755.

For example, when an insurance company decided that it would no longer cover
OxyContin, it informed doctors that patients could transition to oxymorphone ER because
it was still covered. (Michna, Tr. 2148).

Response to Proposed Finding No. 755
For reasons set forth in Complaint Counsel’s response to Proposed Finding Nos. 695,
724, and 728, the finding is misleading to the extent it suggests that OxyContin and
oxymorphone ER are close substitutes in an economic sense. The economic and clinical evidence
highlights that the differences between OxyContin and oxymorphone ER means they are not
reliably interchangeable with one another and are not close economic substitutes.
756.

Dr. Michna consequently switched patients from oxycodone ER to oxymorphone ER
several times as a result of insurance changes. (Michna, Tr. 2148; see RX-549.0007 (Dr.
Michna has conducted hundreds of switches)).

Response to Proposed Finding No. 756
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in response to Proposed Finding No. 750.
The Proposed Finding is also incomplete and misleading insofar as Respondent attempts
to cast the experience of a single doctor – who was paid $18,000 for a single day of trial
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testimony on Respondent’s behalf – as representative of medical practice generally. (Michna, Tr.
2164; see Complaint Counsel’s Response to Proposed Finding No. 754).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it is inconsistent with the real world data that shows there was no pattern of
substitution between Opana ER and other long-acting opioids, including oxycodone. (CCF ¶¶
673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45; see also Complaint Counsel’s
Response to Proposed Finding No. 747).
757.

Prescribers also have access to electronic records that identify whether any medication,
including an extended-release opioid, is covered by a particular patient’s insurance plan.
(Michna, Tr. 2121-22). Those electronic records detail the co-pay cost to the patient.
(Michna, Tr. 2121-22).

Response to Proposed Finding No. 757
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in response to Proposed Finding No. 750.
The Proposed Finding is also misleading to the extent it implies prescribing doctors are
generally aware of drug prices. Both medical experts testified that they were largely unaware of
prices when prescribing medications. (CCF ¶¶ 18, 565).
The Proposed Finding is also misleading to the extent it suggests prescribing doctors
make their prescription decisions based on price, rather than medical need. (Savage, Tr. 770-71
(“Q. [G]iven these complexities and risks, would you typically rotate a patient from one opioid
to another absent a clinical need to do so? A. No. . . . because the -- my clinical -- my concerns
here are for the clinical well-being of the patient, and those would take priority over more
abstract financial concerns.”)).
758.

Doctors can then make prescribing decisions based on price and where a medication is
located on an insurance company’s formulary in order to avoid high out-of-pocket costs
for patients. (CX4044 (Addanki, Dep. at 148); CX4046 (Michna, Dep. at 115-16); Noll,
Tr. 1505-06).
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Response to Proposed Finding No. 758
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in response to Proposed Finding Nos. 750 and 757.
759.

Dr. Michna testified that when he puts a “drug order in the system, as I’m ready to print it
or electronically send the prescription to the pharmacy, I will get an immediate feedback
as to whether that’s a covered medication for that insurance company, also what level of
additional pay that the patient has to pay at the pharmacy.” (Michna, Tr. 2122).

Response to Proposed Finding No. 759
The Proposed Finding is misleading insofar as it implies that prescribing doctors are
generally aware of drug prices or make their prescription decisions based on price, rather than
clinical factors. (See Complaint Counsel’s Response to Proposed Finding No. 757).
760.

Before the widespread adoption of electronic medical and formulary records, doctors still
were aware of insurance coverage, costs to patients, and any changes therein. (Michna,
Tr. 2123). Doctors would receive feedback directly from patients regarding cost and
would receive requests to prescribe a lower-cost opioid. (Michna, Tr. 2123).

Response to Proposed Finding No. 760
The Proposed Finding is misleading insofar as it implies that prescribing doctors are
generally aware of drug prices or make their prescription decisions based on price, rather than
clinical factors. (See Complaint Counsel’s Response to Proposed Finding No. 757).
761.

Doctors would also receive feedback from pharmacists who “would immediately call us
and say, This is not a drug that this patient can receive without a prior authorization from
the insurance company.” (Michna, Tr. 2123).

Response to Proposed Finding No. 761
The Proposed Finding is misleading insofar as it implies that prescribing doctors are
generally aware of drug prices or make their prescription decisions based on price, rather than
clinical factors. (See Complaint Counsel’s Response to Proposed Finding No. 757).
762.

And doctors would receive information directly from representatives of drug
manufacturers, including which drugs are covered by which insurance plans and at what
level. (Michna, Tr. 2123).
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Response to Proposed Finding No. 762
The Proposed Finding is misleading insofar as it implies that prescribing doctors are
generally aware of drug prices or make their prescription decisions based on price, rather than
clinical factors. (See Complaint Counsel’s Response to Proposed Finding No. 757).
763.

Switching for economic reasons plays out in practice. When the University of Pittsburgh
Medical Center (“UPMC”) instituted a formulary change that took OxyContin off UPMC
formularies and replaced it with Opana ER as the only branded extended-release opioid,
the vast majority of OxyContin patients—roughly 70 percent of them—transitioned to an
alternative extended-release opioid. (RX-087; see Noll, Tr. 1561; Addanki, Tr. 2305).

Response to Proposed Finding No. 763
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in response to Proposed Finding Nos. 750 and 757.
The Proposed Finding is also not supported by the evidence cited. As Professor Noll
testified, the UPMC study did not measure patient switches. Instead, it attempted to measure the
number of people who got an OxyContin prescription before and after the formulary change at
issue. (Noll, Tr. 1557 (“It’s not following a patient through time and seeing if the patient
switched.”)). Moreover, the UPMC study does not establish why the underlying formulary
change occurred; Respondent has provided no evidence that the study was undertaken because of
a change in relative price. (Noll, Tr. 1560-61). Indeed, Dr. Addanki testified that he was not
aware of the price change that resulted from the formulary change studied in RX-087 (Addanki,
Tr. 2505-06) and that he was not even aware of whether a relative price change had actually
occurred. (Addanki, Tr. 2505-06).
764.

In fact, of 1,639 UPMC patients who had a paid claim for OxyContin prior to the
formulary changes, 1,142 switched to another extended-release opioid. (RX-087; see
Noll, Tr. 1561; Addanki, Tr. 2306).

Response to Proposed Finding No. 764
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 763.
765.

Of those who switched, roughly 29 percent switched to Opana ER. (RX-087; see Noll,
Tr. 1562). Prior to UPMC’s formulary change, Opana ER only received 1.62 percent of
extended-release opioid prescriptions. (RX-087; Addanki, Tr. 2307).

Response to Proposed Finding No. 765
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 763.
766.

Only 329 patients, roughly 20 percent, remained on OxyContin post-formulary change.
(RX-087; see Noll, Tr. 1561).

Response to Proposed Finding No. 766
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 763.
767.

By making the formulary change, UPMC created a change in relative price from the
perspective of both the insurer and the patient. (Addanki, Tr. 2502-03). Specifically,
UPMC was able to reduce both prescription drug costs and medical costs. (RX-087;
Addanki, Tr. 2308-09).

Response to Proposed Finding No. 767
The Proposed Finding is misleading and misstates the evidence. Dr. Addanki testified he
did not know what, if any, change in relative price UPMC received that resulted in the formulary
change. (Addanki, Tr. 2505-06 (“The price change we’re talking about there, I don’t know what
the price change was. I don’t know if there were any change in rebate terms associated with that
price change. . . . Q. But you don’t know, in the UPMC example, whether the price change was
large or small, correct, because you don’t know what the price change was; right? A. I don’t.”)).
Indeed, RX-087 notes under the study’s “Limitations” that “[n]o rebates were included in the
cost comparison for total opioid costs pre- and post-formulary change.” (RX-087). Without
knowing the price change to the insurer, if any, or the amount of any rebates to factor in, it is not
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possible to support the conclusion that the formulary change resulted in a change in relative price
to the insurer or whether any price change was in the range of a SSNIP.
Nor is it possible to conclude that the change resulted in reduced prescription drug or
medical costs to patients. RX-087 indicates specifically that opioid prescription drug costs were
lowered for patients. (RX-087 (Figure 4)). However, as Dr. Savage testified, switching LAOs
often results in the patient developing new side effects with the new LAO, which in turn requires
the patient taking a new, non-opioid medication to address the side effects. (Savage, Tr. 761-62).
RX-087 does not indicate, and Respondent has presented no evidence, that the secondary costs
triggered by the switch in LAOs are taken into account in this study. Without knowing whether
and how the study analyzed secondary costs that result from switching LAOs, it is not possible to
conclude that the switch lowered patients’ out-of-pocket costs. Similarly, without any
information about exactly how the study accounted for other medical costs, it is not possible to
conclude that the switch lowered other medical costs.
768.

UPMC concluded that there were no adverse cost increases as a result of its efforts to
shape prescribing habits. (RX-087; see Noll, Tr. 1562, 1563-64).

Response to Proposed Finding No. 768
The Proposed Finding is misleading and misstates the evidence for the reasons set forth
in response to Proposed Finding No. 767.
769.

UPMC’s results are consistent with Dr. Savage’s own experiences as a pain specialist.
Dr. Savage noted that doctors can “do our best with whatever opioids are available” after
insurance coverage changes. (Savage, Tr. 761-62).

Response to Proposed Finding No. 769
The Proposed Finding is misleading and incomplete because it disregards Dr. Savage’s
testimony that switching patients to a new medication in response to insurance changes is not
medically advisable. (Savage, Tr. 761-62). Dr. Savage testified that when there are formulary
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changes that affect a patient’s out-of-pocket costs, she will seek special authorization from the
insurer to keep the patient on the preferred opioid, and only if authorization is denied would she
try to “do our best with whatever opioids are available.” (Savage Tr. 761-62).
Switching opioids presents risks and requires monitoring (which incurs costs). Dr.
Savage stated that switching opioids “is not advised unless there is a clear indication for a change
in opioid and the clinician is prepared to provide adequate supervision as the rotation is
undertaken.” (CX5002 at 063 (¶ 176) (Savage Report)). Dr. Savage’s observations are consistent
with Endo’s experience. In a letter to the FDA, Endo noted that “the process of switching from
one opioid to another is difficult, fraught with dangers, and requires careful follow-up with the
medical provider, which may be difficult in the current healthcare system. . . . The process of
switching a patient to a different opioid requires skill, trial-and-error, and intense medical
supervision, and will be costly and time-consuming for the patient.” (CCF ¶¶ 734-35 (quoting
CX1101 at 005); see also CX5002 at 061-62 (¶ 172) (Savage Report) (noting that patients going
through opioid rotation must be closely monitored because the transition period presents risks to
the patient)).
Dr. Savage also noted that these forced switches often require patients to begin treatment
on an LAO, which causes side effects for the patients. (Savage, Tr. 761-62). In those situations,
the patient must then often take a second medication to address the side effects resulting from
switching to the new LAO. (Savage, Tr. 761-62).
770.

If oxymorphone ER were no longer available in any form, doctors could rotate patients to
other opioids. (Savage, Tr. 817).

Response to Proposed Finding No. 770
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. Close economic substitutes are identified by determining what alternative products

308

PUBLIC

customers would switch to in response to a small but significant increase in price (i.e., what
products actually impose a competitive constraint on the reference product), not what alternative
products customers would switch to if the reference product were no longer available. (CCF ¶¶
516-20).
The Proposed Finding is also misleading in that it understates the costs and risks involved
in switching patients between LAOs. As Dr. Savage explained, it is not advisable to switch
LAOs “unless there is a clear indication for a change in opioid.” (See Complaint Counsel’s
Response to Proposed Finding No. 734 (citing CX5002 at 063 (¶ 176) (Savage Report))).
771.

Indeed, Dr. Savage admits that “most” people can get equally effective and safe pain
relief from numerous extended-release opioids. (CX4041 (Savage, Dep. at 66-67)). And
at least 50 percent of patients taking oxymorphone ER could achieve the same results
from oxycodone ER. (Savage, Tr. 792-93).

Response to Proposed Finding No. 771
The Proposed Finding is misleading and mischaracterizes Dr. Savage’s deposition
testimony. Dr. Savage did not testify that “most” people can get “equally effective” and “safe”
pain relief from numerous LAOs. Rather, she testified that she could “speculate” that “probably”
more than 50% of patients could be switched from oxymorphone to oxycodone (CX4041
(Savage, Dep. at 66-67)), “but I don’t say that with certainty that I am correct.” (Savage, Tr. 79293). Moreover, Dr. Savage did not testify that other LAOs are “equally safe and effective.” To
the contrary, Dr. Savage provided unrebutted testimony about the numerous, clinically
significant differences between different long-acting opioids. (CCF ¶¶ 745-49, 757-60; Savage,
Tr. 727-43; CX5002 at 037-60 (¶¶ 103-69) (Savage Report) (discussing how oxymorphone ER
“differs in many important ways – both pharmacologically and medically – from other long
acting opioids”); CX5002 at 106 (Appendix C) (Savage Report)).
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But even if 50% of oxymorphone patients could be successfully treated with oxycodone,
that would not show that different LAOs are equally safe and effective. Instead, it would be
consistent with Dr. Savage’s testimony that, because of individual variability in responses to
opioids, it would be impossible to reliably predict an individual patient’s response to a new
opioid. (CCF ¶ 753). Indeed, in this hypothetical, the new LAO would be just as likely to work
or not work for a patient. If one sold a car that starts 100% of the time and bought a new car that
only starts 50% of the time, one would be hard-pressed to call the new car “equally effective.”
772.

Before Endo introduced Opana ER in 2006, Dr. Savage was able successfully to treat
patients with chronic pain. (Savage, Tr. 818).

Response to Proposed Finding No. 772
The Proposed Finding is misleading and incomplete because it selectively quotes Dr.
Savage’s testimony. Immediately after the cited testimony, Dr. Savage followed up with the
observation that “I believe having diversity in our choice of opioids improves patient care and
outcomes.” (Savage, Tr. 818).
The Proposed Finding is also misleading in that it misunderstands the relevant product
market analysis. Close substitutes are identified by determining what alternative products
customers would switch to in response to a small but significant increase in price, not what
alternative products customers would switch to if the reference product were no longer available.
(CCF ¶¶ 516-20). Whether patients could be treated prior to Endo introducing Opana ER in 2006
has no bearing on what products are economic substitutes for Opana ER.
3.
773.

Switching Through Opioid Rotation Therapy

Some doctors employ “opioid rotation” therapy. (Savage, Tr. 760-61).

Response to Proposed Finding No. 773
Complaint Counsel has no specific response to the Proposed Finding.
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774.

Opioid rotation is a process whereby doctors rotate a patient between different extendedrelease opioids to avoid tolerance to any one medication and regain pain relief at lower
doses. (Michna, Tr. 2146-47). It is a “very important clinical tool” in the avoidance of
tolerance and side effects in patients. (Savage, Tr. 760-61).

Response to Proposed Finding No. 774
The Proposed Finding is misleading and incomplete because it selectively quotes Dr.
Savage’s testimony. Immediately after the cited testimony, Dr. Savage noted medical
professionals use opioid rotation “when there’s a clear reason that somebody needs to change
from one opioid to another.” (Savage, Tr. 760-61). Dr. Savage testified that a “clear reason” can
be because the patient has developed a tolerance to the first opioid or has developed side effects.
(Savage, Tr. 760-61).
775.

Rotating from one extended-release opioid to another does not involve any risks or
inordinate difficulties, assuming the physician supervising the switch understands the
medications she is prescribing. (Michna, Tr. 2126; Savage, Tr. 782-83).

Response to Proposed Finding No. 775
The Proposed Finding is misleading and mischaracterizes Dr. Savage’s testimony. Dr.
Savage did not testify that opioid rotation does not involve any risks. To the contrary, Dr. Savage
agreed that she would not typically rotate a patient from one opioid to another absent a clinical
need to do so. Indeed, the complexity and risks inherent in opioid rotation mean that it is not
advised unless there is a clear clinical indication for a change and the clinician is prepared to
provide adequate supervision of the rotation. (Savage, Tr. 769-70; see also CCF ¶¶ 735-36
(citing CX1101 at 005 (Endo letter to the FDA noted “the process of switching from one opioid
to another is difficult, fraught with dangers, and requires careful follow-up with the medical
provider, which may be difficult in the current healthcare system. . . . The process of switching a
patient to a different opioid requires skill, trial-and-error, and intense medical supervision, and
will be costly and time-consuming for the patient.”))).
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The Proposed Finding also misstates Dr. Michna’s testimony. Although Dr. Michna
testified that he was personally unaware of any situations in which switching between LAOs
could not be accomplished safely, he did not testify that doing so did not involve any risks.
(Michna, Tr. 2126).
776.

Indeed, Endo’s Opana ER Business Review from April 2013 indicates that “Opioid
rotation/switching is common in this therapeutic category.” (RX-073.0002 at 45).

Response to Proposed Finding No. 776
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data showing that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). The cited document, RX-073.0002, shows that the overall
frequency of switching between LAOs is very small, less than 3%. (See also Complaint
Counsel’s Response to Proposed Finding Nos. 747 and 749).
777.

And Dr. Michna has always been able to find effective extended-release opioids through
rotation therapy. (Michna, Tr. 2147).

Response to Proposed Finding No. 777
The Proposed Finding is misleading to the extent it suggests that different LAOs are
reliably interchangeable and close substitutes in an economic sense. Because of individual
variability in response to opioids, it is impossible to reliably predict an individual patient’s
response to a new opioid. Thus, as Dr. Michna explains, “patients can be switched to a new ER
Opioid without negative clinical implications, assuming the switch is performed slowly and with
the proper understanding of these medications.” (RX-549 at 0025 (¶ 57) (Michna Report); see
also Complaint Counsel’s Response to Proposed Finding Nos. 695, 724, and 728).
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4.
778.

Switching Costs are Insignificant

Switching from one extended-release opioid to another requires physician monitoring.
(Michna, Tr. 2127).

Response to Proposed Finding No. 778
Complaint Counsel has no specific response.
779.

This includes follow-up visits with the doctor in order to assess whether the patient is
getting adequate pain relief. (Michna, Tr. 2127).

Response to Proposed Finding No. 779
Complaint Counsel has no specific response.
780.

Physician monitoring can also include telephone conversations between doctor and
patient. (Michna, Tr. 2127).

Response to Proposed Finding No. 780
The Proposed Finding is misleading because it understates the costs involved in
switching between LAOs. Patients switching from one opioid to another must be closely
monitored because the transition period is fraught with potential risks: too much opioid can lead
to sedation or overdose; too little can lead to unrelieved pain. (CCF ¶ 753). Indeed, when it faced
a potential recall of Opana ER, Endo sent the FDA a letter that noted “the process of switching
from one opioid to another is difficult, fraught with dangers, and requires careful follow-up with
the medical provider, which may be difficult in the current healthcare system. . . . The process of
switching a patient to a different opioid requires skill, trial-and-error, and intense medical
supervision, and will be costly and time-consuming for the patient.” (CCF ¶¶ 734-35, quoting
CX1101 at 005; see also CX5002 at 061-62 (¶ 172) (Savage Report) (noting that patients going
through opioid rotation must be closely monitored because the transition period presents risks to
the patient)).
781.

Because switching between extended-release opioids is often driven by insurance
companies and their formulary changes, follow-up visits to monitor new opioids after a
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switch are “not well compensated” with “fairly low reimbursement.” (Michna, Tr. 212729).
Response to Proposed Finding No. 781
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 780. Moreover, Impax has provided no data to support the claim that switching is
“often driven by insurance companies and their formulary changes.” Oxymorphone ER is not
reliably interchangeable with other long-acting opioids and doctors do not switch patients to
other long-acting opioids based on minor changes in price. (Savage, Tr. 697-98, 770-71; CX5002
at 008, 038, 064 (¶¶ 17, 105, 180) (Savage Report); CCF ¶¶ 565, 745-49). Even a relatively
straightforward switch—for example switching a patient on a relatively low dose of an opioid to
a new treatment option—carries risks of side effects or unsatisfactory pain relief. (Savage, Tr.
769). Switching a patient to a new opioid is time consuming for both doctor and patient, as it
must be done under the careful supervision of the prescribing physician. (Savage, Tr. 762; CCF
¶¶ 663, 735). Opioid switches also result in additional healthcare costs. (Savage, Tr. 769-70;
CCF ¶ 735). As a result of the complexities, risks, and costs of opioid switches, doctors generally
do not switch patients from one opioid to another absent a clinical need to do so. (Savage, Tr.
770; CCF ¶ 754).
Moreover, Professor Noll conducted extensive analyses of the sales and price data of the
available long-acting opioids and concluded that there was no pattern of substitution between
oxymorphone ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 70405, 709, 713). Endo’s contemporaneous documents confirm that other long-acting opioids did
not meaningfully constrain Opana ER prices or sales. (CCF ¶¶ 717-40).
782.

In any event, insurance companies calculate the savings achieved by their formulary
changes and believe that “savings they have on the medication front more than make[] up
for the additional cost of the follow-up visit.” (Michna, Tr. 2129).
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Response to Proposed Finding No. 782
The Proposed Finding is misleading, is based on speculation, and relies on expert
testimony to prove a factual point. Dr. Michna has no foundation for his testimony. Dr. Michna
does not work for insurance companies, and Respondent has not produced any evidence that Dr.
Michna has performed any financial analysis that would allow him to conclude that insurance
companies have calculated the savings achieved by formulary change. (RX-549 at 0029-42
(Exhibit A) (Michna Report)). The Proposed Finding is also misleading for the reasons set forth
in response to Proposed Finding No. 781.
783.

In the case of UPMC’s formulary change, UPMC modified which extended-release
opioids were covered by its plans and UPMC was able to switch nearly 70 percent of
OxyContin patients to other extended-release opioids without any adverse cost increases.
(RX-087; see Noll, Tr. 1562-64).

Response to Proposed Finding No. 783
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 750 and 763.
784.

Patients, for their part, generally do not mind extra doctor visits in order to treat their pain
effectively. (Michna, Tr. 2128). In fact, there is some medical research that suggests that
the more often patients suffering from pain see doctors, the less pain they experience
overall. (Michna, Tr. 2128-29).

Response to Proposed Finding No. 784
The Proposed Finding is misleading because it understates the costs and risks involved in
switching patients between LAOs for the reasons set forth in response to Proposed Finding No.
780. The costs incurred and risks presented by switching LAOs are significant. In addition, the
first sentence of the Proposed Finding relies on expert testimony to prove a factual point.
***
785.

Taken together, this clinical evidence indicates that all extended-release opioids (1) “are
indicated for similar use for the treatment of chronic, severe pain that won’t respond to
other things”; (2) “they are actually used for very much the same set of indications, and
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it’s a huge set; and (3) “there’s nothing about their risk profiles that suggest that there
would be any impediment to interchanging one for the other except from a therapeutic
standpoint.” (Addanki, Tr. 2252).
Response to Proposed Finding No. 785
The Proposed Finding is misleading and factually inaccurate insofar as it suggests that
LAOs are reliably interchangeable. Both medical experts explicitly testified that not all
extended-release opioids are interchangeable. Complaint Counsel’s medical expert testified that
“Opana ER as a specific opioid is not reliably interchangeable with other long-acting opioids.”
(Savage, Tr. 697-98; see also CCF ¶¶ 745-49). Respondent’s medical expert Dr. Michna testified
that: “[W]e’re all different physiologically in the way we tolerate medications. Some people have
very high tolerance. Some people have side effects. There’s a lot of variability.” (Michna, Tr.
2108-09). Dr. Michna conceded that individual responses to absorption, distribution, and
metabolism of drugs varies and that individuals respond differently to different LAOs (Michna,
Tr. 2191-93) and that approximately half of all patients do not tolerate the first opioid they try.
(Michna, Tr. 2169; see also CCF ¶¶ 746-60).
The Proposed Finding is also misleading and inaccurate to the extent it suggests that the
determination of the relevant market turns on whether extended-release opioids are
“interchangeable” rather than economic substitutes. (CCF ¶ 525 (“In the end, whether products
are in the same market is not simply a matter of functional definition and technical description,
but whether customers regard the products as sufficiently close substitutes that a small change in
the price of one product would cause buyers to switch their purchases to the other.”)). The
Proposed Finding is further misleading because it understates the costs and risks involved in
switching patients between LAOs. (See Complaint Counsel’s Response to Proposed Finding No.
780).
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786.

In fact, all patients have multiple opioid options available that are equally safe and
effective for the treatment of chronic pain, and there is no identifiable group for which
any particular extended-release opioid is the only treatment option. (Michna, Tr. 214849; Noll, Tr. 1508-09, 1548).

Response to Proposed Finding No. 786
The Proposed Finding is misleading and factually inaccurate for the reasons set forth in
response to Proposed Finding No. 785.
787.

This means that there is “no clinical impediment . . . for all of these [extended-release
opioids] to be regarded as being in the same relevant economic market.” (Addanki, Tr.
2252).

Response to Proposed Finding No. 787
The Proposed Finding is misleading and factually inaccurate for the reasons set forth in
response to Proposed Finding Nos. 780 and 785.
D.
788.

Drug Manufacturers View Extended-Release Opioids as Directly Competing
Products

Demir Bingol, Endo’s Senior Director of Marketing and the Endo employee responsible
for knowing with whom Opana ER competed, considered “all long-acting opioid
formulations,” even those not actively marketed, to be direct competitors of Opana ER at
the time of settlement. (Bingol, Tr. 1271, 1313; CX2610-024; see Noll, Tr. 1512
(conceding that Endo regarded itself as competing against other extended-release
opioids)).

Response to Proposed Finding No. 788
The Proposed Finding is misleading to the extent it implies managers’ perceptions of
competing products are determinative of whether the products are economic substitutes and in
the same relevant product market. (CCF ¶ 931). Even monopolists face a downward-sloping
demand curve, and so there will be functional substitutes to products that are priced
supracompetitively. (CCF ¶ 931). The fact that managers of the monopolized product perceive
the functional substitutes as competitors does not mean they are true economic substitutes that
constrain the price of the reference product. (CCF ¶ 931). In the end, whether products are in the
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same market is not simply a matter of functional definition and technical description, but
whether customers regard the products as sufficiently close substitutes that a small change in the
price of one product would cause buyers to switch their purchases to the other. (CCF ¶ 525).
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data proving that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). In contrast, real world data shows substantial substitution
between generic oxymorphone ER and Opana ER. When oxymorphone ER entered, Endo’s
Opana ER lost substantial market share and the average price of oxymorphone ER products fell.
(CCF ¶¶ 628-43, 672; Noll, Tr. 1374-75, 1380-82). This would not have occurred if other longacting opioids were already providing effective economic constraints on Opana ER. (CCF ¶¶
906-11). Thus, Endo managers may have perceived other LAOs as competitors, but the evidence
shows that these other products did not affect the price of oxymorphone ER in the same way that
generic oxymorphone ER did.
The Proposed Finding is also inconsistent with other evidence from Mr. Bingol. In a
sworn declaration to a federal court, Mr. Bingol stated that Opana ER was able to successfully
grow share when facing competition from other LAOs, which were more heavily promoted than
Opana ER. (CX3273 at 004 (¶ 8) (Bingol Decl.)). Endo projected a baseline level of revenues if
it just competed with other LAOs. (CX3273 at 008-09 (¶¶ 18-19) (Bingol Decl.)). According to
Mr. Bingol, the only event that would cause Endo to lower the price of Opana ER and lose share,
and thereby forego the revenues it projected, would be the release of generic oxymorphone ER.
(CX3273 at 008-09 (¶¶ 18-19) (Bingol Decl.); see also Complaint Counsel’s Response to
Proposed Finding No. 697). In other words, while Mr. Bingol testified to his perception that
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other LAOs compete with Opana ER, his sworn declaration makes clear that other LAOs did not
present the same competitive constraint as generic oxymorphone ER. That sums up why generic
oxymorphone ER and Opana ER are in the same relevant market, but other LAOs are not. (See
also Complaint Counsel’s Response to Proposed Finding No. 695).
Finally, the document cited in the Proposed Finding reinforces that different LAOs have
different characteristics and are therefore not close economic substitutes. CX2610, Endo’s
Revopan Playbook, notes the distinguishing characteristics of Opana ER, including “[t]rue 12hour dosing,” “[n]o CYP450 PK [drug-drug interactions],” “[l]ong half-life,” and “[l]ow
euphoria.” (CX2610 at 014 (Revopan Playbook) (Revopan was the potential brand name of
Reformulated Opana ER)). This document also lists the “Key Revopan Advantage[s]” of
oxymorphone ER over alternative LAOs. (CX2610 at 024). Mr. Bingol testified that, to the
extent Opana ER was competing against other LAOs, it was doing so by product differentiation,
i.e., by emphasizing the differences between Opana ER and other LAOs. (Bingol, Tr. 1265, 1270
(the heritage of oxymorphone refers to “the intrinsic qualities of oxymorphone as a molecule that
might have had – that might have meaningful importance to clinicians or patients”); CCF ¶ 940).
Product differentiation reinforces brand loyalty to particular products, which in turn undermines
price competition between them and makes them more distant, not closer, substitutes. (CCF ¶
941).
789.

Alan Levin, Endo’s CFO at the time of settlement, similarly viewed Opana ER as
competing in a long-acting opioid market. (CX4017 (Levin, Dep. at 172-73)).

Response to Proposed Finding No. 789
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 788.
790.

This included, OxyContin, Avinza, Kadian, generic long-acting morphine, Exalgo, and
any “number of other long-acting opioids that a clinician can choose from.” (Bingol, Tr.
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1271; see CX2610-024 (2010 Endo document listing oxycodone, morphine, tapentadol,
hydromorphone, fentanyl, buprenorphine, and duloxetine as competitors)).
Response to Proposed Finding No. 790
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 788.
791.

With respect to generic products, Mr. Bingol explained that “we would still compete”
against them since “we were competing against the[] intrinsic value of their molecule.”
(Bingol, Tr. 1278-79).

Response to Proposed Finding No. 791
The Proposed Finding is misleading to the extent it implies any similarity between the
competitive constraint imposed on Opana ER by (1) other long-acting opioids and (2) generic
oxymorphone ER. The real world data demonstrates that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45). In contrast, real world data shows substantial substitution between
generic oxymorphone ER and Opana ER. When oxymorphone ER entered, Endo’s Opana ER
lost substantial market share and the average price of oxymorphone ER products fell. (CCF ¶¶
628-43, 672; Noll, Tr. 1374-75, 1380-82; see also Complaint Counsel’s Response to Proposed
Finding No. 788).
792.

Endo was able to compete for market share against other long-acting opioids by, among
other things, “effective targeting of your messaging to your clinicians,” “rebates that you
offer payers in order to ensure that you have a competitive place on formularies,” and
“certain competitors coming and going that your product becomes a natural next choice.”
(Bingol, Tr. 1284).

Response to Proposed Finding No. 792
The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence for the reasons set forth in response to Proposed Finding Nos. 788 and 791.
793.

Mr. Bingol made the same points in March 2010, when he stated in the court proceedings
between Endo and Impax that “the LAO [long-acting opioid] market was a well-
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established and competitive market that consisted of many products that had been on the
market for years.” (CX3273-003).
Response to Proposed Finding No. 793
The Proposed Finding is misleading to the extent it implies any similarity between the
competitive constraint imposed on Opana ER by (1) other long-acting opioids and (2) generic
oxymorphone ER. The real world data demonstrates that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45). In contrast, real world data shows substantial substitution between
generic oxymorphone ER and Opana ER. When oxymorphone ER entered, Endo’s Opana ER
lost substantial market share and the average price of oxymorphone ER products fell. (CCF ¶¶
628-43, 672; Noll, Tr. 1374-75, 1380-82); see also Complaint Counsel’s Response to Proposed
Finding No. 788). Despite Mr. Bingol’s perception that Endo was constrained by other LAOs,
his own declaration makes clear that none of the other LAOs could or would present the same
pricing or competitive pressure as generic oxymorphone ER.
794.

Such broad competition among extended-release opioids was the same for both original
and reformulated Opana ER. (Bingol, Tr. 1314-15).

Response to Proposed Finding No. 794
The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence for the reasons set forth in Complaint Counsel’s Response to Proposed Finding No.
788.
795.

Endo’s internal documents confirm that Endo believed Opana ER competed against all
other extended-release opioids. (See, e.g., RX-085; RX-060; RX-112).

Response to Proposed Finding No. 795
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The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence for the reasons set forth in Complaint Counsel’s Response to Proposed Finding No.
788.
796.

Indeed, those documents

(Addanki, Tr. 2259).
Response to Proposed Finding No. 796
The Proposed Finding is misleading. The documents, two of which were summarized in
Exhibit 2 of Professor Noll’s Rebuttal Report, emphasize that Endo engages in efforts to
differentiate Opana ER from other long-acting opioids. (CCF ¶¶ 919, 940 (citing CX5004 at 08990 (Exhibit 2) (Noll Rebuttal Report) (RX-085 is EPI001538036 and RX-060 is
EPI001165532))). The third document (RX-112) also emphasizes the product differentiation of
Opana ER. (See RX-112 at slide 83 (OPANA ER – Situation Analysis) (the “Most Compelling
Opana ER Message[s]” are “[t]rue 12-hour dosing that lasts” and “[n]o known CYP450 drugdrug interactions at clinically relevant doses.”)). A promotional strategy that focuses on product
differentiation reduces the intensity of price competition and does not increase it. (CCF ¶ 941).
797.

In June 2007, for example, {

(RX-085 at 57).
Response to Proposed Finding No. 797
The Proposed Finding is misleading insofar as it implies that Endo’s tracking of other
long-acting opioids for business purposes is determinative of whether these other products are in
the same relevant product market for antitrust purposes. It is not. What matters in determining
whether products are close economic substitutes is cross-elasticity of demand, or whether a
“small but significant non-transitory increase in price” (SSNIP) of one product would cause a
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sufficient amount of sales to shift to another product such that the price increase would be
unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data demonstrates that there was no
pattern of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682,
689, 693, 698-99, 704-05, 709, 713, 944-45).
Moreover, the very document Respondent cites, an Opana ER Brand Strategy, includes
various reasons why Opana ER and other long-acting opioids are not close economic substitutes:


On slide 5, the document notes “Unmet Need – Based on variability of patients’
response to competitive therapies, many patients do not receive adequate pain relief
due to either lack of efficacy or intolerable [adverse events].” (RX-085 at slide 5).



Slides 15, 18 and 27 identify features that differentiate Opana ER from other LAOs,
including Opana ER’s longer half-life, lack of CYP 450 interaction, 12-hour dosing,
dosing flexibility, and lower CNS effects than OxyContin. (RX-085 at slides 15, 18,
27).



Slide 25 states that “OPANA ER is a unique treatment option which provides durable
efficacy and a unique set of dosing advantages for patients suffering moderate to
severe pain.” (RX-085 at slide 25).



Slide 57 illustrates {

} (RX-085 at slide 57). If different long-acting opioids were close economic

323

PUBLIC

substitutes of one another, then the genericization of one drug should result in
diversions from other branded drugs. (CCF ¶¶ 671-72; Noll, Tr. 1374-75). This is
because generic drugs are generally cheaper than branded drugs, and the entry of a
generic drug is thus akin to a price decrease. (CCF ¶¶ 671-72; Noll, Tr. 1374-75).
{

} (RX-085 at

slide 57; see also slides 58 and 59). This data further supports the conclusion that
different long-acting opioids are not close economic substitutes of one another.
798.
} (RX-085 at 57).
(RX-085 at 59).
Response to Proposed Finding No. 798
The Proposed Finding is misleading insofar as it implies that the fact that Endo’s business
documents identify an LAO market is determinative of whether all long-acting opioids are in the
same relevant product market for antitrust purposes. It is not. What matters in determining
whether products are close economic substitutes is cross-elasticity of demand, or whether a
“small but significant non-transitory increase in price” (SSNIP) of one product would cause a
sufficient amount of sales to shift to another product such that the price increase would be
unprofitable. (CCF ¶¶ 517-18, 526, 899). In fact, the evidence shows that there was no pattern of
substitution between Opana ER and oxycodone. From 2006 until 2011, sales of Opana ER grew
substantially each year even though generic oxycodone ER was widely available. (CCF ¶ 938
(Opana ER sales were $5 million in 2006 and $384 million in 2011); see also CCF ¶ 676;
CX5000 at 196 (Exhibit 5A1) (Noll Report) (in camera)). Opana ER sales would not have grown
if oxycodone ER was in fact a close economic substitute, because patients would opt to buy the
cheaper oxycodone ER. (CCF ¶¶ 672, 684; Noll, Tr. 1374-75).
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799.

} (RX-112 at 5, 16; Addanki, Tr. 2260).
Response to Proposed Finding No. 799
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 788. The Proposed Finding is also misleading to the extent it implies substantial
switching between LAOs. The real world data shows that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45). Indeed, the vast majority of prescriptions of any given LAO (87%)
come from patients who are already on the drug, whereas switching from a different LAO
accounts for only 3% of prescription volume. (See Complaint Counsel’s Response to Proposed
Finding No. 747).
The Proposed Finding is also misleading insofar as it suggests that a monopolist does not
compete for sales. If the price of a particular product is already elevated due to the presence of
market power, then products that are outside a properly-defined relevant product market will
become economic substitutes. (CCF ¶ 931). Thus, even a monopolist faces competition from
products outside the monopoly. (CCF ¶¶ 928, 933).
800.

} (RX-112 at 13-14).
(RX-112 at 14).
Response to Proposed Finding No. 800
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 788 and 799. Indeed, the very document Respondent cites emphasizes the
differentiation of Opana ER from other LAOs. (RX-112 at slide 83 (the “Most Compelling
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Opana ER Message[s]” are “[t]rue 12-hour dosing that lasts” and “[n]o known CYP450 drugdrug interactions at clinically relevant doses”)). Product differentiation reduces the intensity of
price competition between products, making them less likely to be close economic substitutes.
(CCF ¶¶ 822, 941).
801.
} (RX026.0005).
} (RX-026.0006-08).
Response to Proposed Finding No. 801
The Proposed Finding is misleading to the extent it implies substantial switching between
LAOs. The real world data shows that there was no pattern of substitution between Opana ER
and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 94445). Respondents have presented no evidence as to why Endo believed the divestiture of Kadian
to Actavis might drive Opana ER sales.
The Proposed Finding is also misleading insofar as it draws any conclusion about the
relevant antitrust product market from the fact that Opana ER sales might have increased due to
an oxycodone shortage. What matters in determining whether products are close economic
substitutes is cross-price elasticity of demand, or whether a small but significant nontransitory
increase in price (a “SSNIP”) of one product would cause a sufficient amount of sales to shift to
another product such that the price increase would be unprofitable. (CX6054 at 013-14 (§ 4.1.2)
(Horizontal Merger Guidelines); see also CCF ¶¶ 517-18, 526, 899). A supply shortage,
however, is a far more dramatic event than a SSNIP.
802.

In December 2010, Endo identified “direct competitors” of reformulated Opana ER to
include all drugs containing oxycodone, morphine, tapentadol, and hydromorphone,
while indirect competitors included drugs containing fentanyl, buprenorphine, and
duloxetine. (RX-078 at 23; Addanki, Tr. 2261-62 (“the competitive set” is “long-acting
opioids” generally, not Opana ER alone)).
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Response to Proposed Finding No. 802
The Proposed Finding is misleading insofar as it implies that the fact that Endo’s business
documents identify other long-acting opioids as competitors is determinative of whether these
products are in the same relevant product market for antitrust purposes. It is not. What matters in
determining whether products are close economic substitutes is cross-elasticity of demand, or
whether a “small but significant non-transitory increase in price” (SSNIP) of one product would
cause a sufficient amount of sales to shift to another product such that the price increase would
be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data shows that there was no pattern
of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689,
693, 698-99, 704-05, 709, 713, 944-45).
Indeed, the very document Respondent cites supports the conclusion that other longacting opioids are not in the same relevant product market as Opana ER. RX-078 is a Revopan
Launch Readiness Review, dated December 16, 2010. According to this launch plan, Endo’s
pricing strategy for Revopan (Reformulated Opana ER) was “[p]arity pricing and contracting to
Opana ER.” (RX-078 at slide 19). In other words, Endo planned to base its price for
Reformulated Opana ER solely on the price of Original Opana ER, without regard to the price of
other long-acting opioids. The fact that Endo considered the price of Original Opana ER, and
only Original Opana ER, in pricing Reformulated Opana ER is evidence that other LAOs are not
close economic substitutes to it. (See CX5000 at 070-71 (¶ 154) (Noll Report)).
803.

Again in 2011 and 2012, Endo identified a broad class of direct and indirect competitors.
(RX-115 at 7; RX-111.0003 at 25, 45; RX-060.0002 at 5, 24, 39).

Response to Proposed Finding No. 803
The Proposed Finding is misleading insofar as it implies that the fact that Endo’s business
documents identify other long-acting opioids as competitors is determinative of whether these
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products are in the same relevant product market for antitrust purposes. It is not. What matters in
determining whether products are close economic substitutes is cross-elasticity of demand, or
whether a “small but significant non-transitory increase in price” (SSNIP) of one product would
cause a sufficient amount of sales to shift to another product such that the price increase would
be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data shows that there was no pattern
of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689,
693, 698-99, 704-05, 709, 713, 944-45).
Indeed, the very documents Respondent cites indicate that long-acting opioids are not in
the same relevant antitrust market as Opana ER. RX-115 identifies key points of differentiation
between Opana ER and other LAOs. (RX-115 at slide 5, 7 (Opana ER Playbook)). RX-111 also
shows that Endo sought to differentiate Opana ER from other LAOs on the basis of “[t]rue 12hour dosing,” “[n]o known CYP450 PK DDIs at clinically relevant doses,” and “[f]lexible
dosing and individualized therapy.” (RX-111 at slide 3, 29 (Opana ER Customer Plan)). In
addition, RX-111 demonstrates that the vast majority of Opana ER business is based on
continuations (the blue portion of the bar), with a much smaller portion based on switches from
other opioids (the red portion of the bar). (RX-111 at slide 37 (Opana ER Customer Plan)). In the
last month for which data is available, June 2011, switches to Opana ER from other opioids
accounted for only 3,684 of a total of 94,203 total prescriptions in the month, or 3.9%. (RX-111
at slide 37 (Opana ER Customer Plan); see also Complaint Counsel’s Response to Proposed
Finding No. 747 (RX-060 at slide 26 also confirms that the overall level of switching in the LAO
sector is just 3%)).
804.

In 2012, for example, Endo estimated that OxyContin, fentanyl, and morphine all
possessed over 25 percent of the extended-release opioid market, while Opana ER held
roughly 4 percent. (RX-060.0002 at 24).

Response to Proposed Finding No. 804
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 788 and 802. In addition, the document Respondent relies upon, RX-060, supports
the conclusion that other long-acting opioids are not in the same relevant product market as
Opana ER. (See Complaint Counsel’s Response to Proposed Finding Nos. 747 and 803).
805.

Endo sought to switch greater volume from OxyContin and Morphine Sulfate to Opana
ER, and to capture prescriptions for new patients away from those drugs in first instance,
which it considered” the biggest opportunity in the market.” (RX-060.0002 at 29).

Response to Proposed Finding No. 805
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 788, 802, and 803. The Proposed Finding also mischaracterizes the cited evidence.
RX-060 does not indicate Endo viewed capturing volume from OxyContin and morphine sulfate
as the “biggest opportunity” in the market. Instead, the document actually states “that New
Therapy Starts are the biggest opportunity in the market.” (RX-060.0002 at slide 29 (Opana ER
Business Plan)). That observation is consistent with the data showing that over three times as
many prescriptions come from new therapy starts than switches. (RX-060.0002 at slide 26
(Opana ER Business Plan) (new therapy starts account for 10% of LAO business, switches only
3%)). But the vast majority of business comes from the continuation of existing patients. (RX060.0002 at slide 26 (Opana ER Business Plan) (continuation on current drug accounts for 87%
of LAO business)). This data is consistent with Dr. Savage’s testimony that switching LAOs is
not medically advisable unless there is a clinical need to do so. (Savage, Tr. 770 (“If they’re
tolerating [an LAO] well and it’s meeting their needs, I’d prefer to keep them on the drug that
they’re using.”); see also CCF ¶¶ 752, 754 (switching LAOs is not advised unless there is a clear
clinical indication a change is required)).
806.

In April 2013, {
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(RX-073.0002 at 7; Addanki, Tr. 2262-63).
Response to Proposed Finding No. 806
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data
demonstrates that there was no pattern of substitution between Opana ER and other long-acting
opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45).
The Proposed Finding is also misleading for the reasons set forth in response to Proposed
Finding Nos. 788, 803, and 805. Like other documents cited by Respondent, RX-073 shows that
“new therapy starts” were a much larger market opportunity than “switches.” (RX-073.0002 at
slide 7 (8% new therapy starts versus 3% switches)). The cited document notes that new therapy
starts were “an opportunity and a long term key driver to brand growth,” but makes no such
statement with respect to switches. ((RX-073.0002 at 7).
The Proposed Finding is also misleading and incomplete as it omits the uncontroverted
evidence provided by both medical experts showing that the primary concern of doctors in
prescribing an opioid is the clinical well-being of the patient being treated. (Savage, Tr. 771
(“[M]y concerns here are for the clinical well-being of the patient, and those would take priority
over more abstract financial concerns.”); Michna, Tr. 2177 (agreeing that he prescribes the
product that he feels is best for the patient’s clinical situation and that ultimately his priority is
the safety and health of the patient); see also CCF ¶¶ 18, 563).
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The Proposed Finding is also misleading insofar as it suggests that a monopolist does not
compete for sales. If the price of a particular product is already elevated due to the presence of
market power, then products that are outside a properly-defined relevant product market will
become economic substitutes. (CCF ¶ 931). Thus, even a monopolist faces competition from
products outside the monopoly. (CCF ¶¶ 928, 933).
807.
} (RX-073.0002 at 39;
Addanki, Tr. 2264).
Response to Proposed Finding No. 807
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 749, 788, 803, and 806.
808.

At the same time, {
(RX-073.0002 at 38; Addanki, Tr. 2263-64).

Response to Proposed Finding No. 808
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data proving that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). The document cited actually demonstrates that, as of early
2013, the level of switching was small overall and generic oxymorphone ER was a far more
significant competitor to Opana ER than other LAOs. According to RX-073.0002, there were
65,333 prescriptions for Opana ER in February 2013. (RX-073.0002 at slide 15). In that same
month, Opana ER gained a total of 1,010 prescriptions from OxyContin—1.55% of total
prescription volume. (RX-073.0002 at slide 16). This is consistent with the low rate of overall
switching (3%) evidenced by RX-060.0002 at slide 26. (See Complaint Counsel’s Response to
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Proposed Finding No. 747). The Proposed Finding is also misleading for the reasons set forth in
response to Proposed Finding Nos. 749, 788, 803, and 806.
809.

(Addanki, Tr. 2264-65).
Response to Proposed Finding No. 809
The Proposed Finding is misleading insofar as it implies that the fact that Endo’s business
documents identify other long-acting opioids as competitors is determinative of whether these
products are in the same relevant product market for antitrust purposes. It is not. What matters in
determining whether products are close economic substitutes is cross-elasticity of demand, or
whether a “small but significant non-transitory increase in price” (SSNIP) of one product would
cause a sufficient amount of sales to shift to another product such that the price increase would
be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data shows that there was no pattern
of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689,
693, 698-99, 704-05, 709, 713, 944-45). The Proposed Finding also substantially
mischaracterizes the evidence. (See Complaint Counsel’s Response to Proposed Finding Nos.
788-808).
810.
(Addanki, Tr. 2266-67).
Response to Proposed Finding No. 810
The Proposed Finding is misleading insofar as it implies that the fact that Purdue’s
business documents may identify other long-acting opioids as competitors is determinative of
whether these products are in the same relevant product market for antitrust purposes. It is not.
What matters in determining whether products are close economic substitutes is cross-elasticity
of demand, or whether a “small but significant non-transitory increase in price” (SSNIP) of one
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product would cause a sufficient amount of sales to shift to another product such that the price
increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data shows that there
was no pattern of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673,
676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45). The Proposed Finding is also misleading
for the reasons set forth in response to Proposed Finding No. 806.
811.

}
Response to Proposed Finding No. 811
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 810. The Proposed Finding is also misleading insofar as it suggests that a
monopolist does not compete for sales. {
} (CX5000 at 196-98 (Exhibits 5A1 through 5A3) (Noll Report)
(in camera)). Accordingly, Purdue had a monopoly over the oxycodone market. If the price of a
particular product is already elevated due to the presence of market power, then products that are
outside a properly-defined relevant product market will become economic substitutes. (CCF ¶
931). Thus, even a monopolist faces competition from products outside the monopoly. (CCF ¶¶
928, 933).
The Proposed Finding is also misleading to the extent it implies any similarity between
the competitive constraint imposed on OxyContin by (1) other long-acting opioids and (2)
generic oxycodone ER. {
} (CX5000 at 196-98 (Exhibits 5A1 through
5A3) (Noll Report) (in camera)). {
} (CX5000 at 196-98 (Exhibits 5A1 through 5A3) (Noll Report)
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(in camera)). No similar effect occurred due to the introduction of other long-acting opioids.
(CCF ¶¶ 674-85).
The very document Respondent cites actually underscores the unique competition
between a brand and its generic counterpart. RX-449 notes that {

} (RX-449 at 0009 (in
camera)). {

} (See CX5000 at 199, 208

(Exhibits 5B1 and 5E1) (Noll Report) (in camera)). {

}. (CX5000 at
196 (Exhibits 5A1 through 5A3) (Noll Report) (in camera)). This would not have occurred if
long-acting opioids were close economic substitutes for one another. (CCF ¶ 684).
812.

Response to Proposed Finding No. 812
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 810 and 811. The Proposed Finding is also inaccurate, because the data actually
show that new LAO patients were a much larger—over three times—source of prescriptions than
switches from other LAOs. (See Complaint Counsel’s Response to Proposed Finding 747 (citing
RX-060.0002 at 26, which shows that in the LAO sector overall, 10% of prescriptions come
from patients who are just starting therapy, while only 3% of prescriptions come from patients
who are switching from a different LAO)).
813.
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} (Addanki,
Tr. 2266-67).
Response to Proposed Finding No. 813
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
insofar as it is inconsistent with the real world data proving that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45). The Proposed Finding is also inaccurate, because the data
show that new LAO patients were a much larger—over three times—source of prescriptions than
switches from other LAOs. (See Complaint Counsel’s Response to Proposed Finding 747 (citing
RX-060.0002 at 26, which shows that in the LAO sector overall, 10% of prescriptions come
from patients who are just starting therapy, while only 3% of prescriptions come from patients
who are switching from a different LAO)). This data is entirely consistent with a lack of overall
growth in prescriptions of opioids, because patients discontinue therapy. Thus, new long-acting
opioids can enter the market and attract new patients initiating therapy, rather than taking sales
away from other existing products. And the real world data in RX-060.0002 demonstrates that
that was exactly the case.
814.
Response to Proposed Finding No. 814
The Proposed Finding is misleading and factually inaccurate to the extent it implies that
the “extended-release opioid market” is a properly-defined relevant market. What matters in
determining whether products are close economic substitutes is cross-elasticity of demand, or
whether a “small but significant non-transitory increase in price” (SSNIP) of one product would
cause a sufficient amount of sales to shift to another product such that the price increase would
be unprofitable. (CCF ¶¶ 517-18, 526, 899). The real world data shows that there was no pattern
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of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689,
693, 698-99, 704-05, 709, 713, 944-45). The Proposed Finding is also misleading for the reasons
set forth in response to Proposed Finding Nos. 788, 806, and 811.
E.
815.

Extended-Release Opioids Compete on Price

The manufacturers of extended-release opioids compete on price in a variety of ways.
(Bingol, Tr. 1327).

Response to Proposed Finding No. 815
The Proposed Finding is misleading and incomplete to the extent it omits that LAO
manufacturers compete primarily by emphasizing the distinguishing characteristics of their
products. (See Complaint Counsel’s Response to Proposed Finding No. 788 (explaining that
LAO sellers differentiate their products based on the different characteristics of LAOs and that
this differentiation reinforces brand loyalty); CX4025 (Bingol, Dep. at 104 (“Differentiation is
always your mission in marketing.”)). This product differentiation decreases the intensity of
price competition between brand-name prescription drugs. (CCF ¶¶ 573, 724-25).
816.

There are multiple layers of competition in the pharmaceutical industry. Unlike
traditional industries in which competitive efforts are targeted at individual consumers,
who decide which products to purchase and then personally pay for and consume those
products, the pharmaceutical industry is disjointed. Physicians are the decision makers in
terms of which drug is prescribed. Insurance companies pay the bulk of any drugs cost.
And individual patients consume the drug and generally pay a small portion of the drug
price. (Addanki, Tr. 2212-15).

Response to Proposed Finding No. 816
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 013-14 (§
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4.1.2) (Horizontal Merger Guidelines) (see specifically Example 10, which cautions against
using too large of a price increase as a SSNIP)). There is no basis to depart from the standard
methods used in antitrust economics to determine whether different drugs are in the same
product market. (CX5004 at 011-13 (¶¶ 20-23) (Noll Rebuttal Report)). Even in the
pharmaceutical industry, it is appropriate to estimate cross-elasticities of demand between two
products (which informs whether they are close substitutes) by observing whether a decline in
the price of one results in a reduction of sales in the other. (CX5004 at 012-13 (¶¶ 21-23) (Noll
Rebuttal Report)). That analysis can be performed without regard to whether the industry is
disjointed. Here, the real world data demonstrates that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45).
The Proposed Finding is also misleading to the extent it implies physicians make
prescribing decisions based on economic factors like small changes in relative price, rather than
clinical needs. (Savage, Tr. 771 (“Q. Now, why wouldn’t minor changes in price change your
prescribing habits? A. First, because I’m generally not aware of the minor changes in price.
Second, because the – my clinical – my concerns here are for the clinical well-being of the
patient, and those would take priority over more abstract financial concerns.”); see also Michna,
Tr. 2187 (stating he would only be aware of “dramatic changes” in price)).
817.

As a result, it is necessary to analyze different layers of competition, including
competition at the insurer level, physician level, and patient level. (Addanki, Tr. 2215).
The evidence is plain that extended-release opioid manufacturers compete vigorously on
price at each level of competition.

Response to Proposed Finding No. 817
The Proposed Finding is factually inaccurate insofar as it asserts that LAO manufacturers
compete vigorously on price. The data show that once generic versions of oxymorphone ER
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launched, {

} and the average price of the

oxymorphone ER dropped substantially. (CCF ¶¶ 628-42; CX5000 at 219 (Exhibit 7A) (Noll
Report) (in camera)). This real world data is also consistent with the expectations of both Impax
and Endo, both of which forecasted that generic oxymorphone ER would have a dramatic effect
on the market for Opana ER. (CCF ¶¶ 583-85, 589, 609-10). Generic oxymorphone ER entry
would not have had this effect on Opana ER’s market share and the price of the drug if it were
true that Opana ER competed vigorously with other LAOs. (Noll, Tr. 1381 (“[I]f the market
already is highly competitive before the generics enter, then you wouldn’t expect that there
would be any significant effect of generic entry.”)). Respondent’s economic expert, Dr. Addanki,
does not attempt to explain how LAOs can be close economic substitutes to Opana ER when
they did not have the same price effect that generic oxymorphone ER had on Opana ER.
(CX5004 at 016 (¶ 31) (Noll Rebuttal Report)). Similarly, Dr. Addanki does not address the fact
that entry events of other branded and generic LAOs had no effect on Opana ER sales, or explain
how, in light of that, they could be close economic substitutes to Opana ER. (CX5004 at 016-17
(¶¶ 32, 34) (Noll Rebuttal Report)). These real-world facts, which Dr. Addanki simply ignores,
show that LAOs do not compete vigorously with each other.
The Proposed Finding is also contrary to the uncontroverted evidence provided by both
medical experts, which shows that the primary concern of doctors is the clinical well-being of the
patient being treated. Dr. Savage testified that she makes the decision of which LAO to prescribe
based on medical, not financial, concerns. (Savage, Tr. 770-771 (“Q. Now, why wouldn’t minor
changes in price change your prescribing habits? A. First, because I’m generally not aware of the
minor changes in price. Second, because the – my clinical – my concerns here are for the clinical
well-being of the patient, and those would take priority over more abstract financial concerns.”).
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Respondent’s medical expert, Dr. Michna, testified that he was only aware of “dramatic
changes” in price and that his ultimate priority was the safety and health of his patient. (Michna,
Tr. 2177, 2187).
The Proposed Finding is also misleading in that it misunderstands the relevant product
market analysis. What matters in determining whether products are close economic substitutes is
cross-elasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 013-14 (¶
4.1.2) (Horizontal Merger Guidelines) (see specifically Example 10, which cautions against
using too large of a price increase as a SSNIP)). There is no basis to depart from the standard
methods used in antitrust economics to determine whether different drugs are in the same
product market. (CX5004 at 011-13 (¶¶ 20-23) (Noll Rebuttal Report)). Even in the
pharmaceutical industry, it is appropriate to estimate cross-elasticities of demand between two
products (which informs whether they are close substitutes) by observing whether a decline in
the price of one results in a reduction of sales in the other. (CX5004 at 012-13 (¶¶ 21-23) (Noll
Rebuttal Report)). That analysis can be performed without regard to whether the industry is
disjointed. Here, the real world data demonstrates that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45).
1.
818.

Price Competition for Formulary Placement at the Insurer Level

Because third-party payors are often responsible for most of a drug’s cost, competition
between pharmaceutical companies regularly takes place at the insurer level. (Bingol, Tr.
1324).

Response to Proposed Finding No. 818
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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 ¶ 569). Normally, the most preferred tier
contains only the generic version of the drug if a generic is available. (CCF ¶ 570).
819.

Insurers typically invite drug manufacturers to submit pricing bids on an annual basis.
Those bids can then lead to negotiations about overall price, rebates, and formulary
placement. (Addanki, Tr. 2224).

Response to Proposed Finding No. 819
The Proposed Finding is incomplete for the reasons set forth in response to Proposed
Finding No. 818. The Proposed Finding is also misleading insofar as it implies that LAOs
compete vigorously on price and to the extent it ignores the significance of generic competition.
The record shows that when a generic version of a drug is released, it is “virtually uniformly”
placed on the most favorable formulary tier. Yet Dr. Addanki’s formulary placement analysis
entirely excludes consideration of generic drugs. (CCF ¶ 946 (quoting Addanki, Tr. 2314-15)).
The fact that generics almost always come into the market at a cheaper price than the brand and
are placed on a more favorable formulary tier is evidence that generics – not other branded drugs
– force prices to a competitive level. (CCF ¶ 947; see also CCF ¶¶ 628-42 (describing the
dramatic effect of the entry of generic oxymorphone ER)). Generic entry would not have this
dramatic effect on brand market share and price if the brand competed vigorously with other
LAOs. (Noll, Tr. 1381).
820.

With respect to extended-release opioids, manufacturers compete directly on price in the
form of rebates and discounts in order to secure favorable formulary placement vis-à-vis
competitors. (Bingol, Tr. 1324-25).

Response to Proposed Finding No. 820
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 818 and 819.
821.

Demir Bingol, Endo’s Senior Director of Marketing, testified that insurance companies
have “a choice . . . amongst multiple products” and manufacturers must “create a
financial position for the payer that is justifying their putting you on [a] tier.” (Bingol,
Tr. 1325).

Response to Proposed Finding No. 821
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 818 and 819.
822.

Even for government insurance plans like those through the Department of Veterans
Affairs, there are preferred drug lists for which pharmaceutical companies must compete
on price. (Noll, Tr. 1507-08).

Response to Proposed Finding No. 822
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 818 and 819.
823.

As Complaint Counsel’s economic expert, Professor Roger Noll, testified, drugs do not
appear on any formulary tier “by accident.” Manufacturers must affirmatively secure
better positions vis-à-vis other extended-release opioids by offering lower prices. (Noll,
Tr. 1545-46).

Response to Proposed Finding No. 823
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 818 and 819. The Proposed Finding also misstates Professor Noll’s
testimony. Professor Noll testified that it is true that drugs do not appear on formulary “by
accident.” But Professor Noll disputed that the only way to obtain favorable formulary placement
is by offering lowering prices. (Noll, Tr. 1546 (“That’s one way, but it’s not the only way.”)).
Formulary placement can also reflect promotional activity, which emphasizes the differentiation
between LAOs. (CX5004 at 032-33 (¶ 65) (Noll Rebuttal Report)). Product differentiation
reinforces brand loyalty to particular products, which in turn undermines price competition
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between them and makes them more distant, not closer, substitutes. (CCF ¶ 941). Critically,
outside of a few sporadic, anecdotal examples, Respondent’s expert Dr. Addanki did not
determine whether the formulary changes he analyzed were actually prompted by price
competition or by product differentiation. (Addanki, Tr. 2478 (“Q. Now, you don’t know what
caused the changes in formulary status that you represent in Exhibit 9I; correct? A. I do not. In
other words, I don’t know for each formulary that changed all the factors that prompted the
change. I do not.”)). Nor did Dr. Addanki analyze whether any price changes underlying the
formulary changes were within the range of a SSNIP. (Addanki, Tr. 2475-76 (“Q. You didn’t
look at whether or not any of the price changes that you discuss relating to formulary changes
constituted a small price change; right? A. I didn’t carry out a SSNIP analysis.”)).
824.

Depending on the specific pricing and discounts offered, different insurance companies
will list the same extended-release opioid on different tiers. (Michna, Tr. 2136).

Response to Proposed Finding No. 824
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 818, 819, and 823.
825.

It is also possible for one manufacturer’s drug to appear on some formularies but not
appear in any manner on other formularies. (Noll, Tr. 1509).

Response to Proposed Finding No. 825
Complaint Counsel has no specific response.
826.

In general, however, drugs will move higher on a formulary when the pharmaceutical
company gives a better rebate to the insurance company, “meaning they’ll give them a
discount on the medication.” (Michna, Tr. 2130-31).

Response to Proposed Finding No. 826
The Proposed Finding is misleading, is based on speculation, and relies on expert
testimony to prove a factual point. Dr. Michna has no foundation to testify why insurance
companies move drugs to more favorable tiers – he has never worked for an insurance company.
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(RX-549 at 0029-42 (Exhibit A) (Michna Report)). And Dr. Michna’s medical experience is
limited to Massachusetts, which has a long history of managed care and aggressive formulary
management. (Michna, Tr. 2188; CX4046 (Michna, Dep. at 111)). Moreover, Respondent’s
economic expert Dr. Addanki did not in fact analyze why insurance companies made the
formulary decisions they made. (See Complaint Counsel’s Response to Proposed Finding No.
823).
827.

This includes rebates by brand companies in order to compete with generic products on
price. (Bingol, Tr. 1327; Engle, Tr. 1718; CX4037 (Smolenski, Dep. at 155); but see
Hoxie, Tr. 2795 (claiming generics do not always sell at a discount to the brand)).

Response to Proposed Finding No. 827
Complaint Counsel has no specific response.
828.

Taken together, the use of rebates and discounts is competition related to the net price of
drugs—rebates reduce the net prices paid by insurers and thereby secure favorable
formulary coverage and drive substitution among products. (Addanki, Tr. 2226, 228990).

Response to Proposed Finding No. 828
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding Nos. 818, 819, and 823. In addition to price concessions, formulary placement
can also reflect promotional activity, which emphasizes the differentiation between LAOs.
(CX5004 at 032-33 (¶ 65) (Noll Rebuttal Report)). Dr. Addanki did not actually analyze to what
extent the formulary decisions observed were driven by price competition as opposed to product
differentiation or whether any price changes were within the magnitude of a SSNIP. (See
Complaint Counsel’s Response to Proposed Finding No. 823).
829.

Such net-price competition at the formulary level “happens all the time” and “is a fact of
life in the pharmaceutical industry.” (Addanki, Tr. 2220).

Response to Proposed Finding No. 829
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The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding Nos. 818, 819, and 823. In addition to price concessions, formulary placement
can also reflect promotional activity, which emphasizes the differentiation between LAOs.
(CX5004 at 032-33 (¶ 65) (Noll Rebuttal Report)). Dr. Addanki did not actually analyze to what
extent the formulary decisions observed were driven by price competition as opposed to product
differentiation or whether any price changes were within the magnitude of a SSNIP. (See
Complaint Counsel’s Response to Proposed Finding No. 823).
830.

Such net price competition at the formulary level is also effective. {
} (Addanki, Tr. 2290;
see RX-547.0053-54; Noll, Tr. 1681-83).

Response to Proposed Finding No. 830
The Proposed Finding is misleading. Exhibit 7A of Professor Noll’s Report depicts the
average price of oxymorphone ER by manufacturer. {
} (CX5000 at 219 (Exhibit 7A) (Noll Report) (in camera)). {
} (CX5000 at 219
(Exhibit 7A) (Noll Report) (in camera)). {

} (CX5000 at 219 (Exhibit 7A) (Noll Report) (in camera)).
{

} (CX5000 at 219 (Exhibit 7A) (Noll Report)
(in camera)). {

}. (CX5000 at 219 (Exhibit 7A) (Noll Report) (in camera)). That competition from
Impax’s generic oxymorphone ER was effective and did, in fact, lower the average price of
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oxymorphone ER. The fact that generics come into the market at a cheaper price than the brand
is evidence that generics—not other branded drugs—force prices to a competitive level. (CCF ¶
947).
831.

{

} (RX-547.0053-54; Noll, Tr. 1681-83).

Response to Proposed Finding No. 831
The Proposed Finding is inaccurate. {

}. (See CX5000 at 219 (Exhibit 7A) (Noll Report) (in camera)).
832.

Professor Noll consequently is wrong in stating that that competition for formulary
placement had “not been successful in preventing drug prices from going up more rapidly
than the rate of inflation by a substantial amount.” (Noll, Tr. 1523-24).

Response to Proposed Finding No. 832
The Proposed Finding is misleading and mischaracterizes Professor Noll’s testimony.
The statistics Respondent cites in the previous findings relate specifically to the price of
oxymorphone ER. In the cited testimony, Professor Noll is discussing generally the ability of
insurance companies to force competitive pricing for all brand name drugs. In this context,
Professor Noll explained that insurance companies do not “dictate” price and “have not been
effective in controlling drug prices in the last ten years.” (Noll, Tr. 1523-34). This testimony
about the influence of insurance companies on general pricing trends in the pharmaceutical
industry is entirely consistent with the specific example of oxymorphone ER pricing. In addition,
as Professor Noll explained shortly after the cited testimony, “the most important competitive
factor affecting drug prices” for insurers is the availability of generic drugs and the fact that
insurers almost always give generic versions of a drug the most favorable formulary placement.
(Noll, Tr. 1524; see also CCF ¶ 946, citing Addanki, Tr. 2314-15 (Dr. Addanki agrees that
generic versions of a drug usually get the most favorable formulary tier)). If it were true that
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competition for formulary placement is in fact successful in controlling branded drug prices, then
the release of generic oxymorphone ER would not have caused the average price of
oxymorphone ER to decline substantially. (See Complaint Counsel’s Response to Proposed
Finding No. 830 (the launch of generic oxymorphone ER pulled the average price of
oxymorphone ER down to a lower level than obtained when Endo was the sole supplier of the
drug)).
833.

Indeed, Professor Noll’s statement is premised on list prices. (CX5000-090-95
(discussing documents related to list prices)).

Response to Proposed Finding No. 833
The Proposed Finding is misleading and mischaracterizes the record for the reasons set
forth in response to Proposed Finding No. 832. Professor Noll’s analysis is not premised on list
prices. The fifteen exhibits relating to price in Professor Noll’s report contain both list and net
(realized) prices. (CX5000 at 184-90, 219-26 (Exhibits 2B1 through 2B7, 7A, 7B1 through 7B7)
(Noll Report) (in camera); Noll, Tr. 1681).
Second, as Professor Noll explained, the single best factor at controlling drug prices is the
availability of generics. (Noll, Tr. 1524 (“[B]y far the most important competitive factor
affecting drug prices” for insurers is the availability of generic drugs and the fact that insurers
almost always give generic versions of a drug the most favorable formulary tier.)). Professor
Noll’s analysis demonstrating that generic entry lowered the average price of oxymorphone ER
is based on net prices, not list. (CX5000 at 219 (Exhibit 7A) (Noll Report) (Endo’s and Impax’s
average net prices are the red and purple lines, respectively) (in camera)).
834.
(Addanki, Tr. 2290).
Response to Proposed Finding No. 834
Complaint Counsel has no specific response.
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835.
(Noll, Tr. 1684-85). {

} (Noll,

Tr. 1681).
Response to Proposed Finding No. 835
Complaint Counsel has no specific response.
a.
836.

Contemporaneous Evidence of Endo’s Price Competition

Endo’s contemporaneous business documents indicate {
(Addanki, Tr. 2291).

Response to Proposed Finding No. 836
The Proposed Finding is not supported by the evidence cited in that it relies on expert
testimony to establish what was purportedly contained within Endo’s contemporaneous business
documents. The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it implies that there is substantial switching between long-acting opioids as a
result of price competition for formulary placement. Dr. Addanki made no effort to
systematically analyze whether formulary changes were the result of price competition or
something else. (Addanki, Tr. 2478 (“Q. Now, you don’t know what caused the changes in
formulary status that you represent in Exhibit 9I; correct? A. I do not. In other words, I don’t
know for each formulary that changed all the factors that prompted the change. I do not.”)). Dr.
Addanki also made no effort to analyze whether any price changes underlying the formulary
changes were within the range of a SSNIP. (Addanki, Tr. 2475-76 (“Q. You didn’t look at
whether or not any of the price changes that you discuss relating to formulary changes
constituted a small price change; right? A. I didn’t carry out a SSNIP analysis.”). Indeed, the real
world data demonstrates that there was no pattern of substitution between Opana ER and other
long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45).
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837.

In 2009, many doctors believed that Opana ER did not have sufficient coverage on
insurance plans. (CX1106-009).

Response to Proposed Finding No. 837
The Proposed Finding is not supported by the cited evidence. While the document states
that healthcare professionals perceive a lack of insurance coverage for Opana ER, it does not
quantify whether this perception was shared by “many,” “some,” or “few” doctors or indicate
whether this perception was accurate. (CX1106 at 009).
The cited document (Endo’s 2010 Opana Brand Strategic Plan) also undermines
Respondent’s suggestion that competition from other LAOs was effective in constraining the
price of Opana ER. Indeed, this document makes clear that Endo’s strategy was to differentiate
Opana ER rather than to compete on price. (CX1106 at 004 (“We [w]ill . . . [d]ifferentiate
OPANA ER as a less complex treatment option for managing moderate to severe chronic pain
for OA and chronic low back (cLBP) pain patients.”); (“Opportunity Cost: Failure to adequately
differentiate OPANA ER will limit the brand’s growth in 2010 vs. existing competitors.”)).
Product differentiation reinforces brand loyalty to particular products, which in turn undermines
price competition between them and makes them more distant, not closer, substitutes. (CCF ¶
941).
The cited document also demonstrates that competition from generic oxymorphone ER
would have a unique effect on Opana ER’s revenues. It notes that “[e]ach month that generics
are delayed beyond June 2010 is worth ~$20 million in net sales per month.” (CX1106 at 005). If
it were true that Endo was already engaged in vigorous price competition with other LAOs, then
generics would not be a greater threat to Opana ER’s sales because those sales would have
already been competed away by other long-acting opioids. (Noll, Tr. 1381-82 (“[I]f the market
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already is highly competitive before the generics enter, then you wouldn’t expect that there
would be any significant effect of generic entry.”)).
838.

In response, Endo sought to improve Opana ER placement on insurance plans in order to
secure more prescriptions for Opana ER. (CX1106-009; see Addanki, Tr. 2292-93).

Response to Proposed Finding No. 838
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 837.
839.

Endo specifically acknowledged “that managed care access is important in the LAO
market” and developed “a series of managed care growth strategies,” including efforts to
secure a “number of plans where we have preferred access, or some other leg up on the
competition.” (RX-023.0003).

Response to Proposed Finding No. 839
The Proposed Finding is misleading to the extent it implies that price competition was the
primary driver of competition at the insurer level or was effective in constraining Opana ER’s
price to a competitive level. The cited document notes that the actual level of switching between
LAOs is very low, only 3%. (RX-023 at 0002 (“About 89% of the LAO market are continuing
patients, and are comprised of the patients on the big market share products Oxycontin and
MSER. The other 11% are new and switching patients (8% new, 3% switch).”); see also RX060.0002 at slide 26 (Opana ER Business Plan); RX-111 at slide 37 (Opana ER Customer Plan)).
This switching rate is consistent with the testimony of Dr. Savage that it is medically advisable
to only switch patients’ LAOs in response to clinical needs, not for economic reasons. (Savage,
Tr. 771 (“Q. Now, why wouldn’t minor changes in price change your prescribing habits? A.
First, because I’m generally not aware of the minor changes in price. Second, because the – my
clinical – my concerns here are for the clinical well-being of the patient, and those would take
priority over more abstract financial concerns.”); see also RX-023 at 0002 (“The dynamics in the
LAO market are such that patients don’t switch if they are doing well on whatever LAO they are
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on.”)). Which in turn means different LAOs are not close substitutes. (CCF ¶¶ 517-18). If LAOs
were close substitutes and price competition between them was indeed vigorous and effective,
then the switching rate would not be such a small fraction of prescriptions.
840.
(Addanki, Tr. 2293).
Response to Proposed Finding No. 840
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818, 819, and 839. The Proposed Finding is also misleading in that it
misunderstands the relevant product market analysis. What matters in determining whether
products are close economic substitutes is cross-elasticity of demand, or whether a “small but
significant non-transitory increase in price” (SSNIP) of one product would cause a sufficient
amount of sales to shift to another product such that the price increase would be unprofitable.
(CCF ¶¶ 517-18, 526, 899; CX6054 at 013-14 (§ 4.1.2) (Horizontal Merger Guidelines) (see
specifically Example 10, which cautions against using too large of a price increase as a SSNIP)).
Respondent’s approach of identifying sporadic, anecdotal examples of Endo offering rebates and
discounts, and any switching that may result from such actions, does not inform the relevant
market analysis because it does not provide evidence of customers’ aggregate response to price
changes. The real world data, however, demonstrates that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45).
The Proposed Finding is also misleading insofar as it suggests that a monopolist does not
compete for sales. Even a monopolist faces competition from products outside the monopoly.
(CCF ¶¶ 928, 933). If the price of a particular product is already elevated due to the presence of
market power, then products that are outside a properly-defined relevant product market will
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become economic substitutes. (CCF ¶ 931). Thus, anecdotal evidence that Endo competed with
other LAOs to secure preferred formulary status does not demonstrate that LAOs are in the same
relevant product market. If other LAOs provided a meaningful competitive constraint on Opana
ER, then entry of generic versions of Opana ER would not have reduced the average price of
oxymorphone ER and Opana ER’s market share as dramatically as it did. (CCF ¶¶ 630, 636-37,
641-43).
841.
(RX-558.0003). {
(RX-558.0003).
Response to Proposed Finding No. 841
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The Proposed Finding is also misleading to the extent it
implies Endo’s improved formulary placement was wholly a function of price competition. Dr.
Addanki testified he did not analyze why any formulary decisions were made. (Addanki, Tr.
2478 (“Q. Now, you don’t know what caused the changes in formulary status that you represent
in Exhibit 9I; correct? A. I do not. In other words, I don’t know for each formulary that changed
all the factors that prompted the change. I do not.”)). Nor did he determine that the formulary
changes in question came about as a result of a SSNIP. (Addanki, Tr. 2475-76). Therefore, the
evidence does not support the conclusion that Endo’s improvement in formulary placement was
a function of price competition as opposed to promotional efforts or whether any price
competition involved was within the magnitude of a SSNIP.
Indeed, the document cited in the Proposed Finding does not focus on price competition.
(RX-558). Instead, RX-588 notes that Endo will “[g]enerate differentiating data in support of
oxymorphone vs. competition.” (RX-558 at 0002). That plan indicates Endo was competing by
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differentiating Opana ER from other LAOs, not on price. (CCF ¶¶ 940-41). RX-558 also shows
that {

} (RX558 at 0001 (in camera)). {

} (CCF ¶¶ 517-18, 87176 (in camera)).
842.

In 2011,

} (RX-014.0002; Addanki, Tr. 2294-95).
Response to Proposed Finding No. 842
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
843.

Endo previously executed a Medicare agreement with Prime Therapeutics in 2009, but
could not secure placement of Opana ER on Prime Therapeutics national formulary.
(RX-014.0002). As a result, Opana ER sales had been “negligible” on Prime
Therapeutics’ plans. (RX-014.0002).

Response to Proposed Finding No. 843
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
844.
} (Addanki, Tr. 2295).
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Response to Proposed Finding No. 844
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
845.

Also in 2011,
(RX021.0005; Addanki, Tr. 2296).
} (RX-021.0005).

Response to Proposed Finding No. 845
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
846.
} (RX-021.0005; Addanki, Tr.
2298).
} (RX-021.0005; Addanki, Tr. 2298-99).
Response to Proposed Finding No. 846
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
847.

} (RX-021.0007).
Response to Proposed Finding No. 847
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 839 and 840.
848.

In 2012,
(RX022.0004; Addanki, Tr. 2300-01). {
} (Addanki, Tr. 2301).
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Response to Proposed Finding No. 848
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40.
849.

Such increases in rebates are on the order of magnitude of a small but significant increase
in price (“SSNIP”), indicating that “even small price changes were competitively
potentially significant.” (Addanki, Tr. 2500).

Response to Proposed Finding No. 849
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The Proposed Finding is also inaccurate. The increases in
rebates referenced in the Proposed Finding do not reflect SSNIPs. Since a SSNIP refers to an
increase in price, it is necessary to look at the price of the reference product and the potential
substitute, i.e., the relative price between them. (See CCF ¶¶ 517-18, citing Noll, Tr. 1374 (“That
is, if we think about our SSNIP test, we ask the question, if one product’s price goes up relative
to the other, does that cause a large enough switch from one category to another that it wasn’t
profit-enhancing to increase the price.”)). If both prices change by the same amount, then there is
no change in relative price and hence no effective increase in price. If both prices change, and
one price is now more than 10% higher, then the effective increase in price is not small so it
would not qualify as a SSNIP. If both prices change enough such that the relative price is in the
realm of a SSNIP, then any resulting change in substitution patterns might provide some
information about cross-price elasticities between those products. But it is not possible to know
which situation is applicable with respect to the identified rebates unless additional information
is provided about the competing prices offered. Respondent has presented no such evidence so it
is unclear that the rebate increases “are on the order of magnitude of a [SSNIP].” Indeed, Dr.
Addanki testified that he did not perform a SSNIP analysis with respect to the formulary changes
he examined. (Addanki, Tr. 2475-76 (“Q. You didn’t look at whether or not any of the price
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changes that you discuss relating to formulary changes constituted a small price change; right?
A. I didn’t carry out a SSNIP analysis.”)).
850.

Also in 2012,

(CX3206-002).
Response to Proposed Finding No. 850
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The Proposed Finding is also inconsistent with the weight of
the evidence. The vast majority of Opana ER pricing proposals do not mention any other LAOs.
(CX5000 at 067, 069 (¶¶ 146, 152) (“Endo’s internal documents rarely mention relative prices as
an important factor in determining sales of Opana ER.”; “Most Endo documents that deal with
Opana ER pricing do not refer to any other drugs.”)).
The Proposed Finding is also misleading insofar as it implies that Endo’s purported
discount of Opana ER had any real world effect on substitution patterns. (CX5000 at 068-69 (¶
150) (there are no documents that indicated what effect the proposed discounts had)). The real
world data demonstrates that there was no pattern of substitution between Opana ER and other
long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45).
851.

Endo negotiated exclusive placement agreements with other health care plans as well.
For example, Endo secured exclusive formulary status for Opana ER on Wellcare’s
Medicare Part D plans, with a block on OxyContin and other branded extended-release
opioids. (RX-017.0002 at 12). OxyContin had previously received 84 percent of
Wellcare’s extended-release opioid prescriptions. (RX-017.0002 at 12).

Response to Proposed Finding No. 851
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The Proposed Finding is also misleading to the extent it
implies that Endo’s exclusive placement agreements demonstrate price competition. As Dr.
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Addanki testified, he performed no analysis to determine why insurers made their formulary
placement decisions or whether they were in response to SSNIPs. (Addanki, Tr. 2475-76 (“Q.
You didn’t look at whether or not any of the price changes that you discuss relating to
formulary changes constituted a small price change; right? A. I didn’t carry out a SSNIP
analysis.”); Addanki, Tr. 2478 (“Q. Now, you don’t know what caused the changes in formulary
status that you represent in Exhibit 9I; correct? A. I do not. In other words, I don’t know for
each formulary that changed all the factors that prompted the change. I do not.”)). Thus, Dr.
Addanki cannot show that the formulary decisions were a function of price competition rather
than promotion of Opana ER’s differentiating characteristics. Product differentiation reinforces
brand loyalty to particular products, which in turn undermines price competition between them
and makes them more distant, not closer, substitutes. (CCF ¶ 941).
Indeed, the document cited (RX-017) is consistent with the conclusion that Endo’s
exclusive formulary placements were based on factors other than price competition. The
available evidence shows that {
(CX5000 at
177-83 (Exhibits 2A1-2A7) (Noll Report) (in camera)). {
} (CX5000 at 177-83 (Exhibits 2A1-2A7)
(Noll Report) (in camera) {
}. But throughout 2012 and 2013,
{

}. (CX5000 at 219 (Exhibit 7A) (Noll

Report) (in camera)). If it was true that Endo’s exclusive formulary placements reflected price
competition against other LAOs, then Endo’s net price should have decreased. {
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}. (CX5000 at 177-83, 219 (Exhibits 2A1-2A7, 7A) (Noll Report) (in camera)). This
data suggests that Endo’s competition with other LAOs was focused on factors other than price.
852.

Endo also negotiated deals with Humana, Optum, and UPMC to list Opana ER on their
formularies at the express exclusion of other brand extended-release opioids like
OxyContin. (RX-017.0001; RX-017.0002 at 11).

Response to Proposed Finding No. 852
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19, 839-40, and 851.
853.

And as noted above, UPMC modified its formulary to exclude OxyContin and list Opana
ER as the only branded extended-release opioid. (RX-087). In so doing, UPMC was
able to reduce total medical costs. (RX-087; Addanki, Tr. 2308-09).

Response to Proposed Finding No. 853
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The Proposed Finding is also misleading to the extent it
implies that UPMC’s formulary change was made in response to price competition between
Opana ER and OxyContin. Dr. Addanki explicitly disclaimed knowledge of whether or what
price change resulted in the formulary change. (Addanki, Tr. 2505 (“The price change we’re
talking about there, I don’t know what the price change was. I don’t know if there were [sic] any
change in rebate terms associated with the price change. . . . Q. But you don’t know, in the
UPMC example, whether the price change was large or small, correct, because you don’t know
what the price change was; right? A. I don’t.”)).
The Proposed Finding is also misleading to the extent it implies that UPMC actually
lowered all medical costs. It is unclear whether UPMC’s analysis took into account switching
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costs (such as patients needing to begin a new medication to relieve side effects resulting from
switching LAOs). (See Complaint Counsel’s Response to Proposed Finding No. 767).
854.

UPMC’s experience indicates that there “was economic substitution going on because
there was competition via pricing, the rebates, to the payer layer of this market, the
industry, and that competition for formulary coverage was in fact economic substitution.
And this is another instance of an insurer describing its experience with implementing a
formulary change and tracing through the consequences and effects.” (Addanki, Tr.
2309).

Response to Proposed Finding No. 854
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 818-19 and 839-40. The assertion that there “was economic substitution going on”
is not supported by the evidence. Dr. Addanki explicitly disclaimed knowledge of whether the
formulary change resulted from a price change. (Addanki, Tr. 2505 (“The price change we’re
talking about there, I don’t know what the price change was. I don’t know if there were any
change in rebate terms associated with the price change. . . . Q. But you don’t know, in the
UPMC example, whether the price change was large or small, correct, because you don’t know
what the price change was; right? A. I don’t.”)). Without knowing that, it is impossible to
conclude “economic substitution” was occurring.
The Proposed Finding is also misleading to the extent it implies that UPMC actually
lowered all medical costs. It is unclear whether UPMC’s analysis took into account switching
costs (such as patients needing to begin a new medication to relieve side effects resulting from
switching LAOs). (See Complaint Counsel’s Response to Proposed Finding No. 767).
855.

UPMC’s formulary change (and others like it) had a direct impact on Endo, which
experienced significant increases in sales of Opana ER, including gains of roughly 3 and
7 percent on different formulary plans. (RX-110.0002 at 33).

Response to Proposed Finding No. 855
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The Proposed Finding is misleading in that it concludes that the formulary plan gains of
3% and 7% actually include the UPMC formulary change. The UPMC formulary change
apparently occurred prior to 2009. (RX-087 (noting the post-formulary change period evaluated
in the study commenced on January 1, 2009)). The document cited as evidence of Endo’s
formulary plan gains is dated April 9, 2013—over four years later. (RX-110.0002 at slide 1
(Opana ER with INTAC Business Review)).
The Proposed Finding is also misleading to the extent it implies that the formulary
changes that occurred were a function of price competition. Dr. Addanki made no effort to
systematically analyze whether it was in fact price competition that resulted in formulary
changes or whether such competition was in the magnitude of a SSNIP. (Addanki, Tr. 2475-76,
2478).
The Proposed Finding is also misleading to the extent it implies other LAOs are close
economic substitutes to Opana ER. The very document Respondent cites actually undermines
this conclusion:


RX-110 notes that the level of switching in the overall LAO sector is low, at 3%.
(RX-110.0002 at slide 7). This data point is consistent with other evidence. (See,
RX-060.0002 at slide 26 (Opana ER Business Plan); RX-111 at slide 37 (Opana
ER Customer Plan)). New therapy starts account for 8% of LAO business—
almost three times the amount of switches. Continuation with the current LAO
accounts for 87% of Opana ER’s business. (RX-110.0002 at slide 7 (Opana ER
with INTAC Business Review)). This low level of switching suggests that LAOs
are not in the same market and do not engage in vigorous price competition. (See
Complaint Counsel’s Response to Proposed Finding No. 803).
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While switches account for a higher level of Opana ER’s business (8%) this is
dwarfed by switching to generic oxymorphone ER—29%. (RX-110.0002 at slide
7 (Opana ER with INTAC Business Review)). This is strong evidence that
generic oxymorphone ER can rely on switches for an appreciable portion of its
business, but branded LAOs cannot.



Slide 13 notes that Opana ER enjoyed a net gain in switches against OxyContin in
February 2013, but “this gain was offset by accelerated net switching losses from
generic Oxymorphone HCl ER.” (RX-110.0002 at slide 13 (Opana ER with
INTAC Business Review)). RX-110 understates the level of switching to generic
oxymorphone ER because it reports the status as of February 2013, just one
month after Impax had launched. Impax’s effect would be relatively small so soon
after launch. (See CX5000 at 177-83 (Exhibits 2A1-2A7) (Noll Report) (in
camera) ({
})). The notes to slide
14 state: “Going to be hard to continue to hold share if IMPAX remains on the
market.” (RX-110.0002 at slide 14 (Opana ER with INTAC Business Review)).
That observation suggests that the presence in the market of other LAOs like
OxyContin do not threaten Opana ER’s share, but generic oxymorphone ER does.



Slide 15 indicates that in January 2013, the month Impax launched, generic
oxymorphone ER had 11.2% of the market for oxymorphone ER, whereas in
February 2013, generic oxymorphone had 14.6% of the market, which represents
a growth rate of 30%. (RX-110.0002 at slide 15 (Opana ER with INTAC Business
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Review) (14.6 – 11.2 = 3.4; 3.4/11.2 = 30.4%)). In just two months, generic
oxymorphone ER was rapidly growing and quickly taking share from Opana ER.


Slide 16 indicates that in February 2013, again only one month after Impax had
launched (and thus before generic oxymorphone ER’s full competitive effects
would be felt), switches from OxyContin to Opana ER were only 1,010 while
switches to generic oxymorphone ER from Opana ER were 2,050. (RX-110.0002
at slide 16 (Opana ER with INTAC Business Review)). The slide notes that
“[d]espite our ability to gain elevated switches from OxyContin, the gains have
been offset by accelerated net switching losses from Oxymorphone ER.” (RX110.0002 at slide 16 (Opana ER with INTAC Business Review)). This
phenomenon would only accelerate as Impax gained more and more share of the
oxymorphone ER market.



Slide 25 shows Endo’s revenue expectations depending on whether the citizen
petition it filed resulted in the FDA pulling generic oxymorphone ER from the
market. Endo projected that if the citizen petition was successful, generics would
be removed and the brand’s exclusivity would be reestablished in July 2013. (RX110.0002 at slide 25 (Opana ER with INTAC Business Review)). In that case, and
only facing competition from other LAOs, Endo projected $243 million in
revenues for Opana ER. (RX-110.0002 at slide 25 (Opana ER with INTAC
Business Review)). If the citizen petition was rejected, and Endo faced
competition from two non-AB-rated generics, then it only projected $173 million
in Opana ER revenues in 2013. (RX-110.0002 at slide 25 (Opana ER with INTAC
Business Review)). If other LAOs were close economic substitutes and engaged
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in effective price competition with Opana ER, then competition from generic
oxymorphone ER would not have such a significant impact on Endo’s revenues.
(CCF ¶¶ 906-11).


Finally, RX-110 notes that Opana ER had a 20-25% pricing advantage over
OxyContin. (RX-110.0002 at slide 35 (Opana ER with INTAC Business
Review)). Yet as of February 2013, OxyContin accounted for 27.8% of LAO
sales while Opana ER only accounted for 3.9% of LAO sales. (RX-110.0002 at
slide 4 (Opana ER with INTAC Business Review)). If Opana ER was a close
economic substitute to OxyContin, and it was priced 20-25% more cheaply, then
customers would have switched to Opana ER from OxyContin. The fact that even
in the face of a substantial price differential, OxyContin still held a far greater
share of LAO sales than Opana ER is evidence that the two products are not close
economic substitutes. Indeed, from February 2012 to February 2013, Opana ER
share fell from 5.8% to 3.9% of the LAO market, a 49% drop. (RX-110.0002 at
slide 4 (Opana ER with INTAC Business Review)). During the same period,
OxyContin’s share fell from 28.8% to 27.8% of the market, which is only a 3%
drop. (RX-110.0002 at slide 4 (Opana ER with INTAC Business Review)). Thus,
Opana ER lost share at a faster rate than OxyContin, despite the fact that Opana
ER was 20-25% cheaper.

Taken together, the data and information conveyed in RX-110 demonstrate that generic
oxymorphone ER was a much stronger competitive constraint on Opana ER than other LAOs.
856.

Put differently, price changes at the formulary level lead to volume changes in sales and
prescriptions of extended-release opioids. (Addanki, Tr. 2502-03).

Response to Proposed Finding No. 856
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
as it is inconsistent with the real world data proving that there was no pattern of substitution
between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99,
704-05, 709, 713, 944-45). The Proposed Finding is also misleading and not supported by the
evidence. First, Dr. Addanki acknowledged that he did not evaluate what price changes, if any,
led to the various formulary changes he analyzed. (Addanki, Tr. 2475-76 (“Q. You didn’t look at
whether or not any of the price changes that you discuss relating to formulary changes
constituted a small price change; right? A. I didn’t carry out a SSNIP analysis.”); Addanki, Tr.
2478 (“Q. Now, you don’t know what caused the changes in formulary status that you represent
in Exhibit 9I; correct? A. I do not. In other words, I don’t know for each formulary that changed
all the factors that prompted the change. I do not.”)). So it is impossible to know whether the
formulary changes were a function of price competition or whether any such price competition
was within the range of a SSNIP. Second, Dr. Addanki did not recall analyzing the output effect
of any of these price changes. (Addanki, Tr. 2479-80). Without knowing customers’ reactions to
any price changes, they provide no insight into the relevant market. (CCF ¶¶ 517-18, 945).
857.

Price competition can also result in branded products appearing on higher, more preferred
tiers than generic versions of the same drug. (Michna, Tr. 2135).

Response to Proposed Finding No. 857
The Proposed Finding is misleading to the extent it suggests that branded products
appearing in a more favorable tier than generic versions of the same drug is a frequent
occurrence. The evidence in this case is that such situations are unusual. (CCF ¶ 946 (citing
Addanki, Tr. 2314-15 (Dr. Addanki testified that when generics are released, they are “virtually
uniformly” given preferred formulary status)); see also Bingol, Tr. 1291-92; CX5004 at 029-30
(¶ 58) (Noll Rebuttal Report)).
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858.

UnitedHealth, for instance, listed Opana ER on tier two of its formulary while no generic
version of oxymorphone ER appeared on the formulary. (Noll, Tr. 1546).

Response to Proposed Finding No. 858
The Proposed Finding is misleading to the extent it suggests that branded products
appearing in a more favorable formulary status than generic versions of the same drug is a
frequent occurrence. The evidence in this case is that such situations are unusual. (CCF ¶ 946
(citing Addanki, Tr. 2314-15 (Dr. Addanki testified that when generics are released, they are
“virtually uniformly” given preferred formulary status)); see also Bingol, Tr. 1291-92; CX5004
at 029-30 (¶ 58) (Noll Rebuttal Report)).
859.

Similarly, Endo secured favorable placement of Opana ER on Humana and Caremark
formularies with blocks against generic versions of oxymorphone and oxycodone,
including Impax’s product. (RX-017.0001; RX-017.0002 at 11).

Response to Proposed Finding No. 859
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 857.
860.

Taken together, such evidence is contrary to Professor Noll’s testimony that Endo “rarely
considered the prices of other drugs.” (Noll, Tr. 1392-94).

Response to Proposed Finding No. 860
The Proposed Finding is misleading and incomplete. While there may be isolated
contrary examples, the generic versions of a drug are “virtually uniformly” given the most
favorable formulary status. (CCF ¶ 946 (citing Addanki, Tr. 2314-15 (Dr. Addanki testified that
when generics are released, they are “virtually uniformly” given preferred formulary status)). In
addition, while there may be isolated contrary examples, the vast majority of Opana ER pricing
proposals do not mention other drugs. (See Complaint Counsel’s Response to Proposed Finding
No. 850).
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b.
861.

Formulary Data Indicates Price Competition

Managed Market Insights, a data syndication company, tracks the formulary treatment of
pharmaceutical products by most commercial and Medicare insurers in the United States.
(Addanki, Tr. 2310-11).

Response to Proposed Finding No. 861
Complaint Counsel has no specific response.
862.

That data can be used to compare how different extended-release opioids are treated
across formularies. The data indicates that branded extended-release opioids are “treated
differently by different plans, and so there’s a lot of diversity in the outcomes that you
see from the formulary competition” based on economic factors. (Addanki, Tr. 2315-16).

Response to Proposed Finding No. 862
The Proposed Finding is misleading because it suggests that “diversity in outcomes” is
indicative of competition. If, hypothetically, the LAO manufacturers had engaged in a bidrigging scheme, by which each manufacturer would rotate through submitting winning bids, one
would observe each manufacturer winning at various times (i.e., “diversity in outcomes”). (CCF
¶ 949). But this “diversity of outcomes” would not reflect competition. (CCF ¶ 949 (citing, inter
alia, CX4039 (Noll, Dep. at 183-84) (“What I’m saying is, since the test that is being proposed
by your economic expert is incapable of telling the difference between monopoly and
competition, it’s not a valid test of whether a firm has market power or whether these firms
compete.”))).
The Proposed Finding is also misleading because it suggests that any competition that
does exist is “based on economic factors.” Respondent’s economic expert testified he did not
analyze why insurers made the formulary decisions they made. (Addanki, Tr. 2478 (“Q. Now,
you don’t know what caused the changes in formulary status that you represent in Exhibit 9I;
correct? A. I do not. In other words, I don’t know for each formulary that changed all the factors
that prompted the change. I do not.”)). So it is not possible to say that whatever competition
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between LAOs did occur was a function of price, as opposed to differentiation. (CCF ¶ 941, 94344). In fact, the evidence demonstrates that there was not effective price competition between
LAOs. (See Complaint Counsel’s Response to Proposed Finding Nos. 805 (the overall level of
switching between LAOs is low, only 3%), 841 ({
}), 855 (only generic oxymorphone ER would diminish Opana ER revenues while
competing with other LAOs would not; Opana ER was 20-25% cheaper than OxyContin yet it
lost share at a faster rate), and 863 (OxyContin was the most preferred brand despite the
availability of generic morphine and fentanyl)).
863.

OxyContin, for example, was often the most preferred branded extended-release opioid
product on commercial formularies at the time of settlement. (RX-547.0114; Addanki,
Tr. 2316).

Response to Proposed Finding No. 863
The Proposed Finding is misleading to the extent it implies that OxyContin being the
most preferred brand on commercial formularies at the time of the settlement is evidence of price
competition between LAOs. The fact that OxyContin was the most preferred brand on
commercial formularies is actually evidence of the contrary. As of 2010 (the date of the chart at
RX-547 at 0114), both morphine and fentanyl had genericized. (See CX5000 at 199, 208
(Exhibits 5B1 and 5E1) (Noll Report)). The introduction of a generic version of an LAO is a
reasonable indicator of a substantial fall in the price of that LAO, since generics are typically
much cheaper. (CCF ¶¶ 670-72). If LAOs were close economic substitutes to one another, then
the introduction of a lower-cost generic version of one LAO should result in the substantial fall
in sales of other LAOs. (CCF ¶¶ 670-72). The fact that brand-name OxyContin was the most
frequently-preferred brand on formularies, despite the availability of generic morphine and
fentanyl, is evidence that LAOs are not close economic substitutes. Otherwise OxyContin would
not have a dominant share, because customers would have switched to the generic LAOs.
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864.
(RX-547.0039-40).
Response to Proposed Finding No. 864
Complaint Counsel has no specific response, except to note that this evidence supports
the conclusion that other long-acting opioids are not close economic substitutes for Opana ER.
865.
(RX-547.0114;
Addanki, Tr. 2316).
Response to Proposed Finding No. 865
Complaint Counsel has no specific response.
866.

Each branded extended-release opioid, however, was the most preferred drug to the
exclusion of other products on at least some commercial formularies. (RX-547.0114;
Addanki, Tr. 2316). And each branded extended-release opioid was not covered on at
least some commercial formularies. (RX-547.0114).

Response to Proposed Finding No. 866
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 862.
867.

Similar variation existed on Medicare Plans at the time of settlement,
} (RX-547.0115; Addanki, Tr. 2317; see RX547.0116-17 (Opana ER placement varied in comparison to other branded extendedrelease opioids at time of settlement, with no opioid systematically favored over any
other)).

Response to Proposed Finding No. 867
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 862.
868.

Opana ER, for its part, secured a “mild preference” over OxyContin, {
} (Addanki, Tr. 2317; RX-547.0039-40).

Response to Proposed Finding No. 868
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 855 and 862.
869.

Over time, these formulary placements would change. In fact, from year to year, some
extended-release opioids would become more preferred on formulary plans relative to
other extended-release opioids, while others would become less preferred. (Addanki, Tr.
2318).

Response to Proposed Finding No. 869
The Proposed Finding is misleading to the extent it suggests that any change in formulary
placement was a result of price competition for the reasons set forth in response to Proposed
Finding No. 862.
870.
} (RX-547.0126; Addanki,
Tr. 2318).
Response to Proposed Finding No. 870
The Proposed Finding is misleading to the extent it implies that more plans making
Opana ER a preferred drug indicates there is strong price competition between Opana ER and
other LAOs. (See Complaint Counsel’s Response to Proposed Finding Nos. 855 and 862).
871.

Similar formulary changes happened every year, with large changes occurring in Opana
ER’s favor in 2011 and large changes occurring in the favor of other extended-release
opioids in 2012. (RX-547.0126; Addanki, Tr. 2318-19).

Response to Proposed Finding No. 871
The Proposed Finding is misleading to the extent it implies that changes in formulary
status indicate strong price competition between Opana ER and other LAOs. (See Complaint
Counsel’s Response to Proposed Finding Nos. 855 and 862).
872.

Changes occurred on a yearly basis for Medicare plans as well, with significant shifts in
Opana ER’s favor in 2009 and equally significant shifts in the favor of other extendedrelease opioids in 2012. (RX-547.0127; Addanki, Tr. 2320).

Response to Proposed Finding No. 872
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The Proposed Finding is misleading to the extent it implies that changes in formulary
status indicate strong price competition between Opana ER and other LAOs. (See Complaint
Counsel’s Response to Proposed Finding Nos. 855 and 862).
873.

OxyContin, similarly, experienced changes in formulary placement from year to year,
becoming less preferred on commercial plans vis-a-vis other extended-release opioids in
2010 and 2012. (RX-547.0130; Addanki, Tr. 2320-21).

Response to Proposed Finding No. 873
The Proposed Finding is misleading to the extent it implies that changes in formulary
status indicate strong price competition between Opana ER and other LAOs. (See Complaint
Counsel’s Response to Proposed Finding Nos. 855 and 862).
874.

Together, this movement in formulary placement is the result of competition, “not just
Endo’s competitive efforts but all the other LAO suppliers’ competitive efforts.”
(Addanki, Tr. 2319).

Response to Proposed Finding No. 874
The Proposed Finding is misleading to the extent it implies that changes in formulary
status indicate strong price competition between Opana ER and other LAOs. (See Complaint
Counsel’s Response to Proposed Finding Nos. 855 and 862).
The Proposed Finding is also misleading because it ignores the significance of generic
competition. To the extent that any movement in formulary placement is reflective of
competition, generic versions of a drug are “virtually uniformly” given preferred formulary
status. (CCF ¶ 946 (citing Addanki, Tr. 2314-15); see also Bingol, Tr. 1291-92; CX5004 at 02930 (¶ 58) (Noll Rebuttal Report)). Yet in the formulary analysis referenced in the Proposed
Finding, Dr. Addanki systematically excluded generics from his data set. (CCF ¶¶ 946, 947). Dr.
Addanki’s systematic exclusion of generics from the analysis rendered any conclusions drawn
about the level of competition unreliable. (CCF ¶¶ 946, 947).
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The Proposed Finding is also misleading because it suggests that these changes in
formulary placement offer conclusions about “all the other LAO suppliers’ competitive efforts.”
Dr. Addanki only included six LAOs in this analysis—he did not look at all LAOs. (CCF ¶ 948).
Moreover, three of the six drugs Dr. Addanki examined in his formulary analysis contain
morphine. (CCF ¶ 948). Because three of the six drugs share the same molecule and thus any
characteristics of the molecule, they are more likely to be good substitutes for each other. (CCF ¶
948). While patterns of formulary placement do not provide us with useful information about the
state of competition, even if they did, the sample set chosen by Dr. Addanki would lead to
skewed results and thus unreliable conclusions. (CCF ¶ 948).
875.

In general, “there is churn” in formulary place because “there are differences in the way
these formulary competitions play out in terms of the formulary positioning that’s given
by different plans, which is entirely consistent with there being . . . competition at the
formulary stage at the payer level.” (Addanki, Tr. 2328; see RX-547.0040 (“churn is
consistent with . . . compet[ition] for favorable insurance coverage and there being
various ‘winners’ in that competitive process across formularies and within the same
formulary over time”)).

Response to Proposed Finding No. 875
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 862.
The Proposed Finding is further misleading in that it misunderstands the relevant product
market analysis. What matters in determining whether products are close economic substitutes is
cross-elasticity of demand, or whether a “small but significant and non-transitory increase in
price” (SSNIP) of one product would cause a sufficient amount of sales to shift to another
product such that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054
at 012-14 (§§ 4.1.1, 4.1.2) (Horizontal Merger Guidelines) (see specifically Example 10, which
cautions against using too large of a price increase as a SSNIP)). Even if the churn observed is a
function of competition, Respondent has made no effort to determine whether the churn results
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from price competition or competition based on product differentiation. (Addanki, Tr. 2477-78).
Competition through product differentiation weakens price competition and makes it less likely
two differentiated products are economic substitutes. (CCF ¶ 941). The real world data
demonstrates that—regardless of some churn in formulary status—there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713).
***
876.

This competition indicates that (1) extended-release opioids are in fact regarded as good
therapeutic substitutes, and (2) economic substitutability is actually happening as insurers
adjust their formularies. (Addanki, Tr. 2225-26).

Response to Proposed Finding No. 876
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; (CX6054 at 012-14 (§§
4.1.1, 4.1.2) (Horizontal Merger Guidelines) (see specifically Example 10, which cautions
against using too large of a price increase as a SSNIP)). Critically, Dr. Addanki did not analyze
the reasons insurers adjusted their formularies. (Addanki, Tr. 2478 (“Q. Now, you don’t know
what caused the changes in formulary status that you represent in Exhibit 9I; correct? A. I do not.
In other words, I don’t know for each formulary that changed all the factors that prompted the
change. I do not.”)). Without having analyzed why insurers adjusted their formularies, it is not
possible to draw a reliable conclusion that the formulary adjustments reflect economic
substitutability (as opposed to competition through product differentiation). (CCF ¶¶ 941, 94344). Moreover, the real world data demonstrates that—regardless of some adjustments in
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formulary status—there was no pattern of substitution between Opana ER and other long-acting
opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713).
877.

Such substitution in response to price competition is “exactly the kind of competition
we’re talking about when we’re analyzing . . . relevant markets.” (Addanki, Tr. 223233).

Response to Proposed Finding No. 877
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 012-14 (¶¶
4.1.1, 4.1.2) (Horizontal Merger Guidelines) (see specifically Example 10, which cautions
against using too large of a price increase as a SSNIP)). Dr. Addanki did not analyze the reasons
the various formulary changes were made, so he is unable to conclude that they were the result of
price competition, as opposed to competition through product differentiation. (Addanki, Tr. 2478
(“Q. Now, you don’t know what caused the changes in formulary status that you represent in
Exhibit 9I; correct? A. I do not. In other words, I don’t know for each formulary that changed all
the factors that prompted the change. I do not.”); CCF ¶¶ 941, 943-44). Moreover, the real world
data demonstrates that—regardless of some adjustments in formulary status—there was no
pattern of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682,
689, 693, 698-99, 704-05, 709, 713).
Second, when defining relevant markets, the key question focuses on the overall market
reaction in response to a SSNIP. (CCF ¶¶ 516-18). But Dr. Addanki did not actually confirm
whether the price changes involved in each formulary change were in the magnitude of a SSNIP.
(Addanki, Tr. 2475-76 (“Q. […] You didn’t look at whether or not any of the price changes that
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you discuss relating to formulary changes constituted a small price change; right? A. I didn’t
carry out a SSNIP analysis.”)). Without knowing whether any underlying price changes were
within the level of a SSNIP or exceeded it, it is not possible to know whether they inform the
relevant market definition.
Finally, Dr. Addanki did not recall analyzing the output effect of any of these price
changes. (Addanki, Tr. 2479-80). Without knowing customers’ reactions to the price changes,
the price changes provide no insight into the relevant market definition. (CCF ¶¶ 516-18).
2.
878.

Price Competition for Prescriptions at the Physician Level

Manufacturers of extended-release opioids use journal advertisements, direct-tophysician detailing, office visits, and other promotional strategies to compete for
prescriptions written by physicians. (Bingol, Tr. 1284-85; see Addanki, Tr. 2268).

Response to Proposed Finding No. 878
The Proposed Finding is misleading in that it suggests that marketing and other
promotional strategies are a form of price competition between different long-acting opioids.
There is no dispute that branded pharmaceutical companies like Endo engaged in product
promotion, but such activities emphasize product differentiation rather than price competition.
(CCF ¶ 919). Importantly, a promotional strategy that focuses on product differentiation reduces
the intensity of price competition and does not increase it. Thus the existence of “journal
advertisements, physician detailing, office visits, and other promotion strategies” does not
suggest price competition between Opana ER and other long-acting opioids. (CCF ¶¶ 573, 72132). In fact, aggressive product differentiation can also reinforce barriers to entry, preventing
additional competition in the relevant market. (CCF ¶¶ 822, 941).
879.

These efforts are aimed at switching prescriptions from one extended-release opioid to
another. {
} (RX040.0008; Addanki, Tr. 2269).

Response to Proposed Finding No. 879
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
880.

(Addanki, Tr. 2270; see RX-085 at 21).
Response to Proposed Finding No. 880
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
881.

In 2007, for example, {

(RX-085 at 22; Addanki, Tr. 2274).
Response to Proposed Finding No. 881
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Neither RX-085 nor Dr. Addanki’s testimony contain any indication that sales of Opana ER
{

} (RX-085 at slide 22; Addanki, Tr. 2274 (in camera)). To the contrary,

real world sales data produced in this case show that prescriptions and sales of Opana ER
{

} (CX5000 at 177, 179, 181, 183, 191-93 (Exhibits

2A1, 2A3, 2A5, 2A7, 3A, 3B, and 3C) (Noll Report) (in camera)). Moreover, the data prove that
there is no pattern of substitution between sales of Opana ER and other long-acting opioids.
(CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713).
882.
} (RX-085 at 21).
Response to Proposed Finding No. 882
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also factually inaccurate and contrary to the weight of
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the evidence. Mr. Demir Bingol, the Endo executive in charge of marketing Opana ER, made
clear that the presence of generic oxycodone had no effect on Endo’s strategy for promoting
Opana ER, which was based on differentiation of Endo’s product. (CCF ¶ 718; Bingol, Tr. 127879 (“[W]hether there’s a brand or generic of OxyContin doesn’t really matter.”)).
883.
} (RX-085 at 22).
Response to Proposed Finding No. 883
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also misleading because it is incomplete, as RX-085
identifies a large number of “threats,” “challenges,” and “opportunities” for Opana ER, not just
those excerpted in the Proposed Finding. For example, Endo stated that an “unmet need exist[ed]
for a significant number of patients who are not appropriate for oxycodone or morphine therapy
(lack of efficacy or tolerability).” (RX-085 at slide 19 (Opana Brand SWOT Analysis); see also
RX-085 at slide 18 (“Oxymorphone is a unique molecule . . . Opana ER provides proven 12 hour
dosing . . . Oxymorphone has no known drug/drug interactions via CYP 450 pathway . . .
Perceived lower CNS effects vs OxyContin”)). This again demonstrates that the promotional
activities highlighted by Respondent focused on product differentiation, not price competition.
(CCF ¶¶ 721-32, 919; see also RX-085 at slide 20 (identifying “Key Issue #1” as the “Need for
continued differentiation of Opana ER with clinicians and payers”)).
884.

(RX-023.0002-03; Addanki, Tr. 2275).
Response to Proposed Finding No. 884
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also not supported by reliable evidence, as RX-023
appears to be an unidentified draft document sent by an individual, Kara Zubey, who never
appeared at trial, offered sworn testimony, or was identified in any way. Moreover, the document
was prepared for the stated purpose of “trying to help think through the ‘story’ we need to tell.”
Ms. Zubey also admitted on the face of her email that she felt “completely out of the loop with
vacation and all of [her] kids’ issues” and that she was working on “1.5 hours of sleep.” (RX-023
at 0001). Thus, there is no reason to believe that the document accurately reflects any relevant
information. The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it is inconsistent with the real world data proving that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713).
885.
(RX-547.0110-11; Addanki, Tr. 2277-78).
Response to Proposed Finding No. 885
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
886.

In 2007, for instance, {

} (RX-547.0110;
Addanki, Tr. 2277).
Response to Proposed Finding No. 886
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
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887.

In 2008,
} (RX547.0110; RX-040.0008 (detailing tens of thousands of doctor visits per month);
Addanki, Tr. 2277).

Response to Proposed Finding No. 887
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
888.

In total, {
(RX-547.0038, 112; Addanki, Tr. 2279).

Response to Proposed Finding No. 888
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
889.
(Addanki, Tr. 2279).
Response to Proposed Finding No. 889
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also factually inaccurate and contrary to the weight of
the evidence insofar as it is inconsistent with the real world data proving that there was no
pattern of substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682,
689, 693, 698-99, 704-05, 709, 713).
890.

Other manufacturers also viewed competition at the physician level as important. Impax,
for instance, specifically targeted OxyContin prescribers with its promotional efforts after
it launched its oxymorphone ER product. (CX4004 (Engle, IHT at 210-11); RX394.0001).

Response to Proposed Finding No. 890
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also not supported by the evidence cited. In his

377

PUBLIC

investigational hearing, Mr. Engle made no mention of targeting OxyContin prescribers for
promotional efforts. And the invoice cited in the Proposed Finding is for promotions targeted to
“high prescribers of Oxycontin and/or Oxymorphone” and does not show that Impax
“specifically targeted” OxyContin prescribers. (RX-394 at 0001). Moreover, the Proposed
Finding is factually inaccurate and contrary to the weight of the evidence, which shows that
Impax did not engage in any meaningful attempts to target OxyContin prescribers for promotion.
(CX4020 (Reasons, Dep. at 78); RX-306 at 0001 (showing that Impax considered, but rejected
the idea of purchasing IMS data related to Oxycontin prescriptions)). The Proposed Finding is
also factually inaccurate and contrary to the weight of the evidence insofar as it is inconsistent
with the real world data proving that there was no pattern of substitution between Opana ER and
other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713).
891.
(RX-111.0003 at 48).
Response to Proposed Finding No. 891
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878.
892.

Response to Proposed Finding No. 892
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899). But, by Dr. Michna’s
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own admission, formulary changes are “dramatic” events and he would not be aware of small
changes in the price of long-acting opioids. (CCF ¶¶ 18, 565, 667). The Proposed Finding is also
misleading and incomplete as it omits the uncontroverted evidence provided by both medical
experts, which shows that the primary concern of doctors is the clinical well-being of the patient
being treated. (Savage, Tr. 771 (“[M]y concerns here are for the clinical well-being of the
patient, and those would take priority over more abstract financial concerns.”); Michna, Tr. 2177
(agreeing that he prescribes the product that he feels is best for the patient’s clinical situation,
and that ultimately his priority is the safety and health of the patient); see also CCF ¶¶ 18, 563).
893.

}
Response to Proposed Finding No. 893
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 878. The Proposed Finding is also not supported by the evidence cited, as neither
RX-449.0008 nor RX-445.0013 indicates that {

} (RX-449 at 0008
(in camera)). Respondent’s quote from RX-445 is also misleading and out of context, {

} (RX-445 at 0013 (in camera)). The Proposed Finding is also factually inaccurate
and contrary to the weight of the evidence insofar as it is inconsistent with the real world data
proving that there was no pattern of substitution between Opana ER and other long-acting
opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 944-45).
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894.

This competition for physician prescriptions is a form of price competition. The price
information that matters to physicians is embodied in formulary placement—the last
thing a doctor wants is for a patient to not fill a prescription (or for a pharmacy to be
unable to fill a prescription) due to lack of coverage. (CX4044 (Addanki, Dep. at 148);
see CX4046 (Michna, Dep. at 115-16)).

Response to Proposed Finding No. 894
The Proposed Finding is not supported by the evidence cited because Dr. Addanki is not
qualified to opine on the “information that matters to physicians.” Dr. Addanki is an economist,
not a doctor, and cannot offer a reliable opinion about the types of information that doctors care
about in making prescribing decisions. (Addanki, Tr. 2244 (“Well, I’m not a clinician, so I rely –
I defer to [the medical experts] for the clinical opinions . . .”)). Moreover, the cited portion of Dr.
Michna’s deposition discusses instances in which Dr. Michna had to seek prior approval for a
patient to use a particular drug or where a patient complained about the cost of a particular drug.
But Dr. Michna does not state that this information is his only or primary concern or describe its
relative importance at all. (CX4046 (Michna, Dep. at 115-16)). Indeed, the Proposed Finding is
contrary to the uncontroverted evidence provided by both medical experts, which shows that the
primary concern of doctors is the clinical well-being of the patient being treated. (Savage, Tr.
771 (“[M]y concerns here are for the clinical well-being of the patient, and those would take
priority over more abstract financial concerns.”); Michna, Tr. 2177 (agreeing that he prescribes
the product that he feels is best for the patient’s clinical situation, and that ultimately his priority
is the safety and health of the patient); see also CCF ¶¶ 18, 563).
The Proposed Finding is also misleading in that it misunderstands the relevant product
market analysis. What matters in determining whether products are close economic substitutes is
cross-elasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899). But, by Dr. Michna’s
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own admission, formulary changes are “dramatic” events and he would not be aware of small
changes in the price of long-acting opioids. (CCF ¶¶ 18, 565, 667, citing CX4046 (Michna, Dep.
at 149) (noting “dramatic” events include moving a drug from a non-incentivized to a preferred
tier)). The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence insofar as it is inconsistent with the real world data proving that there was no pattern of
substitution between Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693,
698-99, 704-05, 709, 713, 944-45).
895.

Using medications on preferred formulary tiers also reduces administrative burdens for
prescribers because disfavored or off-formulary drugs will require the prescriber to spend
additional time and resources coordinating with the pharmacy. (Addanki, Tr. 2230;
CX4044 (Addanki, Dep. at 148); CX4046 (Michna, Dep. at 116)).

Response to Proposed Finding No. 895
The Proposed Finding is misleading and not supported by the evidence for the reasons set
forth in response to Proposed Finding Nos. 892 and 894. The misleading nature of Respondent’s
reliance of formulary coverage is made clear by Dr. Addanki’s own testimony. Dr. Addanki
provides an example of a patient wanting to switch from a drug with a $75 copay to a drug with a
copay of $10—a difference of more than 85%. (Addanki, Tr. 2230). Such a substantial difference
is not a “small but significant non-transitory increase in price” and thus does not prove that the
two products are in the same product market, even if some number of patients might switch
based on that large price differential. (CCF ¶¶ 517-18, 928, 931, 933).
896.

Extended-release opioid manufacturers consequently seek to educate physicians about
favorable formulary placement, which entails lower out-of-pocket costs to patients.
(CX4044 (Addanki, Dep. at 130)).

Response to Proposed Finding No. 896
The Proposed Finding is misleading and not supported by the evidence for the reasons set
forth in response to Proposed Finding Nos. 892 and 894. The Proposed Finding is also not

381

PUBLIC

supported by the evidence cited as it purports to use the opinions of Impax’s economic expert to
establish a factual proposition that should be proven by witness testimony or documents.
897.

Endo {
}, for example, each pursued marketing strategies to inform
prescribers of their products’ formulary coverage. (RX-016.0002 at 96-97; RX445.0020-22).

Response to Proposed Finding No. 897
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 892.
898.

And drug companies routinely informed Dr. Michna of their products’ formulary status.
(CX4046 (Michna, Dep. at 148-49)).

Response to Proposed Finding No. 898
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 892. The Proposed Finding is also incomplete and misleading insofar as Respondent
attempts to cast the experience of a single doctor—who was paid $18,000 for a single day of trial
testimony on Respondent’s behalf—as representative of medical practice generally. (Michna, Tr.
2164). The Proposed Finding also omits the part of Dr. Michna’s testimony where he notes that
he “may be more sensitive” to cost issues as compared to other physicians. (CX4046 (Michna,
Dep. at 148-49)). Moreover, Dr. Michna’s medical experience is limited to Massachusetts, which
has a long history of managed care and aggressive formulary management. (Michna, Tr. 2188;
CX4046 (Michna, Dep. at 111)). The Proposed Finding is also contradicted by the experience of
Dr. Savage. (CX5006 at 016 (¶ 32) (Savage Rebuttal Report) (“In many, if not most, health care
settings this information [formulary inclusions, prior authorization requires, and co-pay amounts]
is not automatically or prospectively provided to prescribers, and as such they may only become
aware of it when a patient’s prescription is declined or the patient complains of co-pay costs.”);
CX4041 (Savage, Dep. at 140)).
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3.
899.

Price Competition at the Patient Level

Manufacturers of extended-release opioids also compete at the patient level by
subsidizing patients’ co-payments or coinsurance, thus making their products relatively
less expensive and reducing the net price received by the manufacturer. (Bingol, Tr.
1325; see Addanki, Tr. 2280, 2284).

Response to Proposed Finding No. 899
The Proposed Finding is misleading in that it misunderstands the relevant product market
analysis. What matters in determining whether products are close economic substitutes is crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899). But the examples of
the price changes reflected in the couponing examples presented by Respondent are not small.
For example, Mr. Bingol testified about an example in which the co-pay was reduced by 100%
through the use of a coupon—from $25 to zero. (Bingol, Tr. 1325). Likewise, the examples
proffered by Dr. Addanki show co-pay assistance for {
assistance for {

} and co-pay

}. (RX-028 at 0011 (in camera); see also Addanki, Tr.

2281 (in camera)). Co-pay assistance and couponing of this magnitude substantially reduces or
eliminates co-pays for patients. Such a substantial difference is not a “small but significant nontransitory increase in price” and thus does not prove that the two products are in the same
product market, even if some number of patients might switch based on that large price
differential. (CCF ¶¶ 517-18, 928, 931, 933). The Proposed Finding is also factually inaccurate
and contrary to the weight of the evidence insofar as it is inconsistent with the real world data
proving that there was no pattern of substitution between Opana ER and other long-acting
opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713, 942).
900.

Manufacturers do this by offering coupons directly to consumers. (Bingol, Tr. 1325-26;
see Addanki, Tr. 2280).
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Response to Proposed Finding No. 900
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
901.

When a patient presents a coupon at the pharmacy, the drug company will remit to the
pharmacy a specified sum of money that effectively lowers the patient’s co-pay.
(Addanki, Tr. 2234-35).

Response to Proposed Finding No. 901
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899. The Proposed Finding is also not supported by the evidence cited as it purports
to use the opinions of Impax’s economic expert to establish a factual proposition that should be
proven by witness testimony or documents.
902.

Coupons can greatly reduce a patients out-of-pocket expenses, in some cases eliminating
them completely, regardless of the formulary tier on which the prescribed extendedrelease opioid appears. (Bingol, Tr. 1325; Addanki, Tr. 2284 {
}).

Response to Proposed Finding No. 902
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899. The very fact that coupons greatly reduce or eliminate out-of-pocket costs for
patients is exactly why the existence of couponing programs is misleading and irrelevant to the
antitrust market definition analysis. (CCF ¶¶ 517-18 (explaining that the product market is
defined by examining customers’ reactions to small changes in price)).
903.

Put differently, manufacturers can use consumer rebates to compete with other extendedrelease opioids that have more favorable formulary placement. (Addanki, Tr. 2234-36).

Response to Proposed Finding No. 903
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899. The Proposed Finding is also not supported by the evidence cited as it purports
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to use the opinions of Impax’s economic expert to establish a factual proposition that should be
proven by witness testimony or documents.
904.
} (RX028.0011
}).
Response to Proposed Finding No. 904
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
905.
(RX-028.0011; Addanki, Tr. 2281).
Response to Proposed Finding No. 905
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
906.

In response to such {
} (RX-028.0011).

Response to Proposed Finding No. 906
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
907.

Between 2009 and mid-2010, Endo continued to offer co-pay assistance. Over that
period, Endo offset a portion of nearly 90,000 prescriptions for Opana ER. (RX066.0003).

Response to Proposed Finding No. 907
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
908.

In 2011,
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(RX-123.0006; Addanki, Tr. 2285).
Response to Proposed Finding No. 908
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
909.

And in 2012,
(RX119.0002; Addanki, Tr. 2286).

Response to Proposed Finding No. 909
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899. The Proposed Finding is also not supported by the evidence insofar as it claims
that Endo’s program ensured that patient out-of-pocket expenses would “never” be more than
$15 for Opana ER. In fact, Endo’s program only applied to “commercially covered lives.” (RX119 at 0002).
910.

{

Response to Proposed Finding No. 910
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
911.

In 2013,

Response to Proposed Finding No. 911
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
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912.
}
Response to Proposed Finding No. 912
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
913.
Response to Proposed Finding No. 913
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
914.

Such aggressive price discounting indicates that Opana ER competed against all other
extended-release opioids. (Addanki, Tr. 2236-37).

Response to Proposed Finding No. 914
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899.
915.

Importantly, patient rebates like those employed by Endo, Purdue, and King
Pharmaceutical would not occur in monopolized markets: “JUDGE CHAPPELL: Let
me ask another way. Have you ever seen a rebate being used like this when there’s only
one brand on the market with no competition? THE WITNESS: No. No. It is the
hallmark of when there’s actually competition.” (Addanki, Tr. 2236-37).

Response to Proposed Finding No. 915
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 899. The Proposed Finding is also factually inaccurate and contrary to the weight of
the evidence and basic economic principles. If the price of a particular product is already
elevated due to the presence of market power, then products that are outside a properly-defined
relevant product market will become economic substitutes. (CCF ¶ 931). Thus, even a
monopolist faces competition from products outside the monopoly. (CCF ¶¶ 928, 933).
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F.
916.

Testimony from Complaint Counsel’s Medical Expert, Dr. Savage, Does Not
Support a Narrow Market

Complaint Counsel’s economic expert, Professor Noll, relies on Complaint Counsel’s
medical expert, Dr. Seddon Savage, to support his opinion that the relevant product
market is limited to oxymorphone ER. (CX4039 (Noll, Dep. at 10-11, 13) (testifying that
he relies on Dr. Savage’s “opinions about whether or not two drugs are clinically close
substitutes,” which is “sort of a necessary but not sufficient condition to make things
economic substitutes”)).

Response to Proposed Finding No. 916
Complaint Counsel has no specific response.
917.

Dr. Noll similarly defers to Dr. Savage with respect to the therapeutic differences
between extended-release opioids. (Noll, Tr. 1494-95). But Dr. Savage’s own testimony
makes clear that a narrow market is not appropriate:

Response to Proposed Finding No. 917
Complaint Counsel does not dispute that Professor Noll relied on the testimony and
reports of Dr. Savage with respect to clinical practice information and therapeutic differences
between long-acting opioids. (CX4039 (Noll, Dep. at 10-11); Noll, Tr. 1494-95). The remainder
of the Proposed Finding is not supported by any citations, factually inaccurate, and contrary to
the weight of the evidence. In fact, Dr. Savage’s opinions on the unique characteristics of Opana
ER and the difficulties of switching from one opioid to another help to explain why
oxymorphone ER is the relevant antitrust market. (See, e.g., CCF ¶¶ 565, 658, 660-61, 663, 665,
745-46, 748-58).
1.
918.

Patient Preferences

Dr. Savage testified that some patients have preferences for one extended-release opioid
over another. (Savage, Tr. 822).

Response to Proposed Finding No. 918
The Proposed Finding is misleading and incomplete insofar as it suggests that the
differences between long-acting opioids are limited to matters of patient preference. In fact, the
clinically relevant differences between opioids and in individual responses to different opioids
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can be very important to the treatment of individual patients. (CCF ¶¶ 746-49; CX5006 at 009 (¶
18) (Savage Rebuttal Report)). It is undisputed that prescribers of long-acting opioids need to
understand these differences, including the drug substance, formulation, strength, dosing
interval, key instructions, specific information about conversion between products, specific drug
interactions, use in opioid-tolerant patients, product-specific safety concerns, and relative
potency to morphine. (CCF ¶¶ 759-60). To be sure, patient preferences may come into play in
prescribing decisions (Savage, Tr. 742, 745, 822), but ultimately it is the patient’s doctor who
decides which drug to prescribe, with the primary goal of maximizing efficacy and patient safety.
(CCF ¶¶ 563, 665-66; CX5002 at 063 (¶ 177) (Savage Report) (“Physicians aim to select and
prescribe the drug most likely to be most effective, safest, and with fewest side effects for any
given patient.”)).
919.

She explained that “a patient” may “prefer” oxymorphone ER over fentanyl, an extendedrelease opioid that is applied through a patch on the skin, if the patient wants to “sit in a
hot bath, to raise [their] body temperature through very vigorous exercise, or otherwise
expose the patch to intermittent heat.” (Savage, Tr. 741).

Response to Proposed Finding No. 919
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 918. The Proposed Finding is also not supported by the evidence cited
because Dr. Savage testified that an oral medication “would be preferred” over a transdermal
medication for patients who want to sit in a hot bath. (Savage, Tr. 741). This is not limited to a
patient preference, but also encompasses the preferences of the treating physician, who would
want to avoid the potentially dangerous bolus dose of medication that this could cause. (Savage,
Tr. 741; CX5002 at 053 (¶ 147) (Savage Report); CX5006 at 006, 009 (¶¶ 12, 18) (Savage
Rebuttal Report)).
920.

Other patients prefer fentanyl if they have difficulty swallowing or absorbing oral
medications. (Savage, Tr. 740-41).
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Response to Proposed Finding No. 920
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 918. The Proposed Finding is also not supported by the evidence cited
because Dr. Savage testified that fentanyl “may be preferred” over an oral medication by some
patients or in patients who have difficulty swallowing or absorbing an oral medication. (Savage,
Tr. 740-41). This issue is not limited to a patient preference, but also reflects the physical needs
of such patients, who may not be able to use an oral medication effectively. (Savage, Tr. 740-41;
CX5002 at 053 (¶ 147) (Savage Report); CX5006 at 005, 009 (¶¶ 10, 18) (Savage Rebuttal
Report)).
921.

Still other patients may want to take a different extended-release opioid that requires
more pills so that they have a sense of control over their treatment. (Savage, Tr. 742).

Response to Proposed Finding No. 921
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 918.
922.

Dr. Savage, however, does not offer any opinion regarding whether the patients who
prefer or react best to oxymorphone ER (or any other opioid) are significant in number.
(CX4041 (Savage, Dep. at 61-62)).

Response to Proposed Finding No. 922
The Proposed Finding is not supported by the evidence cited. The cited portion of Dr.
Savage’s testimony has nothing to do with identifying the numbers of patients for whom
oxymorphone ER (or any other opioid) is the best available choice. More to the point, the
treatment of pain is highly individual, and each patient is different; thus, it is not possible to
quantify with any accuracy the patients for whom oxymorphone ER is the best available opioid.
(CX5002 at 007 (¶ 12) (Savage Report); Michna, Tr. 2192-93; CX4046 (Michna, Dep. at 191)
(“Every patient is an experiment and you never know exactly what’s going to happen . . .”)).
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923.

Dr. Savage instead admits that “most” people can get equally effective and safe pain
relief from numerous extended-release opioids, and she acknowledges that such
individuals cannot be identified in advance of treatment. (CX4041 (Savage, Dep. at 60,
66-67)).

Response to Proposed Finding No. 923
The Proposed Finding is not supported by the evidence cited. Dr. Savage did not testify
that most people can get equally effective and safe pain relief from numerous extended-release
opioids. Pressed for speculation, Dr. Savage stated that “most” patients could “probably” switch
from oxymorphone to oxycodone. (CX4041 (Savage, Dep. at 66-67) (“I mean, it is generalizing,
and it’s very hard for me to generalize. . . . I’m going to speculate and say probably.”)). But she
explicitly noted that this did not mean that patients would experience drugs the same way,
achieve similar clinical results, or that the drugs were reliably interchangeable. (CX4041
(Savage, Dep. at 65-66) (noting the potential for over sedation or loss of analgesia as a result of
such a switch); see also CX4041 (Savage, Dep. at 69-70) (“Certainly, most patients could be
switched. Would they have satisfactory results, I can’t say that with certainty for most people
switching from one to the other . . .”)). Moreover, asked the same question about switching from
oxymorphone to other long-acting opioids, Dr. Savage testified that she was “not comfortable
speculating” and could not agree that most patients could successfully switch. (CX4041 (Savage,
Dep. at 67-69) (discussing morphine, hydrocodone, and hydromorphone)).
924.

For example, at least 50 percent of patients taking oxymorphone ER could achieve the
same results from oxycodone ER. (Savage, Tr. 792-93).

Response to Proposed Finding No. 924
The Proposed Finding is not supported by the evidence cited. Dr. Savage was not asked
whether patients taking oxymorphone ER could achieve the same results from oxycodone ER.
Instead, asked whether “most patients” could successfully switch between the two drugs, Dr.
Savage’s testimony was that she didn’t “know that to be true” and “can’t say if 30, 40, 50, 60,
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70, 80, 90 percent could successfully switch” from oxymorphone ER to oxycodone ER. (Savage,
Tr. 792-93). Only upon being pressed to speculate about a number did Dr. Savage suggest
“probably 50 percent,” but she didn’t offer that opinion “with certainty that [she was] correct.”
(Savage, Tr. 793). Moreover, Dr. Savage also testified that, although it is usually possible to find
an “alternative opioid that will give some relief,” it may provide less relief or carry undesirable
side effects. (CX4041 (Savage, Dep. at 38-40) (“So it’s not a matter of getting no analgesia from
other opioids or not being able to use it if it’s the only thing available. But in clinical practice, we
try to match, as carefully as possible, a patient to the medication that gives them the best
response.”); see also CX4041 (Savage, Dep. at 65-66) (noting the potential for over sedation or
loss of analgesia as a result of such a switch); CX4041 (Savage, Dep. at 69-70) (“Certainly, most
patients could be switched. Would they have satisfactory results, I can’t say that with certainty
for most people switching from one to the other . . .”)). Moreover, Dr. Savage explained that,
because of individual variability in response to opioids, it is difficult to reliably predict in
advance whether an individual will respond favorably to a new opioid. (CCF ¶ 753).
925.

In any event, patient preferences do not diminish the therapeutic equivalence of
extended-release opioids. (Michna, Tr. 2126). Patient preferences may instead reflect a
patient’s anxiety about leaving a known medication that provides good pain relief for a
medication for which they do not know if it will provide the same results. (Michna, Tr.
2126).

Response to Proposed Finding No. 925
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 918, 923, and 924. The Proposed Finding is also factually inaccurate
and contrary to the weight of the evidence, which establishes that different long-acting opioids
are not therapeutic equivalents. Therapeutic equivalence is a term used by the FDA that applies
to an AB-rated generic drug and its corresponding brand counterpart. (CCF ¶¶ 547-49; see also
Mengler, Tr. 521 (“AB rating refers to a determination by the FDA that a generic drug is
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therapeutically equivalent and interchangeable with a brand reference drug.”)). Therapeutic
equivalence requires that the drugs have essentially the same formulation and uses, and so are
essentially perfect functional substitutes. (CCF ¶ 548). Even two drugs containing the same
active pharmaceutical ingredient might not be therapeutic equivalents. (CCF ¶ 549). In fact,
generic oxymorphone ER was not therapeutically equivalent to the reformulated version of
Opana ER. (CCF ¶ 579). The Proposed Finding is also contrary to the substantial and largely
unrebutted evidence of the meaningful clinical differences between oxymorphone ER and other
long acting opioids. (CCF ¶¶ 746-92). The Proposed Finding is also misleading and incomplete
to the extent that it suggests therapeutic equivalence is determinative in finding the relevant
antitrust market. It is not. Rather the relevant question is whether drugs are close economic
substitutes. (CCF ¶¶ 915; Noll, Tr. 1373-74).
2.
926.

Patients for Whom Oxymorphone ER May Be the Best Option

No doctor can predict prospectively how any particular patient will respond to any
extended-release opioid. (Savage, Tr. 710-11; see Michna, Tr. 2148-49; CX4041
(Savage, Dep. at 38)).

Response to Proposed Finding No. 926
Complaint Counsel objects to the phrase “no doctor can predict” as overbroad,
inaccurate, and not supported by the evidence cited. Although it is often the case that a doctor
cannot predict prospectively how a given patient will respond to a given long-acting opioid, this
is not always true. (CCF ¶¶ 507-09). For example, the patient’s history, including prior
experience with opioids, may allow a physician to determine which opioid or opioids will work
best for that patient. (Savage, Tr. 710-11, 729-30; CX4041 (Savage, Dep. at 38) (“And we are
often not able to prospectively identify how a patient is going to respond. More often we know
by trial and error . . . or by history, collecting a good history from the patient.”)). Dr. Michna’s
testimony does not suggest otherwise. He merely states that he could not identify in advance a
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hypothetical patient able to take only oxymorphone ER. (Michna, Tr. 2148-49; see also Michna,
Tr. 2167 (“[W]e treat the patient based on their prior experiences . . . and we prescribe according
to prior history, medical conditions, et cetera.”)).
927.

Doctors do not have a way to match patients to the best possible opioid in advance of
treatment. (Savage, Tr. 794; Michna, Tr. 2148-49).

Response to Proposed Finding No. 927
Complaint Counsel objects to the phrase “doctors do not have a way to match” as
overbroad, inaccurate, and not supported by the evidence cited for the reasons set forth in
response to Proposed Finding No. 926.
928.

They instead match patients to opioids through trial and error. (Michna, Tr. 2168-69;
CX4041 (Savage, Dep. at 38-40)).

Response to Proposed Finding No. 928
Complaint Counsel objects to the phrase “they instead match patients” as overbroad,
inaccurate, and not supported by the evidence cited for the reasons set forth in response to
Proposed Finding No. 926.
929.

Sometimes doctors find the right treatment on the first try. (Savage, Tr. 790).

Response to Proposed Finding No. 929
Complaint Counsel has no specific response.
930.

Many times doctors “try two, three, or four different opioids before they arrive at one
that’s both effective for them with minimal side effects.” (Savage, Tr. 711).

Response to Proposed Finding No. 930
Complaint Counsel has no specific response.
931.

If a patient has never taken opioids before, doctors usually start with whatever medication
the prescribing doctor is familiar with. (Savage, Tr. 789; Michna, Tr. 2119).

Response to Proposed Finding No. 931
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The Proposed Finding is misleading and incomplete insofar as it suggests that treatment
usually continues with the first opioid tried for the patient. Rather, it is often the case that the
first opioid is not well tolerated, requiring a process of trial and error to find the best opioid
treatment option for the patient. (CCF ¶¶ 507-09, 751; see also Savage, Tr. 789-90 (“Sometimes
the first opioid is well-tolerated without side effects; sometimes it’s not.”); Michna, Tr. 2168-69
(approximately 50 percent of people don’t tolerate the first opioid tried)).
932.

And familiarity with specific medications will vary among doctors because medical
practice is regionalized, with practices in one hospital differing from practices in another
hospital, and because individual doctors are influenced by a range of issues, including
knowledge of medical literature, the practices of colleagues, marketing materials, and the
doctor’s own experiences with patients generally. (Savage, Tr. 787-88).

Response to Proposed Finding No. 932
Complaint Counsel has no specific response.
933.

Accordingly, no one extended-release opioid is superior to any other extended-release
opioid across broad populations of patients. (Savage, Tr. 790-91; Michna, Tr. 2149).

Response to Proposed Finding No. 933
The Proposed Finding is misleading and incomplete. There is no dispute between the
medical experts that no opioid is superior in the abstract. (CX5006 at 005 (¶ 7) (Savage Rebuttal
Report)). But in many cases there is a best opioid for an individual patient in light of that
patient’s clinical situation. (CCF ¶¶ 504, 509, 746; Savage, Tr. 743-44 (“[A]lmost always there is
a medication or medications that are better than other medications, so in that sense, there are
superior choices for individuals in particular contexts.”); CX5006 at 005, 009, 017 (¶¶ 7, 18, 35)
(Savage Rebuttal Report); CX4041 (Savage, Dep. at 59-60)). The goal of the prescribing
physician is to find the best opioid treatment option for each individual patient. (Michna, Tr.
2177 (“Q. Okay, but you prescribe the product that you feel is best for your patient in his or her
clinical situation? A. Yes.”); Savage, Tr. 774-75 (“My primary considerations are matching the
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patient to a medication that’s clinically effective for them with the least amount of side effects
and one that meets convenience issues . . .”)).
934.

No extended-release opioid is better, for example, for men than for women. (Savage, Tr.
791).

Response to Proposed Finding No. 934
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 933.
935.

And no medical conditions produce pain for which oxymorphone ER or any other opioid
mediation is the only extended-release opioid option. (Savage, Tr. 791; Michna, Tr.
2149).

Response to Proposed Finding No. 935
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 933.
936.

The only differences in extended-release opioid treatments occur among “individual
patients with specific types of pain in specific contexts” that render particular opioid
treatments “superior choices for individuals in particular contexts.” (Savage, Tr. 743-44,
788-89).

Response to Proposed Finding No. 936
The Proposed Finding is not supported by the evidence cited. Dr. Savage never testified
that the “only differences in extended release opioid treatments” exist in individual patients. To
the contrary, Dr. Savage provided unrebutted testimony about the numerous, clinically
significant differences between different long-acting opioids. (CCF ¶¶ 745-49, 757-60; Savage,
Tr. 727-43 (discussing Appendix C and Figures 4-12 of her report); CX5002 at 037-60 (¶¶ 10369) (Savage Report) (discussing how oxymorphone ER “differs in many important ways – both
pharmacologically and medically – from other long acting opioids”); CX5002 at 106 (Appendix
C) (Savage Report)). Many of these differences are incontrovertible scientific distinctions
between the opioid molecules used in different long-acting opioids; for example, the metabolic
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pathways used to break down the drugs (CCF ¶¶ 762-74), the half-lives of the drugs (CCF ¶¶
775-83), and risks of particular side effects associated with the drugs (CCF ¶ 791 (some opioids,
but not oxymorphone, may result in QTc elongation)). Respondent did not, and could not, argue
that these differences do not exist, as they are recognized by the FDA as important for
prescribers to be knowledgeable about—to which Respondent’s medical expert agreed. (CCF ¶¶
759-60). These scientific and medical differences between opioids exist in addition to the
inherent variability in responses to medication that exist between individual patients. (CX5002 at
042 (¶ 116) (Savage Report) (“[I]n addition to these specific distinctions, the individual nature of
pain and individual variations in pharmacodynamics and pharmacokinetic responses to different
opioids mean that individual patients may response differently to opioids that might otherwise be
considered similar.”)).
937.

As Dr. Savage testified, “We are all biologically and genetically somewhat different. . . .
[S]o somebody may respond better to oxycodone than to hydromorphone than to
morphine. They may not only experience different levels of analgesia in response to the
drug but different side effects. Most people who have taken opioids have expressed
different effects of different opioids.” (Savage, Tr. 691-92).

Response to Proposed Finding No. 937
The Proposed Finding is misleading and incomplete as the ellipsis omits important
portions of Dr. Savage’s testimony that make clear there are also differences between opioid
molecules in how they bind to the body’s opioid receptors. (Savage, Tr. 692 (“With respect to
opioids, there are differences in the way different opioids bind to different opioid receptors, and .
. . there’s variability in the way human beings express opioid receptors . . .”)). Thus it is a
combination of drug characteristics and individual patient characteristics that makes different
long-acting opioids not reliably interchangeable. (CCF ¶¶ 746-49; Savage, Tr. 697-98 (testifying
that “not reliably interchangeable” means that “the level of analgesia that patients experience
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may be variable” and “the side effect profile that they experience may be different.”); (CX5002
at 042 (¶ 116) (Savage Report)).
938.

Other individualized differences can include a personal history of negative reactions to a
particular medication or unique habits like taking “all their medications at breakfast and
at dinnertime” as opposed to taking them “after exercising, before dinner.” (Savage, Tr.
729-31).

Response to Proposed Finding No. 938
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 936.
939.

Taken together, the inability to identify individuals or patient groups for whom
oxymorphone ER may be the best treatment means that Endo and any other drug
manufacturer would have no means to price discriminate against those patients.
(CX4039 (Noll, Dep. at 171-72)).

Response to Proposed Finding No. 939
The Proposed Finding is misleading and irrelevant insofar as it misunderstands the
relevant product market analysis. Defining a product market based on the targeting of particular
customers is only one possible way to define the relevant antitrust market. (CX6054 at 015 (§
4.1.4) (Horizontal Merger Guidelines)). Inability to target particular customers is not
determinative. In general, the relevant product market is defined by examining the crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 011-15 (§§
4.1.1-4.1.4) (Horizontal Merger Guidelines) (describing the hypothetical monopolist test and
SSNIP analysis)). In this case, Endo made the demand for its product less elastic through product
differentiation, so that it was able to charge prices substantially above a competitive level
without needing to target particular patients for price discrimination. (CX4039 (Noll, Dep. at
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170-72); CCF ¶¶ 721-32, 919 (Endo focused on product differentiation); CCF ¶¶ 864-81 (Endo
sustained prices above a competitive level)).
3.

Unique Characteristics of Oxymorphone ER
a.

940.

CYP 450 Metabolism

Oxymorphone is metabolized in the liver. (Savage, Tr. 715-16).

Response to Proposed Finding No. 940
Complaint Counsel has no specific response.
941.

Other extended-release opioids are metabolized via a pathway known as CYP 450.
(Michna, Tr. 2151; Savage, 715-16).

Response to Proposed Finding No. 941
Complaint Counsel objects to the phrase “other extended release opioids” as vague and
ambiguous. The record evidence shows that, unlike most other long-acting opioids,
oxymorphone ER is not metabolized by the CYP 450 system. (CCF ¶ 762). The Proposed
Finding is also misleading to the extent that it suggests the CYP 450 system does not involve the
liver—in fact metabolism via the CYP 450 system occurs in the liver. (CCF ¶ 762).
Oxymorphone, although also metabolized in the liver, is metabolized by a process known as
glucuronidation and does not significantly engage the CYP 450 system. (CCF ¶ 767). Thus, drug
interactions involving the CYP 450 system and the genetic variability among patients with
respect to the functioning of the CYP 450 system do not affect oxymorphone. (CCF ¶ 768).
942.

The CYP 450 pathway is utilized by a majority of medications prescribed generally.
(Michna, Tr. 2151).

Response to Proposed Finding No. 942
Complaint Counsel objects to the phrase “majority of medications prescribed generally”
as vague and ambiguous. The relevant fact, supported by the opinions of both medical experts
and contemporaneous Endo documents, is that many drugs commonly used by pain patients,
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such as antidepressants, anti-seizure medications, and antibiotics, use or otherwise interact with
the CYP 450 pathway. (CCF ¶ 764; CX2558 at 31-33 (Opana ER Presentation)). Thus, the risks
of CYP 450 drug-drug interactions are significant when treating patients with long-acting
opioids. (CCF ¶ 770 (risk of 25-30%)).
943.

It is “possible” that the use of the CYP 450 pathway “may” require doctors “to adjust the
dose of the opioid that you’re using” so that the patient will not have “a higher level of
the opioid in their body because it’s not being broken down as rapidly” when compared
to other metabolic pathways. (Savage, Tr. 716-17; see Michna, Tr. 2151).

Response to Proposed Finding No. 943
The Proposed Finding is misleading and incomplete, as it describes only one possible
complication associated with CYP 450 drug-drug interactions. As Dr. Savage testified, a patient
taking a CYP 450-metabolized opioid along with another drug metabolized by the CYP 450
system may unexpectedly experience either higher or lower blood levels of the opioid. (Savage,
Tr. 716-17; CCF ¶¶ 764-65). The practical effect of higher blood levels of an opioid is that the
patient might develop more side effects, including over sedation, and could have an overdose.
(Savage, Tr. 717; CCF ¶ 765). The practical effect of lower blood levels of an opioid is that the
patient might not get adequate pain relief and could experience withdrawal symptoms. (Savage,
Tr. 717; CCF ¶ 765). Dr. Michna does not dispute the basic fact that these CYP 450 drug-drug
interactions exist. (Michna, Tr. 2151). Dose adjustment may allow a doctor to cope with some
CYP 450 interactions, but not reliably because CYP 450 effects are unpredictable and can occur
suddenly. (Savage, Tr. 716, 718-19; CCF ¶ 771 (patient in Dr. Savage’s practice suddenly
became sedated); CX5002 at 028 (¶ 79) (Savage Report) (“For example, overdoses have been
reported in young children who have a genetic variation that results in rapid metabolism of
codeine to its much more active metabolite . . .”)).
944.

But a patient’s reaction to CYP 450 metabolism is not a clinically relevant factor when
physicians are prescribing extended-release opioids. (Michna, Tr. 2151-52).
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Response to Proposed Finding No. 944
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The record evidence overwhelmingly shows that the potential for CYP 450 is clinically relevant.
The FDA considers such risks as significant enough to require “black box” warnings regarding
CYP 450 interactions for some long-acting opioids. (Savage, Tr. 734, 796; see also CX3262 at
001 (Hysingla ER Prescribing Information) (“Concomitant use with CYP3A4 inhibitors . . . can
result in a fatal overdose of hydrocodone.”); CX3268 at 001 (OxyContin Prescribing
Information) (“Concomitant use with CYP3A4 inhibitors . . . can result in a fatal overdose of
oxycodone.”); CX3259 at 001 (Duragesic Prescribing Information) (“Concomitant use with CYP
3A4 inhibitors . . . can result in a fatal overdose of fentanyl.”); CX5002 at 026 (¶ 72) (Savage
Report) (CYP3A4 is one of the most common enzymes involved in metabolism of opioids)). The
FDA puts important safety information in black box warnings to be sure that information gets the
attention of prescribers. (Savage, Tr. 734-35). And the existence of a black box warning
regarding CYP 450 interactions would steer doctors away from using that medication in a patient
for whom there was another option for treatment. (Savage, Tr. 735). In contrast, there is no black
box warning for Opana ER related to CYP 450 interactions, meaning it may be a better option
for patients at risk for CYP 450 interactions. (CX3266 at 001 (Opana ER Prescribing
Information); CCF ¶ 768). The FDA further included information about CYP 450 interactions in
the blueprint for prescriber education for long-acting opioids. (CX3355 at 011-13, 015, 018-21
(FDA Blueprint for Prescriber Education for Extended-Release and Long-Acting Opioid
Analgesics)). Dr. Michna acknowledged that it was important for prescribing physicians to know
the drug-specific information in the blueprint (Michna, Tr. 2173-74), which is difficult to square
with his opinion that CYP 450 interactions are clinically irrelevant. The record evidence also
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establishes that Endo believed that Opana ER’s lack of CYP 450 interactions was clinically
significant. (CCF ¶¶ 727-29, 731, 733, 761, 769-70).
945.

When doctors prescribe an extended-release opioid, they start at low doses and then build
up to assess reaction and side effects. (Michna, Tr. 2152).

Response to Proposed Finding No. 945
Complaint Counsel has no specific response.
946.

Accordingly, even if a patient has trouble metabolizing via the CYP 450 pathway, it
would simply mean that the patient would achieve pain relief “at a much earlier point” in
the buildup of dosing than if the patient had more rapid metabolism. (Michna, Tr. 2152).

Response to Proposed Finding No. 946
The Proposed Finding is misleading, incomplete, and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding Nos. 943 and 944.
947.

Indeed, Dr. Savage concedes that patients who do not respond well to CYP 450
metabolism can still take opioids that utilize that pathway as long as the medication is
used with proper care and attention to dosing. (Savage, Tr. 796).

Response to Proposed Finding No. 947
The Proposed Finding is misleading and incomplete insofar is it suggests that a
theoretical ability to use a product with risks of CYP 450 interactions means that doctors would
in fact do so instead of prescribing a drug without those risks, like Opana ER. (CCF ¶ 768). To
the contrary, the record evidence shows that doctors try to prescribe the long-acting opioid that
provides pain relief with fewest side effects. (CCF ¶ 563; CX5006 at 012-13 (¶ 23) (Savage
Rebuttal Report); Savage, Tr. 774-45(“My primary considerations are matching the patient to a
medication that’s clinically effective for them with the least amount of side effects and one that
meets convenience issues . . .”); Michna, Tr. 2177 (“Q. Okay, but you prescribe the product that
you feel is best for your patient in his or her clinical situation? A. Yes. Q. And your priority is
the safety and health of your patient? A. Ultimately, yes.”)). Moreover, the existence of a black
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box warning regarding CYP 450 interactions for many opioids would steer doctors away from
using those medications in a patient for whom there was another option for treatment. (Savage,
Tr. 735; see also Savage, Tr. 796 (noting that some long-acting opioids have a black box
warning not to use them with other CYP 450 interacting drugs)).
948.

In any event, patients have several extended-release opioid options that do not raise any
CYP 450 issues. Neither morphine nor hydromorphone utilize the CYP 450 pathway.
(Savage, Tr. 795-96).

Response to Proposed Finding No. 948
The Proposed Finding is misleading and incomplete insofar as it suggests that a doctor
could reliably substitute morphine or hydromorphone for a patient instead of using Opana ER.
The record evidence establishes that patients respond differently to different opioids and that
Opana ER has characteristics that make it the best choice for many patients. (CCF ¶¶ 746-49,
757-58). For example, both morphine and hydromorphone can have neuroexcitatory effects,
which can cause irritability, hyperreflexia, and even seizures. (CCF ¶ 792; Savage, Tr. 738-39;
CX5002 at 047, 049 (Figures 5 and 6) (Savage Report)). This is a factor that a doctor would need
to consider when deciding whether to use morphine or hydromorphone in place of oxymorphone
ER. (Savage, Tr. 739). As another example, Exalgo (ER hydromorphone) is indicated for opioidtolerant patients only—which is not the case for Opana ER. (Savage, Tr. 739-740; CX3355 at
014 (FDA Blueprint for Prescriber Education for Extended-Release and Long-Acting Opioid
Analgesics); CX5002 at 049 (Figure 6) (Savage Report)). According to internal documents, Endo
also had evidence that Opana ER had a lower incidence of adverse events than morphine
products. (CX5002 at 047 (¶ 131) (Savage Report); CCF ¶ 790).
949.

And while there is a test to assess how a patient will metabolize drugs through the CYP
450 pathway, Dr. Michna has never performed it and has never seen any other doctor do
so. (Michna, Tr. 2152).

Response to Proposed Finding No. 949
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The Proposed Finding is misleading insofar as it suggests that Dr. Michna’s experience—
as one doctor practicing in one state, is representative of the practice of medicine generally.
b.
950.

Injectable and Tablet Forms

Dr. Savage opined that oxymorphone is available in both tablet form and in injectable
form, giving it an advantage over other drugs in the hospital setting. (Savage, Tr. 798).

Response to Proposed Finding No. 950
Complaint Counsel has no specific response.
951.

But the availability of oxymorphone ER in both injectable and tablet form is not a
clinically relevant factor. (Michna, Tr. 2149-50).

Response to Proposed Finding No. 951
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence shows that the availability of multiple dosage forms for oxymorphone provides a
potential advantage over some other long-acting opioids. (CX5002 at 039-40 (¶ 108) (Savage
Report); CX5006 at 012-13 (¶ 23) (Savage Rebuttal Report); CCF ¶¶ 784-86). The advantage of
keeping a patient on the same opioid molecule when switching from intravenous to oral
medication is that the doctor already knows the patient tolerates the opioid and gets adequate
pain relief. (Savage, Tr. 802; CX2529 at 059 (Opana ER Strategic Platform)).
952.

Dr. Michna explained that he has never seen oxymorphone stocked in any form in a
hospital. (Michna, Tr. 2149-50).

Response to Proposed Finding No. 952
The Proposed Finding is misleading insofar as it suggests that Dr. Michna’s experience,
as one doctor practicing in one state, is representative of the practice of medicine generally.
953.

Indeed, the most commonly used opioids in emergency rooms and other inpatient settings
are hydromorphone, fentanyl, and morphine. (Savage, Tr. 787).

Response to Proposed Finding No. 953
Complaint Counsel has no specific response.
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954.

The most commonly prescribed opioids in outpatient settings are oxycodone,
hydrocodone, and morphine. (Savage, Tr. 786; Michna, Tr. 2150).

Response to Proposed Finding No. 954
Complaint Counsel has no specific response.
955.

When patients are released from the hospital they are almost always switched from one
opioid to an entirely different opioid for outpatient purposes. (Savage, Tr. 798, 799-800;
Michna, Tr. 2149-50).

Response to Proposed Finding No. 955
The Proposed Finding is not supported by the evidence cited. Neither Dr. Savage nor Dr.
Michna testified that patients are “almost always switched from one opioid to an entirely
different opioid.” The actual evidence does not establish that this practice is nearly universal. Dr.
Savage merely testified that it was “common practice” to switch to a different opioid when
switching dosage form (Savage, Tr. 798, 799-800), and Dr. Michna testified that “a majority of
patients” are switched in such circumstances (Michna, Tr. 2150). This is consistent with Dr.
Savage’s testimony elsewhere that this is something doctors may consider when switching a
patient from intravenous to oral opioids. (Savage, Tr. 802).
c.
956.

Frequency of Dosing

Dr. Savage also opined that oxymorphone is unique because she has observed patients
taking Opana ER on a twelve-hour dosing schedule while she has “encountered patients
taking OxyContin . . . more frequently than every twelve hours.” (Savage, Tr. 723-24).

Response to Proposed Finding No. 956
Complaint Counsel objects to use of the term “unique” in this context. Dr. Savage’s
opinion is that the relatively long half-life of oxymorphone ER is a significant difference
between it and many other long acting opioids. (CX5002 at 038 (¶ 105) (Savage Report)). More
broadly, Dr. Savage’s opinions include that oxymorphone ER is not reliably interchangeable
with other long-acting opioids and that doctors would not switch a patient to other long-acting
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opioids based on minor changes in price. (Savage, Tr. 697-98, 770-71; CX5002 at 008, 64 (¶¶
17, 180) (Savage Report); CCF ¶¶ 565, 745-49). In any case, whether oxymorphone is unique is
irrelevant to defining the relevant antitrust market, which involves determining the set of
products that are close economic substitutes for Opana ER. (CCF ¶¶ 516-519).
957.

But this characteristic would actually remove Opana ER as a potential option for certain
patients. (CX4041 (Savage, Dep. at 121)).

Response to Proposed Finding No. 957
The Proposed Finding is not supported by the evidence cited. Dr. Savage’s cited
testimony has nothing to do with frequency of dosing or the removal of Opana ER as a potential
option for some patients. (CX4041 (Savage, Dep. at 121)).
958.

Some patients want to take extended-release opioids that requires more pills so that they
have a greater sense of control over their treatment. (Savage, Tr. 742).

Response to Proposed Finding No. 958
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 918.
959.

Others patients prefer even less dosing if they have difficulty swallowing or absorbing
oral medications, and therefore may opt for extended-release opioids that are absorbed
through patches on the skin. (Savage, Tr. 740-41).

Response to Proposed Finding No. 959
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 918 and 920.
d.
960.

The Identified Differences Among Extended-Release Opioids are
Used for Marketing Purposes

All of the differences Dr. Savage identified between oxymorphone ER and other
extended-release opioids are used by pharmaceutical companies for marketing purposes.
(Bingol, Tr. 1314; Michna, Tr. 2152-53).

Response to Proposed Finding No. 960
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The Proposed Finding is misleading to the extent it implies that the use of the
distinguishing characteristics of oxymorphone ER in Endo’s marketing materials suggests that
the differences are not clinically significant. The evidence shows that the FDA considered many
of the distinguishing factors discussed in Endo’s marketing materials clinically significant. (CCF
¶ 760; CX3355 010-21 (FDA Blueprint for Prescriber Education for Extended-Release and
Long-Acting Opioid Analgesics); Savage, Tr. 757 (“[T]he FDA recommends that it’s incumbent
on us to understand [the differences between opioids] and to accommodate them.”)). Impax’s
medical expert agrees that it is important for prescribers to understand these differences. (CCF ¶¶
759-60). Moreover, the reason that Endo discussed the distinguishing characteristics of Opana
ER in its marketing materials was to educate doctors so that they would prescribe Opana ER to
patients for whom it was the best opioid option. (CCF ¶¶ 725-29; see also Bingol, Tr. 1267
(“[A]nd these differences can be – can be meaningful for certain patient types.”); Bingol, Tr.
1314 (“These are the features that help to highlight those differences so that the clinician can
make the best choice for the patient.”)).
961.

Demir Bingol, Endo’s Senior Director of Marketing, testified that claims of
differentiation are a way to “simplify and distill down to kind of the essence of how
you’re going to compete against” other extended-release opioids. (Bingol, Tr. 1314).

Response to Proposed Finding No. 961
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 960. The Proposed Finding is also misleading to the extent it suggests that
marketing and other promotional strategies are a form of price competition between different
long-acting opioids for the reasons set forth in response to Proposed Finding No. 878.
962.

Issues like frequency of dosing and metabolic pathways represented Endo’s “best
opportunity to compete against those [other extended-release opioid] products based on
their profile and what they brought to the market.” (Bingol, Tr. 1314).

Response to Proposed Finding No. 962
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 960. The Proposed Finding is also misleading to the extent it suggests that
marketing and other promotional strategies are a form of price competition between different
long-acting opioids for the reasons set forth in response to Proposed Finding No. 878.
963.

Indeed, Endo used the differences found in the oxymorphone molecule as a means to
differentiate the “intrinsic qualities” of Opana ER from branded and generic drugs that
incorporate different molecules. (Bingol, Tr. 1278-79).

Response to Proposed Finding No. 963
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 960.
964.

Endo would send communications highlighting these issues to “constituents in the value
chain,” including wholesalers, pharmacies, physicians, and patients, in an effort to
increase sales. (Bingol, Tr. 1265-66).

Response to Proposed Finding No. 964
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 960. The Proposed Finding is also misleading to the extent it suggests that
marketing and other promotional strategies are a form of price competition between different
long-acting opioids for the reasons set forth in response to Proposed Finding No. 878.
965.

Endo also held meeting in which Endo marketing personal explained to doctors Opana
ER’s metabolic characteristics to assess whether the difference “would resonate with
clinicians.” (Michna, Tr. 2154-55).

Response to Proposed Finding No. 965
The Proposed Finding is not supported by the evidence cited because Dr. Michna’s
opinion on this point was not timely disclosed in his expert report and, pursuant to the Court’s
rulings, should not be considered. (Tr. 2160 (“My ruling was, just so everyone is clear, that an
expert’s opinions are supposed to be proffered in the report. . . . when an opposing expert brings
out an opinion during their testimony in trial, then an opposing expert can respond to that new
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information . . . if that’s not what occurred before the break, then the answer won’t be
considered.”). In her initial report, Dr. Savage discussed the significance of the metabolic
characteristics of Opana ER (that it is not metabolized by the CYP 450 system) at great length.
(See, e.g., CX5002 at 025-29, 038-39 (¶¶ 69-81, 105, 107) (Savage Report)). Dr. Savage
presented substantially the same opinions at trial. (Savage, Tr. 715-19). Dr. Michna had the
opportunity to, and did respond to these opinions in his report by stating in conclusory fashion
that CYP 450 metabolism was clinically irrelevant. (RX-549 at 0018-20 (¶¶ 46-48) (Michna
Rebuttal Report)). But he made no mention of prior experience with Endo concerning CYP 450
interactions. As such, this portion of Dr. Michna’s testimony should not be considered.
966.

The clinicians “universally . . . said no because it’s really not clinically relevant.”
(Michna, Tr. 2154-55).

Response to Proposed Finding No. 966
The Proposed Finding is not supported by the evidence cited for the reasons set forth in
response to Proposed Finding No. 965. The Proposed Finding is also factually inaccurate and
contrary to the weight of the evidence. Endo prepared contemporaneous summaries of advisory
board meetings it held with doctors, and these documents show that doctors considered the lack
of CYP 450 interactions a “key benefit” of Opana ER. (CX2717 at 008 (Opana ER Advisory
Board Executive Summary); CCF ¶ 769).
967.

At bottom, the variations among extended-release opioids are no different than those
found in over-the-counter pain relievers like Advil, Tylenol, Aleve, and aspirin. All have
different mechanisms of action, different dosage frequencies, and different toxicity
profiles. (Savage, Tr. 812-14). And each over-the-counter pain reliever will act
differently in different individuals. (Savage, Tr. 813-14).

Response to Proposed Finding No. 967
The Proposed Finding is misleading, incomplete, and irrelevant as it mistakes functional
or technical similarity between over-the-counter pain medications as proof that they are
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economic substitutes for one another. Identifying functional similarity is only a beginning to
identifying potential economic substitutes. (CCF ¶ 560). Respondent has made no showing that
over-the-counter pain medications are, in fact, economic substitutes for one another. The
Proposed Finding is also misleading and irrelevant insofar as it tries to draw a parallel between
over-the-counter medications for mild pain and long-acting opioids, which are given by
prescription only, are for the treatment of more severe pain, and are subject to tight oversight and
regulation as controlled substances. (CCF ¶¶ 174, 561 (oxymorphone is a Schedule II substance,
the use of which is regulated by the DEA); CCF ¶¶ 562-63 (for prescription drugs, the central
figure in decision making is the patient’s physician)). For over-the-counter medication, the
patient typically selects the medication and pays the full cost, and therefore has an incentive to
take relative prices into account. In contrast, physicians do not pay for prescription drugs, and
therefore do not have a strong incentive to take relative prices of drugs into account when
prescribing them. (CCF ¶ 564). As a result, pharmaceutical companies devote substantial
resources to providing physicians with information about the differentiated therapeutic benefits
of their drugs. (CCF ¶¶ 566, 722-23). This product differentiation decreases the intensity of price
competition between brand-name prescription drugs. (CCF ¶¶ 573, 724-25). By contrast, overthe-counter pain medications are not promoted to physicians and lack the extensive
differentiation characteristic of prescription drugs. (CX4041 (Savage, Dep. at 136) (“I had never
– do not recall having a nonsteroidal anti-inflammatory maker . . . or acetaminophen producer
market in hospitals. Those are over-the-counter, available over the counter. It’s usually consumer
decision-making.”)).
968.

Yet Dr. Savage admits that each over-the-counter pain reliever can be used for the same
problems. (Savage, Tr. 814-15).

Response to Proposed Finding No. 968
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The Proposed Finding is misleading and irrelevant for the reasons set forth in response to
Proposed Finding No. 967.
969.

And Dr. Savage admits that each over-the-counter pain reliever competes for the same
consumers. (Savage, Tr. 815-16).

Response to Proposed Finding No. 969
The Proposed Finding is misleading and irrelevant for the reasons set forth in response to
Proposed Finding No. 967.
970.

In the same fashion, extended-release opioids compete for the same consumers, even if
they treat pain differently. (Savage, Tr. 816).

Response to Proposed Finding No. 970
The Proposed Finding is misleading and irrelevant for the reasons set forth in response to
Proposed Finding No. 967.
4.
971.

Difficulty Switching

Dr. Savage “prefer[s]” to keep a patient on a well-tolerated medication because a switch
may require adjusting the dose or otherwise create complexities. (Savage, Tr. 744, 75859).

Response to Proposed Finding No. 971
The Proposed Finding is misleading and incomplete. Dr. Savage also made clear that
there are potentially serious risks involved in switching a patient from one opioid to another. In
particular, there is a risk of giving the patient too high or too low a dose of medication. Too high
a dose can result in overdose or other side effects, while too low a dose will result in unrelieved
pain. (Savage, Tr. 758-59, 767-68; CCF ¶ 753). These risks exist because doctors cannot predict
an individual’s response to a new opioid. (Savage, Tr. 759-60; CCF ¶ 753). Even a relatively
straightforward switch, for example switching a patient on a relatively low dose of an opioid to a
new treatment option, carries risks of side effects or unsatisfactory pain relief. (Savage, Tr. 769).
Moreover, switching a patient to a new opioid is time consuming for both doctor and patient, as
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it must be done under the careful supervision of the prescribing physician. (Savage, Tr. 762; CCF
¶¶ 663, 735). Opioid switches also result in additional healthcare costs. (Savage, Tr. 769-70;
CCF ¶ 735). As a result of the complexities, risks, and costs of opioid switches, doctors generally
do not switch patients from one opioid to another absent a clinical need to do so. (Savage, Tr.
770; CCF ¶ 754). Thus, avoiding opioid switching is not just a matter of Dr. Savage’s
preference, but is also in the best clinical interests of the patient—a doctor’s primary concern.
(CCF ¶¶ 563, 665). The Proposed Finding is also misleading and incomplete to the extent that it
suggests therapeutic equivalence is determinative in finding the relevant antitrust market. It is
not. Rather the relevant question is whether drugs are close economic substitutes. (CCF ¶ 915;
Noll, Tr. 1373-74).
972.

Yet Dr. Savage admits that in her own practice she has switched patients from
oxymorphone to other extended-release opioids. (Savage, Tr. 793-94).

Response to Proposed Finding No. 972
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 971.
973.

In fact, Dr. Savage has never been unable to switch a patient between extended-release
opioids. (Savage, Tr. 793-94).

Response to Proposed Finding No. 973
The Proposed Finding is misleading and incomplete, as it incorrectly suggests that a
patient could freely switch from one opioid to any other opioid. In fact, Dr. Savage’s testimony
was much more limited; she testified that, given a broad array of opioids, she would expect that
“most patients” could find another opioid. (CX4041 (Savage, Dep. at 64) (“I did not intend to
imply, just in case you’re perceiving it that way, that all patients can be switched from one
opioid to any other opioid . . .”)). Dr. Savage never testified that a patient could easily switch to
any other opioid. Moreover, Dr. Savage has encountered patients who attempted to switch off
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oxymorphone ER and ended up switching back because the new opioid did not work as well.
(CCF ¶ 756). The Proposed Finding is also misleading and incomplete to the extent that it
suggests therapeutic equivalence is determinative in finding the relevant antitrust market. It is
not. Rather the relevant question is whether drugs are close economic substitutes. (CCF ¶ 915;
Noll, Tr. 1373-74).
974.

Dr. Savage also admits that doctors frequently switch patients from one extended-release
opioid to another. (Savage, Tr. 762).

Response to Proposed Finding No. 974
The Proposed Finding is factually inaccurate and not supported by the evidence cited. Dr.
Savage specifically rejected the modifier “often” in giving her testimony on this point, which
was: “I don’t know what ‘often’ is, but it happens clinically that we elect to switch patients.”
(Savage, Tr. 762). The Proposed Finding is also misleading and incomplete to the extent that it
suggests therapeutic equivalence is determinative in finding the relevant antitrust market. It is
not. Rather the relevant question is whether drugs are close economic substitutes. (CCF ¶ 915;
Noll, Tr. 1373-74).
975.

“[M]ost [opioids] are interchangeable if attention is paid to relative potencies and onset
and duration of action.” (Savage, Tr. 782-83).

Response to Proposed Finding No. 975
The Proposed Finding is misleading and incomplete, as it takes part of a sentence out of
context of the whole. The actual question posed to Dr. Savage was whether she agreed that
“Though most mu agonist are interchangeable if attention is paid to relative potencies and onset
and duration of action, individuals may respond differently to different opioids in terms of both
analgesia and side effects.” (Savage, Tr. 782-83 (emphasis added)). The omitted parts of this
statement are telling, in that they support Dr. Savage’s actual opinion, which is that different
long-acting opioids are not reliably interchangeable. (Savage, Tr. 757-58 (“They are sometimes
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interchangeable and often not, but we cannot know that prospectively. Therefore, I believe that
they’re not reliably predictably interchangeable.”)). The Proposed Finding is also misleading and
incomplete to the extent that it suggests therapeutic equivalence is determinative in finding the
relevant antitrust market. It is not. Rather the relevant question is whether drugs are close
economic substitutes. (CCF ¶ 915; Noll, Tr. 1373-74).
976.

And to the extent patients develop side effects, those side effects can be treated with
additional medications. (Savage, Tr. 785).

Response to Proposed Finding No. 976
The Proposed Finding is misleading and incomplete and not supported by the evidence
cited. Although it is possible to treat side effects with additional medications, this is not
desirable. (Savage, Tr. 783 (“That was not what I intended. I don’t mention giving people
additional medications.”)). It is preferable to find an option that has lesser side effects that do not
require treatment. (Savage, Tr. 820-21 (“Simple is better. When you can accomplish the same
thing with one medication, it’s preferable not to be[] adding”); see also Savage, Tr. 761-62).
G.
977.

Testimony from Complaint Counsel’s Economic Expert, Professor Noll, Does
Not Support a Narrow Market

Professor Noll primarily employed an “indirect” method of proving monopoly power,
which centers on the degree of concentration in the relevant market. (Noll, Tr. 1405-06).

Response to Proposed Finding No. 977
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Noll examined both indirect and direct evidence of market power. (CCF ¶¶ 816-18;
Noll, Tr. 1404 (“Q. And did you apply both the indirect and the direct methods for measuring
market power to the facts in this case? A. Yes.”)). Both the direct and indirect methods were
discussed at length in Professor Noll’s opinions. (CCF ¶¶ 819-52; Noll, Tr. 1405-11 (describing
the indirect method); CCF ¶¶ 853-96; Noll, Tr. 1411-18 (discussing the direct method)).
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978.

In so doing, Professor Noll opined that the relevant product market is limited to
extended-release oxymorphone ER and nothing else. (Noll, Tr. 1372-73).

Response to Proposed Finding No. 978
Complaint Counsel has no specific response, except to note that the phrase “extendedrelease oxymorphone ER” is unnecessarily duplicative. Professor Noll opined that “the relevant
market in this case consists of the extended-release versions of oxymorphone, and it does not
include the immediate-release versions of oxymorphone or the other long-acting opioids.” (Noll,
Tr. 1372-73; CCF ¶¶ 498, 501).
979.

Professor Noll explained that one can determine which products are economic
substitutes—and therefore part of the same relevant market—by either (1) performing an
analysis to determine whether a small but significant increase in price—known as a
“SSNIP” test—would cause consumers to switch products, or (2) assess whether events
impacting one product influence prices or quantities of other products. (Noll, Tr. 137475). Professor Noll failed in both respects.

Response to Proposed Finding No. 979
The Proposed Finding is misleading, incomplete, and not supported by the evidence cited
as it inaccurately paraphrases Professor Noll’s analysis. Professor Noll testified that the SNIPP
test asks “if one product’s price goes up relative to the other, does that cause a large enough
switch from one category to another that it wasn’t profit-enhancing to increase the price.” (Noll,
Tr. 1374 (emphasis added)). This distinction is significant, because the question is not whether
any consumers switch in response to a relative price increase, but instead whether enough
consumers switch that the price increase is not profitable. (CCF ¶¶ 517-18). The Proposed
Finding is also misleading and incomplete insofar as it suggests that assessing whether events
affecting one product influence other products is an unrelated test. In fact, the two tests are
related. (Noll, Tr. 1374; CCF ¶ 899). Both tests are designed to analyze the cross-elasticity of
demand between the two products, which is the core underlying fact that economist seek to
uncover in defining a relevant market. (CCF ¶¶ 526-27, 654-655, 898). The claim that Professor
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Noll failed in establishing that cross-elasticity between oxymorphone ER and other products is
not supported by any citations to the record and contrary to the weight of the evidence.
Substantial evidence shows that doctors are unlikely to switch patients from oxymorphone ER to
other drugs based on minor changes in price. (CCF ¶¶ 565, 658-69). And substantial evidence
shows that events such as product launch or generic entry for one long-acting opioid had little or
no effect on sales of other long-acting opioids. (CCF ¶¶ 670-716). Moreover, Endo’s
contemporaneous documents confirm that other long-acting opioids did not meaningfully
constrain Opana ER prices or sales. (CCF ¶¶ 717-40).
1.
980.

Professor Noll Did Not Conduct Relevant Statistical Analysis

Dr. Noll opined that the relevant market is limited to oxymorphone ER because while
generic oxymorphone ER products drew share from Endo’s branded Opana ER, the
launch of generic versions of other opioids did not. (Noll, Tr. 1377-87).

Response to Proposed Finding No. 980
The Proposed Finding is misleading and incomplete insofar as it suggests that this is the
only analysis that Professor Noll performed. As detailed in Complaint Counsel’s Proposed
Findings of Fact, Professor Noll considered substantial evidence in reaching his conclusions that
oxymorphone ER is the relevant antitrust market in this case, including the parties’
contemporaneous business documents, the testimony of both medical experts, and the real world
sales data of the various available long-acting opioids. (CCF ¶¶ 498-809; see also Noll, Tr. 1377
(“The first kind of information I used was to understand the relationship between the
characteristics of the products and what was likely to affect the ability to switch from one to the
other . . . the second thing I looked at was the actual effects of generic entry . . .”)).
981.

Professor Noll admits, however, that he did not conduct a SSNIP test. (Noll, Tr. 1514).

Response to Proposed Finding No. 981
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The Proposed Finding is misleading and incomplete as it suggests that conducting the
literal SSNIP test is required to determine the relevant product market. This is not the case, as
economists are able to infer the lack of cross-elasticity of demand based on other evidence.
(Noll, Tr. 1514 (“I had to infer it from observed sales behavior from changes that – in market
conditions that I knew were related to price.”); see also CCF ¶¶ 526-29, 654-655, 898-99).
Professor Noll was able to observe the high cross-elasticity of demand between Opana ER and
generic oxymorphone ER. (CCF ¶¶ 628-44). The real world data shows that generic
oxymorphone ER imposes a competitive restraint on Opana ER, which means they are in the
same relevant product market. (CCF ¶ 643). In contrast, the data shows that changes in the
market environments for other long-acting opioids had no discernible effect on Opana ER, which
means other long-acting opioids do not impose a competitive restraint on Opana ER and are not
in the same relevant product market. (CCF ¶¶ 670-716). Professor Noll’s conclusion is
corroborated by Impax’s own testimony. Impax’s marketing director testified that, as far as he
was aware, Impax’s generic oxymorphone took sales only from other oxymorphone products.
(CX4038 (Engle, Dep. at 122-23) (“I haven’t seen any data indicating the growth of [generic
oxymorphone sales] comes from other molecules.”)).
982.

Nor did Professor Noll analyze whether demand for oxymorphone ER is price elastic,
preferring instead to “just infer[] it from facts about market events.” (Noll, Tr. 1509-10).

Response to Proposed Finding No. 982
The Proposed Finding is factually incorrect and not supported by the evidence cited.
Professor Noll did, in fact, “analyze whether demand for oxymorphone ER is price elastic.” He
inferred the lack of cross-elasticity of demand between oxymorphone ER and other long-acting
opioids based on facts about market events. (CCF ¶¶ 528-29, 654-55, 898-99). What Professor
Noll did not do was estimate the precise price elasticity of oxymorphone ER. (Noll, Tr. 1509-
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10). Respondent’s economist admitted that it would likely be impossible to calculate crosselasticity of demand, which is why it was necessary and proper to infer the lack of crosselasticity from other evidence. (CCF ¶ 655).
Professor Noll was able to observe the high cross-elasticity of demand between Opana
ER and generic oxymorphone ER. (CCF ¶¶ 628-44). The real world data shows that generic
oxymorphone ER imposes a competitive restraint on Opana ER, which means they are in the
same relevant product market. (CCF ¶ 643). In contrast, the data shows that changes in the
market environments for other long-acting opioids had no discernible effect on Opana ER, which
means other long-acting opioids do not impose a competitive restraint on Opana ER and are not
in the same relevant product market. (CCF ¶¶ 670-716). Professor Noll’s conclusion is
corroborated by Impax’s own testimony. Impax’s marketing director testified that, as far as he
was aware, Impax’s generic oxymorphone took sales only from other oxymorphone products.
(CX4038 (Engle, Dep. at 122-23) (“I haven’t seen any data indicating the growth of [generic
oxymorphone sales] comes from other molecules.”)).
983.

And while Professor Noll faults Endo for “not attempt[ing] to estimate . . . the crosselasticity of demand between Opana ER and OxyContin” in certain instances, (CX5000068-69), Professor Noll himself did not calculate cross-elasticity of demand for
oxymorphone ER or any other extended-release opioid. (Noll, Tr. 1517).

Response to Proposed Finding No. 983
The Proposed Finding is misleading and incomplete to the extent it suggests Professor
Noll did not analyze cross-elasticity of demand for the reasons set forth in response to Proposed
Finding No. 982. The Proposed Finding is also unsupported by the evidence because Professor
Noll did not “fault” Endo for not estimating cross-elasticity of demand—he merely observed that
Endo had not attempted to estimate the profitability of a price proposal using an estimate of
cross-elasticity of demand. (CX5000 at 068-69 (¶ 150) (Noll Report)).
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984.

In fact, Professor Noll did not conduct any econometric or statistical analysis regarding
switching among products. (Addanki, Tr. 2331).

Response to Proposed Finding No. 984
The Proposed Finding is misleading and not supported by the evidence cited to the extent
it suggests that Professor Noll’s analysis was cursory or unsystematic. In fact, Professor Noll
took real world sales and price data for long-acting opioids that was produced by IMS, Impax,
and third parties and examined those data to see whether changes in the market environment for
other long-acting opioids affected output and prices for oxymorphone ER. (CCF ¶ 670). Generic
entry for another long-acting opioid, in particular, is a reasonable indicator of a substantial fall in
price for that other opioid. (CCF ¶ 672). If there is a high cross-price elasticity between
oxymorphone ER and the other long-acting opioid, then the entry of a lower-priced generic of
the other long-acting opioid should cause sales to divert from oxymorphone ER to the other
long-acting opioid. So a reliable test of whether that other long-acting opioid is in the same
relevant market as oxymorphone ER is whether the launch of a generic of the other product
caused reduced sales of oxymorphone ER. (CCF ¶ 672). Professor Noll compares the sales data
for oxymorphone ER to that available for oxycodone ER (CCF ¶¶ 674-85), morphine ER (CCF
¶¶ 686-91), hydromorphone ER (CCF ¶¶ 692-96), buprenorphine (CCF ¶¶ 697-701), fentanyl ER
(CCF ¶¶ 702-07), hydrocodone ER (CCF ¶¶ 708-11), and tapentadol ER (CCF ¶¶ 712-16). These
real world data show that there was no pattern of substitution between oxymorphone ER sales
and the introduction or exit of other brand-name long-acting opioids or the entry or exit of
generics for those other brands. (CCF ¶ 673; Noll, Tr. 1695-96). Professor Noll also established
that the entry of generic oxymorphone ER had a unique effect on the market for brand-name
Opana ER. (CCF ¶¶ 628-643).
985.

Professor Noll merely scanned for any “visible effect” on Opana ER sales, a metric he
never defined. (Noll, Tr. 1384).
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Response to Proposed Finding No. 985
The Proposed Finding is misleading and not supported by the evidence for the reasons set
forth in response to Proposed Finding No. 984.
986.

Finally, Professor Noll failed to advance any empirical analysis of switching costs and
cannot quantify whether the cost of switching between extended-release opioids is high.
(Noll, Tr. 1552-53).

Response to Proposed Finding No. 986
The Proposed Finding is factually incorrect and not supported by the evidence cited.
Professor Noll identified switching costs and concluded that they were high. (Noll, Tr. 1388-91;
CCF ¶¶ 659-64, 734-35). Professor Noll did not estimate “precisely what the switching costs
are.” (Noll, Tr. 1552-53). But the unrebutted evidence shows that switching costs are high
because switching a patient from one opioid to another is risky, time consuming, and requires the
careful supervision of a doctor; thus a precise numerical calculation of switching costs was
unnecessary. (CCF ¶¶ 752-756).
987.

Instead, Professor Noll argues only that switching is costly because patients have to taper
off of the first drug and gradually titrate up on the second, all under supervision of a
physician. (Noll, Tr. 1389-90).

Response to Proposed Finding No. 987
The Proposed Finding is factually incorrect and not supported by the evidence cited.
Professor Noll cited a number of factors in support of his conclusion that switching costs were
high, including the fact that switching is risky, opioids differ in medically important ways so
they are not all equally safe and effective for all patients, switching requires a gradual switch
from one opioid to another, and the switching process must be monitored by a doctor. (CCF ¶¶
660-64). This means that the switching process is risky, time-consuming, and expensive; thus it
is implausible that patients taking one long-acting opioid would switch to another based on a
small but significant non-transitory increase in price. (CCF ¶ 664).
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2.
988.

Professor Noll Deliberately Ignores Real World Events

Professor Noll opined that products that are functionally similar may not be economic
substitutes because “of consumer preferences, because of brand reputations, brand
loyalties, behavior . . . being stuck in the mud and, you know, inflexible in behavior, or
simply switching costs.” (Noll, Tr. 1373-74; see Noll, Tr. 1388).

Response to Proposed Finding No. 988
The Proposed Finding is misleading and incomplete as it truncates Professor Noll’s
opinions on this topic. As Professor Noll went on to explain, “[a] necessary condition for things
to be economic substitutes are that they’re functional substitutes, but it’s not sufficient.” (Noll,
Tr. 1374). In other words, if two products are not close economic substitutes, they are not in the
same relevant product market, even if they might be functional substitutes. (Noll, Tr. 1373-74).
The failure of Respondent’s expert, Dr. Addanki, to distinguish between functional and
economic substitution is a serious flaw in his analysis. (CCF ¶¶ 915-26).
There are many reasons that functionally similar products may not be close economic
substitutes. For example, the nature and intensity of competition among pharmaceuticals is
heavily influenced by the unique environment in which the industry operates. (CCF ¶¶ 560-78).
This environment includes FDA regulations (CCF ¶ 561), the need for a doctor’s prescription
(CCF ¶¶ 562-65), pharmaceutical company marketing (CCF ¶ 566), and generic substitution
laws (CCF ¶¶ 567-72, 574-78). Moreover, drugs within a therapeutic class usually exhibit
product differentiation such that a brand-name drug faces—at best—weak price competition
from other drugs in the same class. (CCF ¶ 573). Pharmaceutical companies devote substantial
resources to providing physicians with information about the differentiated therapeutic benefits
of their drugs. (CCF ¶¶ 566, 722-23). This product differentiation decreases the intensity of price
competition between brand-name prescription drugs. (CCF ¶¶ 573, 724-25).
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989.

None of these factors support a narrow market definition. Indeed, Professor Noll did not
analyze how frequently patients are successfully switched from one extended-release
opioid to another extended-release opioid. (Noll, Tr. 1525).

Response to Proposed Finding No. 989
The Proposed Finding is misleading, incomplete, and factually inaccurate because it
ignores the fact that Professor Noll conducted extensive analysis of the sales and price data of the
available long-acting opioids and concluded that there was no pattern of substitution between
oxymorphone ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 70405, 709, 713). The Proposed Finding is misleading and incomplete because switches between
opioids are only relevant to the extent they are based on small changes in relative price, not if
they are based on clinical considerations. (CCF ¶¶ 533, 544, 659). Moreover, the question is not
whether any consumers switch in response to a relative price increase, but instead whether
enough consumers switch such that a small but significant price increase would not be profitable.
(CCF ¶¶ 517-18). Respondent’s Proposed Finding ignores these important points.
990.

Although Professor Noll concedes that there is evidence of switching between extendedrelease opioids in response to price changes, Professor Noll dismisses such price-based
switching as irrelevant because he claims “there’s no evidence of a quantity effect of . . .
any significance.” (Noll, Tr. 1518-19).

Response to Proposed Finding No. 990
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 989. The Proposed Finding is also factually inaccurate and not
supported by the evidence cited. Professor Noll did not “dismiss” Respondent’s purported
evidence of switching between extended-release opioids based on formulary placement. (Noll,
Tr. 1520-21 (“I do not dismiss it. . . . The point is, formularies are not the only thing going on in
the market.”)). The real issue, which Respondent and Dr. Addanki ignore, is whether jockeying
for formulary placement is sufficient to cause the price of long-acting opioids to be driven down
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to the competitive level. (Noll, Tr. 1519). The only way to address that question is to do exactly
what Professor Noll did: see if events like introducing substantially lower prices by generic entry
in one long-acting opioid causes significant effects in sales and prices for other long-acting
opioids. (Noll, Tr. 1520-21). The real world sales data proves that it does not. (CCF ¶¶ 673, 676,
682, 689, 693, 698-99, 704-05, 709, 713). Rather, it was only the entry of generic oxymorphone
ER that drove prices towards a competitive level. This would not have occurred if other longacting opioids were already providing effective economic constraints on Opana ER. (CCF ¶¶
906-09).
991.

Professor Noll similarly dismisses as irrelevant evidence that demand for oxymorphone
ER increased after Impax’s generic entry, with patients switching from other extendedrelease opioids to oxymorphone ER. (Noll, Tr. 1525).

Response to Proposed Finding No. 991
The Proposed Finding is misleading and not supported by the evidence for the reasons set
forth in response to Proposed Finding No. 984. The Proposed Finding is also misleading,
incomplete, and not supported by the evidence cited. Professor Noll testified that the number of
switches from other long-acting opioids to generic Opana ER was “very small.” (Noll, Tr. 1525).
He also noted that changes in the number of Opana ER prescriptions was “not what you’re
talking about in terms of switching the same patient,” but is based on “new patients as well.”
(Noll, Tr. 1525-26). Thus, it is incorrect to say that Professor Noll dismissed this evidence.
Rather, he considered it and found it insignificant. (Noll, Tr. 1525-26). Moreover, the real world
sales and price data prove that there is no pattern of substitution between sales of Opana ER and
other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713).
992.

And Professor Noll dismisses evidence that Opana ER experienced its highest loss rates
in 2012 in part because physicians switched their patients to other extended-release
opioids. Professor Noll claims instead that patients leaving Opana ER switched to heroin
or other illegal drugs instead. (Noll, Tr. 1525-26).

423

PUBLIC

Response to Proposed Finding No. 992
The Proposed Finding is misleading, incomplete, and not supported by the evidence for
the reasons set forth in response to Proposed Finding Nos. 984 and 991. The Proposed Finding is
also misleading and incomplete as it omits the part of Professor Noll’s testimony where he
explains that, at this time, “the market for all opioids was shrinking then, because that was well
into the opioid crisis, and in fact people were prescribing fewer opioids of all kinds.” (Noll, Tr.
1526). Moreover, to the extent there was a greater decline in Opana ER sales in 2012 than can be
attributed to the decline in long-acting opioids generally, it was likely based on the switch to the
crush-resistant formulation. (CCF ¶¶ 681-82). In anticipation of this product swap, Endo took
steps to keep the price of Reformulated Opana ER the same as Original Opana ER. (CX2665 at
003 (showing the prices for both versions of Opana ER were expected to be the same)). Thus,
any patient switching would have been in response to product characteristics—precisely the type
of non-price-based product differentiation that explains why one would not expect two different
long-acting opioids to be close economic substitutes. (CCF ¶ 725).
993.

The actual evidence of switching between oxymorphone ER and other extended-release
opioids, however, is “very substantial evidence of switching, of competition, price-based
competition that leads to switching through formulary coverage.” (Addanki, Tr. 2332).
Indeed, Professor Noll’s claims of no price competition among extended-release opioids
is “entirely contradicted by the evidence” of competition “at the patient level and at the
payer level,” both of which are price competition. (Addanki, Tr. 2332).

Response to Proposed Finding No. 993
The Proposed Finding is factually inaccurate and unsupported by the evidence cited.
Professor Noll looked both at the factors that “contribute to competition and subtract from it.”
(Noll, Tr. 1387). And Professor Noll acknowledges that there is “some degree of price
competition.” (Noll, Tr. 1519). But the relevant question is not whether there is any price
competition, but whether there is sufficient price competition to drive the price of Opana ER to a
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competitive level. (Noll, Tr. 1369, 1395-97). Based on the real world sales and price data,
Professor Noll concluded that there is not. (Noll, Tr. 1520-21).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding Nos. 984 and 989. The real
world sales and price data prove that there is no pattern of substitution between sales of Opana
ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713).
Dr. Addanki provided no rebuttal to this sales and price data.
994.

For these reasons, Dr. Addanki testified that “it seems to me that when I look at the
weight of the evidence, I don’t see any compelling evidence that there was any lack of
competition between Opana ER and any of the other LAOs.” (Addanki, Tr. 2332).

Response to Proposed Finding No. 994
The Proposed Finding is misleading and incomplete because the relevant question is not
whether there is any price competition, but whether there is sufficient price competition to drive
the price of Opana ER to a competitive level. (Noll, Tr. 1369, 1395-97). Based on the real world
sales a price data, Professor Noll concluded that there is not. (Noll, Tr. 1520-21).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 984. The real world sales
and price data prove that there is no pattern of substitution between sales of Opana ER and other
long-acting opioids. (CCF ¶¶ 673, 676, 682, 689, 693, 698-99, 704-05, 709, 713). Dr. Addanki
provided no rebuttal to this sales and price data.
995.

With respect to switching costs, such costs do not apply to new patients starting opioid
therapy in the first instance. (Addanki, Tr. 2330). But even for patients already on
extended-release opioids, switching occurs frequently and without significant costs, as
UPMC made plain. (Addanki, Tr. 2330; RX-087.0001).

Response to Proposed Finding No. 995
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The Proposed Finding is misleading and incomplete insofar as it suggests that clinical
differences between products do not affect patients starting opioid therapy. The evidence shows
that even for these patients the extensive product differentiation between long-acting opioids
served as a barrier to price-based competition. (CCF ¶ 822). Moreover, initial prescribing
decisions are generally focused on safety and efficacy for the patient, not minor variations in the
prices of opioids. (CCF ¶¶ 564-65, 665-67). The Proposed Finding is also not supported by the
evidence cited. As Professor Noll testified, the UPMC study did not measure patient switches;
instead it attempted to measure the number of people who got an OxyContin prescription before
and after the formulary change at issue. (Noll, Tr. 1557 (“It’s not following a patient through
time and seeing if the patient switched.”)). Moreover, the UPMC study does not establish why
the underlying formulary change occurred; Respondent has provided no evidence that it was
undertaken because of a change in relative price. (Noll, Tr. 1560-61). The Proposed Finding is
also misleading and incomplete for the reasons set forth in response to Proposed Finding No.
996.
996.

If switching costs actually were prohibitive, “you wouldn’t see the efforts by managed
care and the manufactures responding to managed care to be getting the best terms
possible for the most favorable position on the formulary because . . . when you see that
happening, that underscores that economic substitution is in fact taking place, so
whatever the switching costs were, they were not an impediment to economic
substitution.” (Addanki, Tr. 2330-31).

Response to Proposed Finding No. 996
The Proposed Finding is factually incorrect and contrary to the weight of the evidence.
Dr. Addanki’s formulary analysis is flawed for numerous reasons, including that: (1) he did no
analysis to confirm that the formulary changes occurred as a result of a small but significant nontransitory increase in price; (2) he did no analysis to determine what caused insurance companies
to change formulary status of long-acting opioids; and (3) he presented no analysis of what
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effects—if any—changes in formulary position had on the sales of long-acting opioids. (CCF ¶¶
944-45). Thus, Dr. Addanki’s assertion that formulary-based switching amounted to economic
substitution is entirely unfounded and not supported by the evidence. (CCF ¶ 945). In addition,
Dr. Addanki entirely neglected to analyze how generic drugs interact with drug formularies.
(CCF ¶ 946). The undisputed evidence shows that generic drugs almost always enter the market
at a cheaper price than the corresponding brand and that they are placed on a more favorable
formulary tier as a result. (CCF ¶¶ 946-47). Thus it is generics, and not branded drugs, that force
drug prices to a competitive level. (CCF ¶ 947). The real world sales and price data analyzed by
Professor Noll confirms these facts and disproves the Proposed Finding. There is no pattern of
substitution between sales of Opana ER and other long-acting opioids. (CCF ¶¶ 673, 676, 682,
689, 693, 698-99, 704-05, 709, 713). And the entry of generic oxymorphone ER had a unique
effect on the market for brand name Opana ER. (CCF ¶¶ 628-643).
The Proposed Finding is also misleading insofar as it suggests that a monopolist does not
compete for sales. If the price of a particular product is already elevated due to the presence of
market power, then products that are outside a properly-defined relevant product market will
become economic substitutes. (CCF ¶ 931). Thus, even a monopolist faces competition from
products outside the monopoly. (CCF ¶¶ 928, 933).
997.

Professor Noll also opined that manufacturers promotional efforts “focused primarily on
product differentiation,” which argues against a broad product market. (Noll, Tr. 1394).

Response to Proposed Finding No. 997
Complaint Counsel has no specific response.
998.

He argued in particular that differentiation efforts can have the effect of “undermining,
rather than enhancing, price competition, and in so doing reduce[] . . . the likelihood that
two products are in the same relevant market.” (CX5004-027).

Response to Proposed Finding No. 998

427

PUBLIC

Complaint Counsel has no specific response.
999.

But as noted, Endo acknowledged that extended-release opioid “[p]roducts are not very
differentiated,” forcing Endo to emphasize Opana ER’s purported advantages over other
opioids, including its “12 hour dosing.” (RX-023.0002).

Response to Proposed Finding No. 999
The Proposed Finding is not supported by reliable evidence, as RX-023 appears to be an
unidentified draft document sent by an individual—Kara Zubey—who never appeared at trial,
offered sworn testimony, or was identified in any way. Moreover, the document was prepared for
the stated purpose of “trying to help think through the ‘story’ we need to tell.” Ms. Zubey also
admitted on the face of her email that she felt “completely out of the loop with vacation and all
of [her] kids’ issues” and that she was working on “1.5 hours of sleep.” (RX-023 at 0001). Thus
there is no reason to believe that the document accurately reflects any relevant information.
Moreover, the Proposed Finding is factually inaccurate and contrary to the weight of the
evidence. Respondent’s only evidence that long-acting opioids “are not very differentiated” is an
unreliable draft document prepared by someone that was “completely out of the loop,” and
“running on 1.5 hours of sleep.” (RX-023 at 001). On the other hand, substantial, reliable
evidence—including statements made by Endo executives to investors—proves that Opana ER
was quite differentiated from other long-acting opioids. (CCF ¶¶ 726-732; CX3219 at 017
(Endo’s Q2 2011 Earnings Call Transcript) (stating that Opana ER was “a rapidly growing brand
. . . due to the inherent characteristics of the compound . . .”)). Even Respondent’s unreliable
document notes that “each [product] has its unique position in the market.” (RX-023 at 002).
Respondent omitted this portion of the quoted sentence from its Proposed Finding.
1000. Finally, Professor Noll’s opinion that clinical differences among extended-release
opioids—different half-lives, side effects, interactions, or modes of metabolism—
prevents them from acting as economic substitutes is not supported by evidence. (Noll,
Tr. 1388; CX5000-064-66). To the extent any clinical differences exit, they did not
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prevent effective economic competition among extended-release opioids. (Addanki, Tr.
2329).
Response to Proposed Finding No. 1000
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Respondent cites no facts, but rather only Dr. Addanki’s conclusory statement that clinical
differences between long-acting opioids “are not major.” But the vast weight of the evidence
proves that the differences between different long-acting opioids are clinically significant. (CCF
¶¶ 746-49; CX5006 at 009 (¶ 18) (Savage Rebuttal Report)). Both medical experts agreed that
prescribers of long-acting opioids should be aware of these clinical differences between
products—consistent with FDA guidelines. (CCF ¶¶ 758-59). The weight of the evidence shows
that these differences mean that patients cannot easily switch between opioids. (CCF ¶¶ 658-64).
This allowed Endo to set prices substantially above the competitive level. (CCF ¶¶ 864-81). And
there is no evidence of significant price competition between different long-acting opioids. (CCF
¶¶ 669-716). Internal documents from Endo also prove that other long-acting opioids did not
meaningfully constrain Opana ER. (CCF ¶¶ 717-40). Dr. Addanki’s conclusory statement is also
contrary to the undisputed fact that entry of generic oxymorphone ER had a dramatic effect on
sales of Opana ER. This could not have occurred if other long-acting opioids were already
providing effective economic constraints on Opana ER. (CCF ¶¶ 906-09).
1001. Moreover, to the extent any clinical differences exist among extended-release opioids,
they would not allow Endo or any other manufacturer “to price-discriminate among
patients on the basis of their conditions,” since there is no way to tell which opioid will
work best in advance of treatment. (CX4039 (Noll, Dep. at 171-72); see Savage, Tr. 71011; Michna, Tr. 2148-49).
Response to Proposed Finding No. 1001
The Proposed Finding is misleading and irrelevant insofar as it misunderstands the
relevant product market analysis. Defining a product market based on the targeting of particular
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customers is only one possible way to define the relevant antitrust market. (CX6054 at 015 (§
4.1.4) (Horizontal Merger Guidelines)). Inability to target particular customers is not
determinative. In general, the relevant product market is defined by examining the crosselasticity of demand, or whether a “small but significant non-transitory increase in price”
(SSNIP) of one product would cause a sufficient amount of sales to shift to another product such
that the price increase would be unprofitable. (CCF ¶¶ 517-18, 526, 899; CX6054 at 011-15 (§§
4.1.1-4.1.4) (Horizontal Merger Guidelines) (describing the hypothetical monopolist test and
SSNIP analysis)). In this case, Endo made the demand for its product less elastic through product
differentiation, so that it was able to charge prices substantially above a competitive level
without needing to target particular patients for price discrimination. (CX4039 (Noll, Dep. at
170-72); CCF ¶¶ 721-32, 919 (Endo focused on product differentiation); CCF ¶¶ 864-81 (Endo
sustained prices above a competitive level)).
XI.

ENDO DID NOT POSSESS A SUBSTANTIAL SHARE OF THE EXTENDEDRELEASE OPIOID MARKET

1002. Opana ER accounted for less than 10 percent of the extended-release opioid market
between 2009 and 2013. (Addanki, Tr. 2333; RX-547.0132).
Response to Proposed Finding No. 1002
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence because it relies on an improper definition of the relevant antitrust
market. (Addanki, Tr. 2333 (relying on a purported “long-acting opioid market”)). But the
weight of the evidence, as discussed at length in Complaint Counsel’s Proposed Findings (see
CCF ¶¶ 498-809) and in response to Respondent’s Proposed Findings (see Complaint Counsel’s
Response to Proposed Finding Nos. 693-1001), shows that the relevant antitrust market for
assessing the conduct at issue in this case is oxymorphone ER. (CCF ¶ 501; Noll, Tr. 1372-73).
By his own admission, Dr. Addanki failed to apply the standard economic tools for defining
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markets. (RX-547 at 0022-23 (¶¶ 41-42) (Addanki Report) (“the methods used to analyze and
assess a relevant market in prescription pharmaceuticals are different from the ones economists
may use in other industries.”); Addanki, Tr. 2210 (explaining that “institutional features” has
“profound effect on how we analyze competition” and involves a “very different” approach than
an “everyday case”)). Using the properly defined product market, it is uncontested that Endo had
substantial market power at all times. (CCF ¶¶ 828-42). For example, in 2010 Endo had 100% of
the market for oxymorphone ER. (CCF ¶ 830). In 2011, Actavis entered the oxymorphone ER
market, but only with dosage strengths that comprised 5% of Endo’s oxymorphone ER revenues.
(CCF ¶ 832). Endo remained the only seller of the five most profitable dosage strengths of
oxymorphone ER until 2013, when Impax entered the market. (CCF ¶ 835). Even after Impax’s
entry, Endo retained substantial market share and at all times retained a high concentration of
market power above the HHI threshold set by the Horizontal Merger Guidelines. (CCF ¶¶ 84142). Both direct and indirect methods of analyzing market power were discussed at length in
Professor Noll’s opinions and establish that Endo possessed market power at all relevant times.
(CCF ¶¶ 819-52; Noll, Tr. 1405-11 (describing the indirect method); CCF ¶¶ 853-96; Noll, Tr.
1411-18 (discussing the direct method)).
1003. Dr. Addanki explained that he assessed market shares between 2009 and 2013 because
that period captured the state of the market at the time of settlement as well as at the date
of Impax’s entry, which allows one to assess whether Endo had monopoly power at the
time of settlement and whether the settlement agreement maintained monopoly power.
(Addanki, Tr. 2336-37).
Response to Proposed Finding No. 1003
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
1004. By its own estimate, Endo held only 3.4 percent of the long-acting opioid market in
March 2010, noting that it was a “well-established and competitive market that consisted
of many products that had been on the market for years.” (CX3273-003 (market
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“comprises controlled release opioid products”); Bingol, Tr. 1315-16; see Noll, Tr. 151213 (conceding that Endo believed it held less than 10 percent of the extended-release
opioid market)).
Response to Proposed Finding No. 1004
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002. The
Proposed Finding is also misleading and incomplete because it ignores the fact that Mr. Bingol
also referred to the narrower “market for Opana ER sales” in his declaration and discussed the
unique and disastrous effects of the entry of generic oxymorphone ER. (CX3273 at 008 (¶ 18)
(Bingol Decl.) (“To the extent Endo has any chance of competing with Impax for sales of Opana
ER, Endo will have to try to negotiate by significantly increas[ing] the rebates it has presently.”);
CCF ¶¶ 610, 939). These effects included “irreversible” price erosion. (CX3273 at 008 (¶ 18)
(Bingol Decl.) (“Also, once Impax launches at risk, the net effective price Endo is able to charge
for Opana ER will irreversibly erode. Endo will be forced to make contractual price concessions
in the form of larger rebates to MCOs and the like.”)). These unique effects illustrate that the
relevant antitrust market in this case is the market for oxymorphone ER. (CCF ¶¶ 498-501).
1005.
} (RX-558.0001).
Response to Proposed Finding No. 1005
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
1006. If Impax had launched a generic version of Opana ER in 2010, Endo would have lost
some of its roughly 3.5 percent market share. (Bingol, Tr. 1318-19).
Response to Proposed Finding No. 1006
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
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1007. In 2012, Endo again estimated that it was “currently hovering around the 4% mark” of
the “long acting opioid market.” (RX-139.0001).
Response to Proposed Finding No. 1007
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
1008. As a matter of economics, it is “[a]bsolutely not” possible to exercise monopoly power if
a firm holds less than 10 percent of a relevant market. (Addanki, Tr. 2334-35). “With
less than 10 percent market shares, it’s simply inconceivable that a product could
command monopoly power. It just can’t happen.” (Addanki, Tr. 2333).
Response to Proposed Finding No. 1008
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
1009. And because Endo possessed such a small share of the extended-release opioid market,
Endo never possessed monopoly power. (Addanki, Tr. 2333).
Response to Proposed Finding No. 1009
The Proposed Finding is misleading, incomplete, factually inaccurate, and contrary to the
weight of the evidence for the reasons set forth in response to Proposed Finding No. 1002.
XII.

THE SLA HAD NO ANTICOMPETITIVE EFFECTS

1010. Assuming that Endo actually had monopoly power, one must consider the “but-for world,
what would happen but for the settlement.” (Addanki, Tr. 2358-59).
Response to Proposed Finding No. 1010
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Economic analysis shows that the inquiry Dr. Addanki suggests is inappropriate and
unnecessary. A brand-name firm will not make a large and unjustified payment to a generic firm
unless the agreement increases the brand-name firm’s expected monopoly profits. (CX5000 at
105 (¶ 242) (Noll Report); CCF ¶¶ 1005-07). As a result, the existence of a large and unjustified
payment shows that the brand-name firm expects the payment to allow it to recover monopoly
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profits that it otherwise would not earn if the litigation continued. (CX5000 at 105 (¶ 242) (Noll
Report); CCF ¶¶ 1005-07).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1011. That analysis is a “test of consumer benefits in two worlds, the world that we actually
have with the settlement that took place and a but-for world where no settlement
happened.” (Addanki, Tr. 2373).
Response to Proposed Finding No. 1011
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 1010.
1012. Put differently, the relevant question regarding anticompetitive impact is whether entry
would have occurred sooner or later if not for the settlement in question. (Addanki, Tr.
2208).
Response to Proposed Finding No. 1012
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, and
misleading for the reasons set forth in the response to Proposed Finding No. 1010.
1013. In this case, Impax had two options absent the settlement: (1) abandon any effort to
challenge Endo’s patents, or (2) continue to litigate with Endo. (Noll, Tr. 1596; see
Addanki, Tr. 2359-60).
Response to Proposed Finding No. 1013
The Proposed Finding is misleading and incomplete in that it suggests that the ImpaxEndo Settlement Agreement was the only possible settlement available to Impax. In reaching his
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conclusion that the parties could not enter any other settlement, Dr. Addanki ignored that a large
payment—in the form of the No-AG provision—was part of the settlement negotiations from the
beginning. (CCF ¶¶ 227-28; CX0320 at 009-10 (Endo-Impax term sheet exchanged May 26,
2010) (§ 2) (“License and Covenant” includes an “Exclusivity Period” during which Endo
cannot launch an AG)). Dr. Addanki also ignores evidence that Impax stopped pushing for an
earlier entry date once Endo agreed to pay the Endo Credit. (CX4018 (Koch, Dep. at 71) (“Q.
Okay. So what did Impax give Endo in return for Endo’s agreement to accept the carrot and
stick? . . . THE WITNESS: What we did was stop pursuing an earlier launch date because we
were met with no willingness to consider that . . . .”); Koch, Tr. 239). Thus, once the payment in
the form of the Endo Credit was agreed to, Impax was willing to accept Endo’s later entry date.
This testimony indicates that an alternative settlement with an earlier entry date and without a
payment was a possibility, but the possibility was never tested because Impax stopped pushing
for an earlier entry date once Endo had agreed to the Endo Credit provision. (CCF ¶¶ 1015-19).
Dr. Addanki also concedes that he does not know whether or not there were any settlements that
Endo and Impax were willing to accept absent any payments. (Addanki, Tr. 2467; see also CCF
¶¶ 1442-46).
The Proposed Finding is also misleading and incomplete to the extent that it implies that
launching at risk, while litigation remained pending, was not an option available to Impax.
Record evidence shows that launching at risk was an option that Impax was preparing for and
considering and that Endo considered this a real possibility that it was planning for. (CCF ¶¶
127-213 (Impax’s plans and preparations); CCF ¶¶ 58-71 (Endo’s plans)).
1014. Complaint Counsel’s economic expert admits that Impax abandoning its patent challenge
would have been bad for consumers. (Noll, Tr. 1667).
Response to Proposed Finding No. 1014
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The Proposed Finding is misleading and contrary to the weight of the evidence to the
extent it suggests that Impax abandoning its patent challenge was a realistic alternative to
entering into the Impax-Endo Settlement Agreement. There is no evidence on the record that
Impax would have considered abandoning its patent challenge. For the reasons set forth in
response to Proposed Finding No. 1013, Impax had a number of alternatives to entering into the
Impax-Endo Settlement Agreement available to it, including continuing with the litigation to
conclusion, entering into an alternative settlement, or launching at risk while the litigation
remained pending.
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1015. Had Impax continued to litigate against Endo and lost, that too would have made
consumers worse off. (Noll, Tr. 1667).
Response to Proposed Finding No. 1015
The Proposed Finding is misleading to the extent it suggests that Impax continuing to
litigate was the only alternative to entering into the Impax-Endo Settlement Agreement. For the
reasons set forth in response to Proposed Finding No. 1013, Impax had a number of alternatives
to entering into the Impax-Endo Settlement Agreement available to it, including entering into an
alternative settlement or launching at risk while the litigation remained pending.

436

PUBLIC

The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
A.

Impax Would Not Have Launched Generic Opana ER Before January 2013
If It Had Continued to Litigate Against Endo

1016. The record indicates that had Impax continued to fight Endo’s patents in court, it would
have been mired in litigation long past January 1, 2013, and likely would be enjoined
from selling oxymorphone ER today. (Addanki, Tr. 2360; Figg, Tr. 1870-72).
Response to Proposed Finding No. 1016
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
First, the evidence shows that there were scenarios under which the Impax-Endo patent litigation
could have concluded and Impax could have entered risk-free before 2013. (See CCF ¶¶ 137578). Second, the Proposed Finding makes no sense. If it were true that Impax could not have
entered prior to January 2013, then it means that “Endo made a charitable contribution to Impax
by paying Impax over $100 million AND allowing Impax to enter earlier than otherwise would
have been likely.” (CX5004 at 059-60 (¶ 125) (Noll Report); Noll, Tr. 1487-88; CCF ¶ 1310).
Neither Dr. Addanki nor Mr. Figg explain why, if the settlement accelerated entry of generic
oxymorphone ER, Endo paid so much to reach an agreement that reduced the duration of the
period in which they could have profited from a continued patent monopoly. Neither Dr.
Addanki nor Mr. Figg addresses why Endo agreed to such a bad deal when it could have
achieved a better outcome by spending a few million dollars more on litigating patent
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infringement claims against Impax. (CX5004 at 066-67 (¶ 141) (Noll Rebuttal Report); CCF ¶
1330).
Dr. Addanki and Mr. Figg have no answer to the question why Endo paid so much to
settle an infringement case on worse terms than Dr. Addanki and Mr. Figg claim than Endo
could have expected to achieve had they just continued to litigate the infringement case to
conclusion. The answer is that the only plausible explanation for why Endo entered into a
reverse-payment settlement that cost Endo over $100 million dollars is that the agreement
enabled Endo to eliminate the possibility of generic entry until eight months before the
expiration of the patents at issue in the infringement case. (CX5004 at 066-67 (¶ 141) (Noll
Rebuttal Report); CCF ¶ 1331).
1017. Indeed, even if Impax prevailed in patent litigation against Endo, the very “process of
being involved in litigation” would have kept Impax from launching oxymorphone ER
free from patent risk any time before January 1, 2013. (Addanki, Tr. 2497).
Response to Proposed Finding No. 1017
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence shows that there were scenarios under which the Impax-Endo patent litigation
could have concluded and Impax could have entered before 2013. (CCF ¶¶ 1375-78). Both Endo
and Impax’s patent expert estimated that the Federal Circuit could have ruled on an appeal in the
patent litigation by November 2011 or even earlier (CX2576 at 001 (Feb. 2010 internal Endo email) (“If [Impax] wait[s] for the appeal to play out, it will likely happen around June of next
year.”); CCF ¶ 371). The Proposed Finding is also misleading to the extent it suggests that Impax
would not have launched at risk. The evidence shows that Impax was planning and preparing for
an at-risk launch and that Endo considered this a real possibility that it was planning for. (CCF
¶¶ 127-213 (Impax’s plans and preparations); CCF ¶¶ 58-71 (Endo’s plans)).
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1.

Impax Was More Likely Than Not to Lose its Patent Suit Against
Endo

1018. The evidence at trial made clear that Impax was more likely than not to lose its patent suit
against Endo. As discussed below, the District Court ruled in Endo’s favor on all matters
of claim construction, which made it more likely that Endo could prevail on the merits.
(Figg, Tr. 1870). Endo also had the stronger position on the issue of validity and likely
would have proved infringement. (Figg, Tr. 1884, 1904).
Response to Proposed Finding No. 1018
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence shows that the outcome of Impax-Endo patent litigation was uncertain. (Figg, Tr.
1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; CCF ¶ 1270). The district court’s claim
construction in favor of Endo was not dispositive—even after the court’s claim construction, the
outcome of the ’456 and ’933 patent litigation remained uncertain. (Hoxie, Tr. 2693-94
(testifying that the outcome of the patent litigation could not be predicted after the claim
construction); Figg, Tr. 2008). Despite having its claim construction adopted by the court, the
claim construction order posed potential problems for Endo’s case. (Hoxie, Tr. 2668; see also
CCF ¶¶ 1284-1300). The evidence shows that Endo may have faced difficulty defending against
Impax’s invalidity case. (CCF ¶¶ 1289-1300). The evidence shows that Endo may have faced
difficulty proving infringement. (See CCF ¶¶ 1284-1288).
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.

439

PUBLIC

1019. Complaint Counsel offered no evidence regarding who would have won the underlying
patent litigation between Endo and Impax, and provides no reason to find that Impax
would have prevailed had it continued to litigate.
Response to Proposed Finding No. 1019
The Proposed Finding is misleading in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence in that it asserts that Complaint Counsel offered no evidence regarding who would have
won the underlying patent litigation between Endo and Impax and provided no reason to find
that Impax would have prevailed had it continued to litigate. The evidence shows: that the
outcome of Impax-Endo patent litigation was uncertain (Figg, Tr. 1905, 2007; Hoxie, Tr. 2665;
Noll, Tr. 1644; CCF ¶ 1270); that Endo may have had difficulties defending against Impax’s
invalidity claims; and that there were weaknesses in Endo’s infringement claims (CCF ¶¶ 12841300).
a.

The District Court Rejected Impax’s Construction of the
Relevant Patents

1020. Every patent has clauses at the end of the patent that are called patent claims. (Figg, Tr.
1861).
Response to Proposed Finding No. 1020
Complaint Counsel has no specific response.
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1021. Patent claims define the scope of a patent holder’s right to exclude others on the patent.
(Figg, Tr. 1861-62).
Response to Proposed Finding No. 1021
Complaint Counsel has no specific response.
1022. Because patent claims contain very technical terms, courts often have to rule on what the
terms in those claims mean. (Figg, Tr. 1862).
Response to Proposed Finding No. 1022
Complaint Counsel has no specific response.
1023. Court hearings in which patent claims are interpreted (or “constructed”) are known as
“Markman” hearings, and can involve briefs and expert testimony. (Figg, Tr. 1862).
Response to Proposed Finding No. 1023
Complaint Counsel has no specific response.
1024. Each party advocates for the claim construction that will be most advantageous for their
case going forward and, depending on the claim construction ruling, can influence how
the parties present their case at trial. (Hoxie, Tr. 2833).
Response to Proposed Finding No. 1024
Complaint Counsel objects to the phrase “can influence how the parties present their case
at trial” as vague in that it is unclear whether it refers to the claim construction advocated for by
each party or the claim construction ruling itself. The claim construction ruling can influence
how the parties present their case at trial. (Hoxie, Tr. 2833).
The Proposed Finding is misleading in that it suggests that the record developed by the
trial court necessarily does not contain sufficient evidence regarding the alternative claim
construction that is not adopted by the trial court. (See Hoxie, Tr. 2700-01 (“there may well have
been sufficient fact-finding in the trial for the Federal Circuit to simply enter judgment”)).
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying patent
litigation is determinative of whether the Impax-Endo Settlement Agreement is anticompetitive
under the rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive
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effect does not require litigating the underlying patent claims or reconstructing the hypothetical
world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the relevant question is
whether the patent holder shared its monopoly profits to avoid the risk of competition. Actavis,
133 S. Ct. at 2236.
1025. A claim construction hearing is a “very important part of most patent litigation.” (Figg,
Tr. 1862-63). It can even be dispositive to the patent litigation. (Hoxie, Tr. 2671).
Response to Proposed Finding No. 1025
The Proposed Finding is misleading to the extent it implies that the claim construction
hearing in the underlying patent litigation was dispositive. The evidence shows that the claim
construction ruling was not dispositive in that the case continued after the ruling and the ultimate
outcome remained uncertain. (Hoxie, Tr. 2693-94 (testifying that the outcome of the patent
litigation could not be predicted after the claim construction); Figg, Tr. 2008).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1026. Indeed, rulings in claim construction hearings are “oftentimes” dispositive because the
defendant’s non-infringement position will be undermined by how the court has
construed the relevant claims. (Figg, Tr. 1863).
Response to Proposed Finding No. 1026
The Proposed Finding is misleading to the extent it implies that the claim construction
hearing in the underlying patent litigation was dispositive. The evidence shows that that claim
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construction ruling was not dispositive in that the case continued after the ruling and the ultimate
outcome still remained uncertain. (Hoxie, Tr. 2693-94 (testifying that the outcome of the patent
litigation could not be predicted after the claim construction); Figg, Tr. 2008). Indeed, the claim
construction order posed potential problems for Endo’s case. (Hoxie, Tr. 2668). The evidence
shows that Endo may have faced difficulty defending against Impax’s invalidity case. (CCF ¶¶
1289-1300). The evidence shows that Endo may have faced difficulty proving infringement. (See
CCF ¶¶ 1284-1288).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1027. On December 21, 2009, and March 19, 2010, the District Court presiding over the EndoImpax litigation held claim construction hearings. (JX-003-004 (¶ 18) (Second Set of
Joint Stipulations); RX-484.0002 (not admitted or cited for the truth of the matters
asserted therein)).
Response to Proposed Finding No. 1027
Complaint Counsel has no specific response.
1028. One term contested by the parties in the claim construction hearing was “hydrophobic
material,” which in general terms related to the hydration of an Opana ER gelling agent.
(Figg, Tr. 1865-66; see RX-464.0011 (not admitted or cited for the truth of the matters
asserted therein); RX-465.0010 (not admitted or cited for the truth of the matters asserted
therein)).
Response to Proposed Finding No. 1028
Complaint Counsel has no specific response.
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1029. The District Court adopted Endo’s construction of “hydrophobic material” verbatim.
(JX-003-004 (¶ 19) (Second Set of Joint Stipulations); compare RX-465.0028 (not
admitted or cited for the truth of the matters asserted therein), with RX-483.0003 (not
admitted or cited for the truth of the matters asserted therein) and RX-484.0003 (not
admitted or cited for the truth of the matters asserted therein); see Figg, Tr. 1867; Hoxie,
Tr. 2836).
Response to Proposed Finding No. 1029
Complaint Counsel has no specific response.
1030. A second term contested by the parties at the claim construction hearing was “sustained
release,” which in general terms related to how the active medication was released.
(Figg, Tr. 1867-68; see RX-464.0008 (not admitted or cited for the truth of the matters
asserted therein); RX-465.0010-11 (not admitted or cited for the truth of the matters
asserted therein)).
Response to Proposed Finding No. 1030
Complaint Counsel has no specific response.
1031. Again, the District Court adopted Endo’s construction of “sustained release” verbatim.
(JX-003-004 (¶ 19) (Second Set of Joint Stipulations); compare RX-465.0015 (not
admitted or cited for the truth of the matters asserted therein), with RX-483.0003 (not
admitted or cited for the truth of the matters asserted therein) and RX-484.0003 (not
admitted or cited for the truth of the matters asserted therein); see Figg, Tr. 1868; Hoxie,
Tr. 2836).
Response to Proposed Finding No. 1031
Complaint Counsel has no specific response.
1032. E. Anthony Figg, Impax’s patent expert, testified that the District Court’s wholesale
adoption of Endo’s constructions meant that Endo won the claim construction phase of
the litigation. (Figg, Tr. 1869; see Hoxie, Tr. 2671).
Response to Proposed Finding No. 1032
Complaint Counsel objects to the term “won” as vague and inaccurate. The claim
construction was not dispositive of the litigation, and the ultimate outcome of the litigation
remained uncertain after the court’s claim construction order. (Hoxie, Tr. 2693-94 (testifying that
the outcome of the patent litigation could not be predicted after the claim construction); Figg, Tr.
2008). The Proposed Finding is not supported by the evidence insofar as it implies that Mr.
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Hoxie testified that the district court’s adoption of Endo’s construction of the terms “sustained
release” and “hydrophobic material” means that Endo “won” the claim construction phase of the
litigation. He simply testified that the district court “adopted Endo’s” claim construction. (Hoxie,
Tr. 2671). As both Respondent’s and Complaint Counsel’s patent experts agree, the claim
construction could be subject to appeal and could be reversed. (RX-548 at 00380037-38 (¶ 82)
(Figg Report); CX5007 at 041-42 (¶ 76) (Hoxie Report)).
The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence. Despite having its claim construction adopted by the court, the claim construction
order posed potential problems for Endo’s case. (Hoxie, Tr. 2668). The evidence shows that
Endo may have faced difficulty defending against Impax’s invalidity case. (CCF ¶¶ 1289-1300).
The evidence shows that Endo may have faced difficulty proving infringement. (See CCF ¶¶
1284-1288).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1033. Mr. Figg further explained that a reasonable litigant in Impax’s position would have
viewed the claim construction order as a significant setback because the constructions
negatively affected Impax’s positions with respect to non-infringement and invalidity.
(Figg, Tr. 1869-70).
Response to Proposed Finding No. 1033
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The Proposed Finding is not supported by reliable evidence. Mr. Figg’s opinions
regarding what a reasonable litigant in Impax’s position would have believed or done do not rest
on a reliable or valid methodology. (See CCF ¶¶ 1370-74). Mr. Figg did not talk to anyone at
Impax about the merits of the patent case between Endo and Impax. (Figg, Tr. 1992-93). Nor did
Mr. Figg talk to Impax’s outside counsel that represented Impax in the underlying patent case.
(Figg, Tr. 1993). He did not consider or have access to the privileged materials or
communications of Endo or Impax when he was forming his opinions. (Figg, Tr. 1994). Mr. Figg
did not review the discovery record in the patent case between Impax and Endo that settled in
June 2010. (CCF ¶ 1372). Respondent has offered no evidence of what Impax’s actual views of
the effect of the claim construction order were. The Proposed Finding is also inaccurate because
the claim construction order posed potential problems for Endo’s case. (Hoxie, Tr. 2668). The
evidence shows that Endo may have faced difficulty defending against Impax’s invalidity case.
(CCF ¶¶ 1289-1300). The evidence shows that Endo may have faced difficulty proving
infringement. (See CCF ¶¶ 1284-1288).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1034. In fact, Mr. Figg opined that once the District Court issued its claim construction order,
“a reasonable party in Impax’s position would have concluded that it was less likely to . .
. prevail ultimately in the patent trial.” (Figg, Tr. 1870).
Response to Proposed Finding No. 1034
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The Proposed Finding is not supported by reliable evidence, inaccurate, and misleading
for the reasons set forth in response to Proposed Finding No. 1033.
b.

Endo Likely Would Have Proven Infringement

1035. Because ANDA filers must demonstrate that their products are therapeutically equivalent
to an already-approved drug, ANDA filers must copy aspects of the brand drug and the
brand label. This makes it more difficult for ANDA filers to design their products in
ways that avoid the relevant patents. (Figg, Tr. 1854-55).
Response to Proposed Finding No. 1035
Complaint Counsel objects to the phrase “more difficult” as vague. Complaint Counsel
does not dispute the existence of the requirement that ANDA products be therapeutically
equivalent to the NDA product and that this requirement may have an effect on how ANDA
filers design their products to avoid the relevant patents. The Proposed Finding, however, does
not explain to what it is comparing when it states that the therapeutic equivalence requirement
makes the process of designing products in ways to avoid the relevant patents “more difficult.”
The Proposed Finding is misleading to the extent that it equates therapeutic equivalence
with patent infringement. Establishing therapeutic equivalence and establishing patent
infringement are based on different legal standards for different purposes. (Hoxie, Tr. 2842-43).
The Proposed Finding is also inaccurate to the extent that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Id. at 2236.
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1036. Accordingly, brand companies win Hatch-Waxman cases more often than not and have
“somewhat of an edge in these cases.” (Figg, Tr. 1855). In fact, brands prevail roughly
52 percent of the time in Hatch-Waxman litigation. (Figg, Tr. 1856).
Response to Proposed Finding No. 1036
The Proposed Finding is not supported by the evidence cited. The sole basis for Mr.
Figg’s testimony regarding the percentage of the time that brand companies win Hatch-Waxman
cases is his recollection that the RBC Capital Markets Report found that “the brand prevails
about 52 percent of the time.” (Figg, Tr. 2025-26 (affirming that he “did not conduct [his] own
quantitative analysis of win-loss rates for generic companies in Hatch-Waxman cases”); Figg, Tr.
1856). However, the RBC Capital Markets report (RX-425) is admitted solely for nonhearsay
purposes, and not for the truth of any matter asserted. (JX-002 at 41). Further, even if it were
admitted for the truth of the matter asserted, the RBC Capital Markets report found that Impax
had won 67 percent of the cases that it had taken to trial during the time period studied, which
was higher than the generic industry average of 48 percent. (Figg, Tr. 1856, 2026; RX-425 at
0005).
The Proposed Finding is misleading to the extent that “more often than not” implies that
brand companies win Hatch-Waxman litigation much more often than generic companies.
The Proposed Finding is also inaccurate to the extent that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.

448

PUBLIC

1037. Brand companies must prove a patent is infringed by a “preponderance of the evidence.”
(Figg, Tr. 1851; Hoxie, Tr. 2831).
Response to Proposed Finding No. 1037
Complaint Counsel has no specific response.
1038. In the Endo-Impax litigation, Impax focused its defense on non-infringement, which was
better developed in its pretrial brief than its invalidity defense. (Figg, Tr. 1872; see RX260.0009 (not admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1038
The Proposed Finding is not supported by reliable evidence. Mr. Figg’s opinions do not
rest on a reliable or valid methodology. (See CCF ¶¶ 1370-1374). Mr. Figg did not talk to anyone
at Impax about the merits of the patent case between Endo and Impax. (Figg, Tr. 1992-93). Nor
did Mr. Figg talk to Impax’s outside counsel that represented Impax in the underlying patent
case. (Figg, Tr. 1993). He did not consider or have access to the privileged materials or
communications of Endo or Impax when he was forming his opinions. (Figg, Tr. 1994). Mr. Figg
did not review the discovery record in the patent case between Impax and Endo that settled in
June 2010. (Figg, Tr. 1991-92). Respondent has offered no evidence of whether Impax actually
viewed its non-infringement defense as better, worse, or the same as its validity challenge.
The Proposed Finding is also inaccurate to the extent that it suggests that the outcome of
the underlying patent litigation is determinative of whether the Impax-Endo Settlement
Agreement is anticompetitive under the rule of reason. As the Supreme Court explained in
Actavis, proving anticompetitive effect does not require litigating the underlying patent claims or
reconstructing the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37.
Instead, the relevant question is whether the patent holder shared its monopoly profits to avoid
the risk of competition. Actavis, 133 S. Ct. at 2236.
1039. Even so, Mr. Figg opined that Endo had the stronger position on the issue and likely
would have proved infringement. (Figg, Tr. 1884).
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Response to Proposed Finding No. 1039
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of Impax-Endo patent litigation was uncertain. (Figg,
Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). Despite having its claim
construction adopted by the court, the claim construction order posed potential problems for
Endo’s case. (Hoxie, Tr. 2668; CCF ¶¶ 1284-1300). The evidence shows that Endo may have
faced difficulty proving infringement. (CCF ¶¶ 1284-1288).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1040. With respect to the “hydrophobic material” at issue, the District Court’s claim
construction ruling necessarily called for evidence regarding the manner in which
Impax’s material inhibited (or not) water uptake. (Figg, Tr. 1874-75).
Response to Proposed Finding No. 1040
The Proposed Finding is not supported by reliable evidence. Mr. Figg’s opinions do not
rest on a reliable or valid methodology. (CCF ¶¶ 1370-1374). His process in developing his
opinions in this case deviated from his usual process as a litigator of Hatch-Waxman cases. Mr.
Figg cannot remember ever litigating a Hatch-Waxman case in which he did not discuss the
merits of the case with in-house counsel, but he did not talk to anyone at Impax about the merits
of the patent case between Endo and Impax that settled in June 2010. (Figg, Tr. 1992).
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The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1041. Indeed, Endo’s “functional” definition of “hydrophobic material,” which the District
Court adopted, “would have required some kind of testing” to meet. (Hoxie, Tr. 2836;
see Figg, Tr. 1874-75). Impax’s rejected construction of “hydrophobic material,” by
comparison, “described what the material is [and] what it does” only. (Figg, Tr. 186566).
Response to Proposed Finding No. 1041
The Proposed Finding is misleading in that it implies that Impax was required to perform
testing to meet the functional definition of “hydrophobic material.” It was not Impax’s burden to
conduct the testing. Impax, rather, could rely on the results of Endo’s testing, which showed that
“MCC didn’t perform the function that it was supposed to perform” to meet the functional
definition adopted by the district court. (Hoxie, Tr. 2839).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
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1042. The result was a battle of the experts between Endo and Impax experts. (Hoxie, Tr.
2840).
Response to Proposed Finding No. 1042
Complaint Counsel has no specific response, except to note that the outcome of this battle
of experts was uncertain. (CCF ¶ 1270).
1043. Endo had experts supervise tests in which water uptake in Impax tablets was measured.
Endo contended that those tests demonstrated that Impax’s tablets inhibited water uptake
in a way similar to the materials in Endo tablets. (Figg, Tr. 1874; see RX-261.0015-18
(not admitted or cited for the truth of the matters asserted therein); RX-469.0019-23 (not
admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1043
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1041.
1044. Impax, on the other hand, did not conduct any tests regarding water uptake in its
hydrophobic materials, it simply criticized the testing done by Endo. (RX-261.0017 (not
admitted or cited for the truth of the matters asserted therein); see RX-260 (not admitted
or cited for the truth of the matters asserted therein); Figg, Tr. 1874; Hoxie, Tr. 2839).
Response to Proposed Finding No. 1044
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1041.
1045. Accordingly, Mr. Figg testified that Endo likely would have established infringement of
its hydrophobic material. (Figg, Tr. 1875).
Response to Proposed Finding No. 1045
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see CCF ¶ 1270). Despite having its
claim construction adopted by the court, the claim construction order posed potential problems
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for Endo’s case. (Hoxie, Tr. 2668; see CCF ¶¶ 1284-1300). The evidence shows that Endo may
have faced difficulty proving infringement. (See CCF ¶¶ 1284-1288).
The Proposed Finding is misleading in that it implies that Impax was required to perform
testing to meet the functional definition of “hydrophobic material.” It was not Impax’s burden to
conduct the testing. Impax, rather, could rely on the results of Endo’s testing, which showed that
“MCC didn’t perform the function that it was supposed to perform” to meet the functional
definition adopted by the district court. (Hoxie, Tr. 2839).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1046. As to the “sustained release” technology at issue, Endo’s experts presented evidence of
how Impax’s product compared to Endo’s product. (RX-261.0013-15 (not admitted or
cited for the truth of the matters asserted therein); Figg, Tr. 1876).
Response to Proposed Finding No. 1046
The Proposed Finding is misleading in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
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1047. Indeed, because Impax’s product had to be bioequivalent to Endo’s product to secure
ANDA approval, Impax itself had to show the FDA (1) that its product released the
oxymorphone drug in a way similar to Endo’s product and (2) achieved the same
maximum blood concentration and the same extent of delivery of the drug. (Figg, Tr.
1876-77).
Response to Proposed Finding No. 1047
The Proposed Finding is misleading to the extent that it equates bioequivalence with
patent infringement. Establishing bioequivalence and establishing patent infringement are based
on different legal standards for different purposes. (Hoxie, Tr. 2842-43). Therapeutic
equivalence relates to equivalence to the reference listed drug, while patent infringement relates
to meeting each and every limitation of a claim of the patent. (Hoxie, Tr. 2843).
The Proposed Finding is also misleading to the extent that it suggests that the outcome of
the underlying patent litigation is determinative of whether the Impax-Endo Settlement
Agreement is anticompetitive under the rule of reason. As the Supreme Court explained in
Actavis, proving anticompetitive effect does not require litigating the underlying patent claims or
reconstructing the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37.
Instead, the relevant question is whether the patent holder shared its monopoly profits to avoid
the risk of competition. Actavis, 133 S. Ct. at 2236.
1048. Endo’s experts consequently used the pharmacokinetic data Impax submitted to the FDA
to contend that Impax’s product released oxymorphone nearly identically to Endo’s
product. (Figg, Tr. 1877; see RX-261.0013-15 (not admitted or cited for the truth of the
matters asserted therein)).
Response to Proposed Finding No. 1048
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1047.
1049. Impax presented no expert testimony regarding the “sustained release” technology. (RX260.0017-18 (not admitted or cited for the truth of the matters asserted therein); RX261.0013-15 (not admitted or cited for the truth of the matters asserted therein); Figg, Tr.
1875-76).
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Response to Proposed Finding No. 1049
The Proposed Finding is misleading in that it implies that Impax was required to perform
testing to meet the functional definition of “sustained release.” It was not Impax’s burden to
establish infringement. (CX5007 at 033 (¶ 62, n.92) (Hoxie Report)).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1050. Mr. Figg testified that Endo consequently had the stronger position on “sustained release”
infringement. (Figg, Tr. 1880-81).
Response to Proposed Finding No. 1050
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see CCF ¶ 1270). Despite having its
claim construction adopted by the court, the claim construction order posed potential problems
for Endo’s case. (Hoxie, Tr. 2668; see CCF ¶¶ 1284-1300). The evidence shows that Endo may
have faced difficulty proving infringement. (See CCF ¶¶ 1284-1288).
The Proposed Finding is misleading in that it implies that Impax was required to perform
testing to meet the functional definition of “sustained release.” It was not Impax’s burden to
establish infringement. (CX5007 at 033 (¶ 62, n.92) (Hoxie Report)).
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The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1051. A third infringement issue related to “homopolysaccharide gum,” a component necessary
to form a gel in the finished product. (Figg, Tr. 1881; see RX-261.0019 (not admitted or
cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1051
Complaint Counsel has no specific response.
1052. Endo’s experts contended that the relevant component in Impax’s oxymorphone ER
product was actually described in Endo’s patent. (RX-473.0005-06 (not admitted or cited
for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1052
The Proposed Finding is misleading to the extent that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1053. As a result, Mr. Figg opined that Endo was likely to prove infringement of the
homopolysaccharide gum technology as well. (Figg, Tr. 1883-84).
Response to Proposed Finding No. 1053
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see CCF ¶ 1270). Despite having its
claim construction adopted by the court, the claim construction order posed potential problems
for Endo’s case. (Hoxie, Tr. 2668; see CCF ¶¶ 1284-1300).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
c.

Endo Likely Would Have Demonstrated its Patents Were Valid

1054. In Hatch-Waxman litigation, generic companies must prove a patent is invalid by “clear
and convincing” evidence. (Figg, Tr. 1885; Hoxie, Tr. 2845).
Response to Proposed Finding No. 1054
Complaint Counsel has no specific response.
1055. Impax raised three arguments claiming that Endo’s patents were invalid: (1) the claims
were anticipated; (2) the claims were obvious; and (3) the claims were not supported by
an adequate written description. (RX-260.0021-38 (not admitted or cited for the truth of
the matters asserted therein); Figg, Tr. 1889).
Response to Proposed Finding No. 1055
Complaint Counsel has no specific response.
1056. Anticipation may invalidate a patent claim if there is an already-existing, publiclyavailable description of the elements of the challenged patent claim, arranged in the same
way. (Figg, Tr. 1889-90).
Response to Proposed Finding No. 1056
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Complaint Counsel has no specific response.
1057. Endo argued that to prove the hydrophobic material was anticipated, Impax had to prove
that a substance in the public domain inhibited water uptake in the same way as Endo’s
patent claim. But Impax did not test any of the formulations in the public domain to
demonstrate whether they inhibited water uptake. (Figg, Tr. 1895-96; Hoxie, Tr. 2846;
see RX-261.0026-29 (not admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1057
The Proposed Finding is misleading and incomplete. Endo’s infringement argument that
MCC served as the hydrophobic material in Impax’s product opened the door to a number of
prior art references that could have invalidated the relevant patents. MCC is a very commonly
used excipient, and is present in many drug formulations and patents. By opening the door to
more prior art, Endo was faced with the added difficulty of having to distinguish its patents over
even more prior art references to avoid invalidation. (CCF ¶¶ 1292-93).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1058. Mr. Figg consequently testified that Endo was likely to rebut claims of invalidity by
means of anticipation. (Figg, Tr. 1896).
Response to Proposed Finding No. 1058
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The undisputed evidence indicates that the outcome of the Impax-Endo patent litigation was
uncertain. (Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). Despite
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having its claim construction adopted by the court, the claim construction order posed potential
problems for Endo’s case. (Hoxie, Tr. 2668; CCF ¶¶ 1284-1300). In particular, the claim
construction of “hydrophobic material” posed potential problems for Endo’s ability to rebut
claims of invalidity by means of anticipation. (See CCF ¶¶ 1291-1293). Endo’s arguments that
MCC served as the hydrophobic material in Impax’s product opened the door to a number of
prior art references that could have invalidated the ’933 and ’456 patents because MCC is a very
commonly used excipient, and is present in many drug formulations and patents. (Hoxie, Tr.
2679-80; CX5007 at 035-36 (¶¶ 66-67) (Hoxie Report)). There is a significant amount of
literature, patents, and other information that could serve as prior art regarding its use. A patent
can be invalidated by as little as one prior art reference. (Hoxie, Tr. 2681). By opening the door
to more prior art, Endo was faced with the added difficulty of having to distinguish over even
more prior art references to avoid invalidation of the ’933 and ’456 patents. (Hoxie, Tr. 2681).
To distinguish the claims of the patents over the numerous prior art references disclosing
MCC, Endo argued that in the prior art, there was no experimental evidence to prove that MCC
was hydrophobic. (RX-261 at 0027 (Endo’s trial brief, in the Endo v. Impax patent litigation)
(admitted for the fact of the assertion, not for truth of the matter asserted); Hoxie, Tr. 2679-80;
CX5007 at 036-37 (¶ 68) (Hoxie Report)). This argument created inconsistencies in Endo’s case.
Thus, for purposes of assessing validity, Endo argued that the prior art did not show that MCC
was hydrophobic. But for purposes of proving infringement, Endo insisted that that the MCC in
Impax’s product was hydrophobic without firm proof. (Hoxie, Tr. 2679-81; CX5007 at 036-37
(¶¶ 67-68) (Hoxie Report)).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
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anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1059. The second invalidity issue, obviousness, prohibits a patentee from taking something
away from the public that, while not yet existing in literal form, would have been obvious
based on existing patents. (Figg, Tr. 1897).
Response to Proposed Finding No. 1059
The Proposed Finding is factually inaccurate and unsupported by the evidence cited. A
prior art reference for purposes of patent validity need not be an existing patent, but can be any
publicly available source of information. Mr. Figg never suggested that prior art was limited to
existing patents. (Figg, Tr. 1897 (“Obviousness is . . . if a claimed invention is something that . . .
would have been obvious over what the public already had . . .”)).
1060. Endo argued that Impax failed to advance evidence establishing that existing patents
described hydrophobic material and sustained release in a way similar to Endo’s patents.
(RX-261.0030-32 (not admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1060
Complaint Counsel has no specific response.
1061. Endo also argued that Opana ER had been a commercial success and met unfulfilled
needs, indicating that it was not obvious before Endo’s actions. (RX-261.0032-34 (not
admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1061
Complaint Counsel has no specific response.
1062. On the basis of these arguments, Mr. Figg opined that Endo was likely to prevail on the
obviousness issue. (Figg, Tr. 1898-99, 1900-01).
Response to Proposed Finding No. 1062
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The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). Despite having its
claim construction adopted by the court, the claim construction order posed potential problems
for Endo’s case. (Hoxie, Tr. 2668; CCF ¶¶ 1284-1300). In particular, the claim construction of
“hydrophobic material” posed potential problems for Endo’s ability to rebut claims of invalidity
on the basis of obviousness. (See CCF ¶¶ 1295-1298).
To overcome Impax’s obviousness claims, Endo argued that secondary indicia of
nonobviousness (also known as “secondary considerations”) supported the non-obviousness of
the claimed formulations. (Hoxie, Tr. 2683-84; Figg, Tr. 1899; RX-548 at 0023 (¶ 51) (Figg
Report); CX5007 at 037 (¶ 69) (Hoxie Report)). In particular, Endo relied on secondary
considerations that included commercial success of the invention and findings that the invention
satisfied a long-felt but unmet need. (Hoxie, Tr. 2683-84; Figg, Tr. 1899; RX-548 at 0023 (¶ 51)
(Figg Report); CX5007 at 037 (¶ 69) (Hoxie Report)).
For secondary considerations to be relevant there needs to be a nexus between proven
success of the product and the patented invention. But the patents do not mention oxymorphone,
the active ingredient of Opana ER, and the patents do not address any special problems or longfelt, unmet needs with regard to the administration of oxymorphone. (Hoxie, Tr. 2684; CX5007
at 037-39 (¶¶ 70-71) (Hoxie Report)). The examples in the patent are directed to formulations of
albuterol, a bronchodilator, which is chemically and therapeutically unrelated to oxymorphone,
the active ingredient of Opana ER. (Hoxie, Tr. 2684-86; CX5007 at 038-39 (¶ 71) (Hoxie
Report)).
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As a result, Endo may have encountered problems trying to “successfully rely on
secondary considerations or objective indicia of non-obviousness based on purported advantages
and success of its Opana ER formulation because, as Impax argued, the Opana ER formulation
was not the invention of the asserted patents.” (CX5007 at 037 (¶ 69) (Hoxie Report); Hoxie, Tr.
2684-86; RX-260 at 0035-36 (Impax’s pre-trial brief, in the Endo v. Impax patent litigation)
(admitted for the fact of the assertion, not for the truth of the matter asserted)). In fact, when
Endo filed the original NDA for Opana ER, and again when the product was approved, Endo was
required under 21 U.S.C. §355(a)(1) and 21 C.F.R. §314.53 to identify to the FDA all patents
covering the product. (CX5007 at 039 (¶ 72) (Hoxie Report)). But Endo did not identify the ’933
and ’456 patents in the original Orange Book listing for Opana ER. (CX2967 at 017 (June 25,
2007 ANDA for Oxymorphone HCl extended release tablets); Hoxie, Tr. 2684; CX5007 at 039
(¶ 72) (Hoxie Report)). Endo did not list the ’933 and ’456 patents in the Orange Book until after
Impax’s initial ANDA filing in June 2007. (JX-001 at 006-07 (¶¶ 9, 11); CX5007 at 039 (¶ 72)
(Hoxie Report)).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1063. The third invalidity issue, an adequate written description, relates to a patentee’s
obligation to provide full disclosure of its invention. (Figg, Tr. 1902).
Response to Proposed Finding No. 1063

462

PUBLIC

Complaint Counsel has no specific response.
1064. Impax challenged Endo’s written description of how long it would take from ingestion of
a tablet until there is maximum blood plasma concentration. (RX-260.0036-38 (not
admitted or cited for the truth of the matters asserted therein); RX-261.0035-36 (not
admitted or cited for the truth of the matters asserted therein)).
Response to Proposed Finding No. 1064
Complaint Counsel has no specific response.
1065. Endo argued that the range of time for maximum blood plasma concentration was
expressly disclosed in its patent application. (RX-261.0036 (not admitted or cited for the
truth of the matters asserted therein)).
Response to Proposed Finding No. 1065
Complaint Counsel has no specific response.
1066. For this reason, Mr. Figg opinioned that Endo was likely to prevail on the written
description issue of patent validity. (Figg, Tr. 1903-04).
Response to Proposed Finding No. 1066
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). In particular, Endo
may have faced difficulty in defending against Impax’s invalidity case on the basis of lack of
written description. (See CCF ¶¶ 1299-1300). Impax asserted that the ‘933 patent only disclose a
single study regarding the use of albuterol in the formulation. (RX-260 at 0036-38 (Impax’s pretrial brief, in the Endo v. Impax patent litigation) (admitted for the fact of the assertion, not for
truth of the matter asserted); CX5007 at 040 (¶ 75) (Hoxie Report); Hoxie, Tr. 2688-89; see also
CX5007 at 28 (¶¶ 53 n.65 and 54 n.66) (Hoxie Report) (the ’456 and the ’933 patents were titled
“Controlled Release Formulation (albuterol)” and “Controlled Release Formulation (Albuterol),”
respectively; RX-548 at 0014 (¶¶ 29-30) (Figg Report) (the ’933 and the ’456 patents were
issued in 1997 and 1999, respectively)). There is no discussion of other active ingredients.
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Because the pharmacokinetics of active ingredients depends on many properties, there is no
guarantee that non-albuterol active ingredients, including oxymorphone, would work in the same
way. (CX5007 at 040-41 (¶ 75) (Hoxie Report); Hoxie, Tr. 2688-89).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
***
1067. If Endo prevailed on just one of the infringement and validity claims, the District Court
would have issued an injunction preventing Impax from marketing its product until
Endo’s patents expired in September 2013. (Figg, Tr. 1871, 1904-05).
Response to Proposed Finding No. 1067
Complaint Counsel objects to the Proposed Finding as misleading, vague, and confusing.
The District Court could only issue a permanent injunction if it found that one of the patent
claims at issue was infringed and not invalid.
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
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1068. But Endo was more likely than not to prevail on every claim. (Figg, Tr. 1884, 1904).
Response to Proposed Finding No. 1068
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of the Impax-Endo patent litigation was uncertain.
(Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). Despite having its
claim construction adopted by the court, the claim construction order posed potential problems
for Endo’s case. (Hoxie, Tr. 2668; see also CCF ¶¶ 1284-1300). The evidence shows that Endo
may have faced difficulty proving infringement and defending against Impax’s invalidity claims.
(See Complaint Counsel’s Response to Proposed Finding Nos. 1039-1067; see also CCF ¶¶
1284-1300).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1069. Mr. Figg consequently testified that “[g]iven everything I’ve seen and factoring in my
evaluation or my assessment of how that patent litigation was likely to come out . . . I
think this was a very reasonable [settlement license] date for Impax to agree to. It
allowed them to get on the market eight months before these patents would expire.”
(Figg, Tr. 1927-28).
Response to Proposed Finding No. 1069
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The evidence indicates that the outcome of Impax-Endo patent litigation was uncertain. (Figg,
Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644; see also CCF ¶ 1270). Despite having its claim
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construction adopted by the court, the claim construction order posed potential problems for
Endo’s case. (Hoxie, Tr. 2668; see also CCF ¶¶ 1284-1300). The evidence shows that Endo may
have faced difficulty proving infringement and defending against Impax’s invalidity claims. (See
Complaint Counsel’s Response to Proposed Finding Nos. 1039-1067; see also CCF ¶¶ 12841300).
The Proposed Finding is also not supported by reliable evidence. Mr. Figg’s opinions
regarding what a reasonable litigant in Impax’s position would have believed or done do not rest
on a reliable or valid methodology. (See CCF ¶¶ 1370-74). Mr. Figg did not talk to anyone at
Impax about the merits of the patent case between Endo and Impax. (Figg, Tr. 1992-93). Nor did
Mr. Figg talk to Impax’s outside counsel that represented Impax in the underlying patent case.
(Figg, Tr. 1993). He did not consider or have access to the privileged materials or
communications of Endo or Impax when he was forming his opinions. (Figg, Tr. 1994). Mr. Figg
did not review the discovery record in the patent case between Impax and Endo that settled in
June 2010. (Figg, Tr. 1991-92). Respondent has offered no evidence of Impax’s actual views of
the patent litigation merits. Further, Mr. Figg’s opinions regarding the timing of the patent
litigation and any appeals had Impax not settled are not reliable. (See CCF ¶¶ 1375-78). And Mr.
Figg has no opinions about whether Endo paid Impax to accept the January 2013 entry date
(Figg, Tr. 1998), and no opinion about the reasonableness of any other potential entry on which
Endo and Impax could have agreed. (Figg, Tr. 2006).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
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the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1070. The SLA’s January 1, 2013, entry date did not represent a “delay of entry compared to
the date Impax could have reasonably expected to enter had it not settled.” (Figg, Tr.
1928).
Response to Proposed Finding No. 1070
The Proposed Finding is factually inaccurate, contrary to the weight of the evidence, not
supported by reliable evidence, and misleading for the reasons set forth in response to Proposed
Finding No. 1069. Mr. Figg did not offer an opinion about the reasonableness of any other
potential entry dates. (Figg, Tr. 2006). {

} (CCF ¶ 1359 (in camera)).
d.

All Other ANDA Filers Settled Similar Litigation

1071. As discussed above, Endo also sued Actavis and all other Opana ER ANDA filers,
alleging patent infringement of the ’456 and ’933 patents. (Snowden, Tr. 440).
Response to Proposed Finding No. 1071
Complaint Counsel has no specific response.
1072. Those ANDA filers—Actavis, Barr, Sandoz, Watson Labs, and Roxane Labs—were all
large sophisticated companies accustomed to patent litigation. (Figg, Tr. 1944-45).
Response to Proposed Finding No. 1072
Complaint Counsel objects to the terms “large” and “sophisticated,” and “accustomed to
patent litigation” as vague and not supported by the evidence cited. Complaint Counsel does not
dispute that the annual revenues of Actavis, Barr, Sandoz, Watson Labs, and Roxane Labs are
larger than some other pharmaceutical companies, but there is no foundation that Mr. Figg has

467

PUBLIC

knowledge regarding the size, sophistication, and patent litigation experience of each of these
pharmaceutical companies.
1073. Yet each ANDA filer settled its suit against Impax. (Snowden, Tr. 440; RX-441; RX442; RX-443; CX3192).
Response to Proposed Finding No. 1073
The Proposed Finding is factually inaccurate. There is no evidence that Impax settled any
lawsuits alleging infringement of the ’456 and ’933 patents with Actavis, Barr, Sandoz, Watson
Labs, and Roxane Labs.
Assuming that Respondent is referring to settlements between Endo and the other ANDA
filers, the Proposed Finding is misleading to the extent it implies that each company’s decision to
settle its lawsuit with Endo is evidence that Impax’s decision to settle its lawsuit with Endo was
“reasonable” or “prudent.” The other ANDA filers were positioned differently than Impax, and
as a result had different considerations and motivations to take into account in deciding whether
to settle. (Hoxie, Tr. 2857-58 (“[I]t's not a great result to clear the pathway for Impax, let Impax
take all the profits, and then you come in 180 days later with five other generics, so the market
opportunity for them was not -- was not great. So they didn't have the same motivation that
Impax had. They had maybe an opportunity to get a small piece of the market, but it wasn't a
great opportunity.”)).
Moreover, Endo’s settlements with the other ANDA filers support the conclusion that
Endo’s payment purchased Impax’s agreement to the January 2013 entry date. Endo settled
patent litigation relating to generic Opana ER with five companies other than Impax. None of the
five settlement agreements contained reverse payments to the relevant generic company. And
each of these five settlement agreements contained an entry date earlier than January 2013. (CCF
¶¶ 1447-52). These settlements therefore show the feasibility of a no-payment settlement with
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Impax and that introduction of a payment to Impax resulted in a settlement with a later entry
date. (CCF ¶ 1455).
The Proposed Finding is also inaccurate in that it suggests that the reasonableness of
Impax’s decision to enter into the SLA and the outcome of the underlying patent litigation is
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement. 133 S. Ct. at 2234-37. Instead, the relevant question is whether the
patent holder shared its monopoly profits to avoid the risk of competition. Actavis, 133 S. Ct. at
2236.
1074. The fact that each company decided to settle Endo’s ’456 and ’933 patent infringement
claims “reinforces the notion that it was probably a prudent decision for Impax to settle.”
(Figg, Tr. 1944-45).
Response to Proposed Finding No. 1074
The Proposed Finding is factually inaccurate for the reasons set forth in response to
Proposed Finding No. 1073.
2.

Even if Impax Prevailed in its Initial Litigation Against Endo, Impax
Could Not Have Launched Risk-Free Earlier than January 1, 2013

1075. If Impax had not settled with Endo and kept litigating the underlying patent suit, it likely
would have been tied up in litigation until 2013, even if it ultimately prevailed. Indeed,
following a trial, the parties would have had to wait for the District Court to issue
findings of fact, conclusions of law, and an order. Mr. Figg testified that it would take
four to five months after the trial concluded to receive the District Court’s decision.
(Figg, Tr. 1906-07).
Response to Proposed Finding No. 1075
The Proposed Finding is misleading and not supported by the weight of the evidence in
that it states that if Impax and Endo had continued with the underlying patent litigation, it would
not have concluded until 2013. Both Endo – prior to entering into the SLA – and Impax’s patent
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expert, Mr. Figg, estimated that the Federal Circuit could have ruled on an appeal in the patent
litigation by November 2011 or even earlier (CX2576 at 001 (Feb. 2010 internal Endo e-mail)
(“If [Impax] wait[s] for the appeal to play out, it will likely happen around June of next year.”);
Figg, Tr. 2033-34, 2044-45; CCF ¶ 371). Mr. Figg’s opinions suggesting that the patent litigation
and any appeals could have stretched into 2013 had Impax not settled are not reliable. (See CCF
¶¶ 1375-1378).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1076. This means that the earliest the parties could have expected a District Court decision was
November 2010. (Figg, Tr. 2027-28).
Response to Proposed Finding No. 1076
The Proposed Finding is misleading and is not supported by reliable evidence. Mr. Figg’s
opinion that the district court decision would come in November 2010 is based on a review of a
report of five district court trials in Hatch-Waxman cases in the District of New Jersey, but he
did not review the underlying facts or legal issues of any of those cases, and none of those cases
were presided over by the judge who presided over the Impax-Endo patent litigation that settled
in June 2010. (Figg, Tr. 2028-29). Mr. Figg did not conduct any research into how long it takes
Judge Hayden—who presided over the Impax-Endo patent litigation that settled in June 2010—
to decide Hatch-Waxman cases and did not review Judge Hayden’s case load in 2010. (Figg, Tr.
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2029-30). Mr. Figg has never litigated a Hatch-Waxman case through trial to judgment in the
District of New Jersey. (Figg, Tr. 2031-32).
Mr. Figg also concedes that it is possible that the judge presiding over the Impax-Endo
patent litigation could have ruled from the bench at the end of trial in mid-June 2010 (Figg, Tr.
2030), or issued an opinion in less than the estimated four to five months. (Figg, Tr. 1906-07; see
also Hoxie, Tr. 2860).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1077. But as Mr. Hoxie explained, judges can take “their own sweet time” in releasing opinions
in patent infringement cases. (Hoxie, Tr. 2860).
Response to Proposed Finding No. 1077
The Proposed Finding is misleading and incomplete. In the cited testimony, Mr. Hoxie
testified that while district court judges can take time releasing opinions in patent infringement
cases, “he has had cases where they – they issued the opinion literally from the bench at the end
of trial . . .” (Hoxie, Tr. 2860; see also CX4045 (Figg, Dep. at 230) (“I have acknowledged to
you that the Impax decision could have come earlier than I estimated . . .”); CX4043 (Hoxie,
Dep. at 154-55)).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
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anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1078. For instance, in one of Endo’s subsequent patent suits against Opana ER ANDA filers, it
took the district court nearly twelve months to issue a decision after trial. (Hoxie, Tr.
2867-68).
Response to Proposed Finding No. 1078
The Proposed Finding is misleading to the extent it implies that because it took a
different judge nearly twelve months to issue an opinion in another case, that it would have taken
a similar amount of time for the judge in the underlying patent litigation between Impax and
Endo to issue an opinion. As Mr. Hoxie explained: “So it depends a lot on the case and it
depends a lot on the judge, and I don't know that you can extrapolate from a case involving
different patents, different parties and a different judge in a different court to draw conclusions
about what would have happened or could have happened in this case.” (Hoxie, Tr. 2870-71).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1079. Whenever the District Court would have issued its decision in the Endo-Impax litigation,
an appeal was likely, and would take thirty days to docket in the Federal Circuit. (Figg,
Tr. 1908).
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Response to Proposed Finding No. 1079
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1080. The earliest the parties could have expected a decision from the Federal Circuit was
November 2011. (Figg, Tr. 1908-09).
Response to Proposed Finding No. 1080
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Endo’s internal documents indicate that prior to entering into the SLA, Endo expected that the
Federal Circuit could have ruled on an appeal in the patent litigation by around June of 2011.
(CX2576 at 001 (Feb. 2010 internal Endo e-mail) (“If [Impax] wait[s] for the appeal to play out,
it will likely happen around June of next year.”)). Mr. Figg also testified that he could not
exclude the possibility that the Federal Circuit decision could have been sooner than the fourth
quarter of 2011. (Figg, Tr. 2034).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
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relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1081. That estimate, however, is “very conservative” since the median time from docketing to
final decision was approximately 11 months in 2010 and 2011, and that takes into
account settlements and summary affirmances. (Figg, Tr. 1908-09).
Response to Proposed Finding No. 1081
The Proposed Finding is not based on reliable evidence. Mr. Figg’s opinion that Impax’s
hypothetical appeal of a loss in the district court would not likely have been decided until at least
the fourth quarter of 2011 is not reliable. Mr. Figg agreed that he cannot exclude the possibility
that the Federal Circuit decision could have been sooner than the fourth quarter of 2011. (Figg,
Tr. 2034; see also CCF ¶ 1376). Indeed, Endo expected that the Federal Circuit could have ruled
on an appeal in the patent litigation by around June of 2011. (CX2576 at 001 (Feb. 2010 internal
Endo e-mail) (“If [Impax] wait[s] for the appeal to play out, it will likely happen around June of
next year.”)). Moreover, Mr. Figg made no attempt to quantify the number of summary
affirmances or settlements, and thus has no basis to know how those events may affect (if at all)
the 11-month Federal Circuit statistics. (CX4045 (Figg, Dep. at 233-34)).
Complaint Counsel also objects to the use of the term “very conservative” as vague and
inconsistent with the opinion provided in Mr. Figg’s report. Mr. Figg opined in his report that the
time estimates were merely “conservative,” not “very conservative.” (RX-548 at 0037 (¶ 81)
(Figg Report)).
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
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relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1082. Indeed, the Federal Circuit is generous with briefing extensions, which increases the time
it takes to receive a decision. (Figg, Tr. 1909-10).
Response to Proposed Finding No. 1082
The Proposed Finding is misleading insofar as it suggests that because the Federal Circuit
may be generous with briefing extensions, that would have increased the time it would take the
Federal Circuit to issue an opinion beyond November 2011. Mr. Figg explained that his
November 2011 opinion is based “primarily on statistics that the Federal Circuit itself keeps.”
(Figg, Tr. 1908-09). Those statistics would necessarily incorporate any briefing extensions.
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1083. It was possible that the Federal Circuit would not have issued a decision until long after
November 2011. (Figg, Tr. 1908-09; Hoxie, Tr. 2865).
Response to Proposed Finding No. 1083
The Proposed Finding is incomplete. It is also possible that the Federal Circuit would
have issued an opinion before November 2011, as Endo had estimated in contemporaneous
documents. (CX2576 at 001 (Feb. 2010 internal Endo e-mail) (“If [Impax] wait[s] for the appeal
to play out, it will likely happen around June of next year.”)). Mr. Figg also testified that he
could not exclude the possibility that the Federal Circuit decision could have been sooner than
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the fourth quarter of 2011. (Figg, Tr. 2034). The Proposed Finding is also inaccurate in that it
suggests that the outcome of the underlying patent litigation is determinative of whether the
Impax-Endo Settlement Agreement is anticompetitive under the rule of reason. As the Supreme
Court explained in Actavis, proving anticompetitive effect does not require litigating the
underlying patent claims or reconstructing the hypothetical world absent the challenged
agreement. 133 S. Ct. at 2234-37. Instead, the relevant question is whether the patent holder
shared its monopoly profits to avoid the risk of competition. Actavis, 133 S. Ct. at 2236.
1084. But the earliest Impax could theoretically have launched free from risk would have been
some point in November 2011. (Figg, Tr. 1911).
Response to Proposed Finding No. 1084
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Impax’s patent expert, Mr. Figg, cannot exclude the possibility that the Federal Circuit decision
could have been sooner than the fourth quarter of 2011. (Figg, Tr. 2034; see also CCF ¶ 1376).
Prior to entering into the SLA, Endo expected that the Federal Circuit could have ruled on an
appeal in the patent litigation by around June of 2011. (CX2576 at 001 (Feb. 2010 internal Endo
e-mail) (“If [Impax] wait[s] for the appeal to play out, it will likely happen around June of next
year.”)).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
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1085. If Impax had lost at the trial level, the Federal Circuit appeal likely would have focused
on the trial court’s claim construction ruling, in part because Impax would have had
“substantial arguments” regarding that ruling on appeal. (Hoxie, Tr. 2694; see Figg, Tr.
1911-12).
Response to Proposed Finding No. 1085
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1086. This means that even if Impax prevailed on appeal, the Federal Circuit likely would have
remanded the case to the trial court. (Figg, Tr. 1911-12).
Response to Proposed Finding No. 1086
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
In the event that Impax lost at the district court level, appealed, and prevailed on appeal, in the
worst case scenario, the Federal Circuit may have remanded the case to the trial court for a full
trial. (CX5007 at 044 (¶ 81) (Hoxie Report); Hoxie, Tr. 2700-01). But there is no basis for
expecting that this worst case scenario would come to fruition. Remand is more likely when a
case goes up on a narrow issue and the record is not fully developed or in a jury trial, where the
factual findings and basis for the decision are not explicit. In a case like this, after a full bench
trial, with detailed findings of fact and conclusions of law addressing validity and infringement, a
remand would be unlikely because the appellate court should have all the information and would
most likely be in a position to decide all the issues. (CX5007 at 044 (¶ 81) (Hoxie Report)).
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Mr. Figg’s opinion that a win for Impax in its hypothetical appeal of the district court
decision would have likely resulted in a remand rather than a reversal is not reliable. He did not
conduct any analysis in his report of the rate at which the Federal Circuit reverses claim
construction proceedings and then remands the case. (Figg, Tr. 2035). For this opinion, Mr. Figg
relied on the fact that a colleague at his law firm could not find a case in which the Federal
Circuit reversed a claim construction decision and proceeded to decide the issues without a
remand. (Figg, Tr. 2035-37). But there are examples of cases in which the Federal Circuit
reversed a claim construction ruling and ordered entry of judgment without a remand for further
proceedings. (Figg, Tr. 2037-42). Mr. Figg concedes that if there had been no remand, then there
could have been a final decision in the patent litigation between Impax and Endo by November
2011. (Figg, Tr. 2044-45).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1087. As Mr. Figg explained, a remand would have been highly likely if Impax prevailed on
appeal because the parties would need to dispute infringement and validity under Impax’s
construction of the claims. Given the trial court’s claim construction ruling in favor
Endo, Endo never developed a record that Impax infringed its patents under Impax’s
construction of the claims. And absent a record on the issue of infringement and validity,
the Federal Circuit would not decide the issue in the first instance, leaving that task to the
trial court. (Figg, Tr. 1912-13).
Response to Proposed Finding No. 1087
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The Proposed Finding is inaccurate and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 1086.
1088. The need for remand proceedings would have further delayed a risk-free launch between
six and eighteen months, with remand proceedings likely taking close to eighteen months.
(Figg, Tr. 1914-15).
Response to Proposed Finding No. 1088
The Proposed Finding is inaccurate and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding No. 1086.
1089. Mr. Figg consequently concluded that even if Impax could have prevailed against Endo
in the underlying patent litigation, it would not have done so until after January 1, 2013,
the date the parties agreed to in their settlement agreement. (Figg, Tr. 1927, 1973).
Response to Proposed Finding No. 1089
The Proposed Finding is inaccurate and contrary to the weight of the evidence for the
reasons set forth in response to Proposed Finding Nos. 1075 and 1086. The Proposed Finding is
also not supported by the evidence cited. In his testimony, Mr. Figg merely suggests that, even if
Impax prevailed, it would not have been able to launch until “close” to January 2013. (Figg, Tr.
1973). He does not opine that, under such circumstances, Impax would not have launched “until
after” January 1, 2013. (Figg, Tr. 1973).
The Proposed Finding is also not supported by reliable evidence. Mr. Figg acknowledges
that “much of what [he’s] opining about was fraught with uncertainty” and assessing the timing
of litigation decisions involves an amount of unpredictability. (CX4045 (Figg, Dep. at 115,
222)). As such, Mr. Figg opined that a wide variety of litigation timelines would have been
“reasonable” for Impax to expect for the remand proceedings, including an assumption that the
proceedings would take as few as 6 months. (RX-548 at 0038-39 (¶¶ 83-84) (Figg Report); see
also Figg, Tr. 1914). Thus, it would have been reasonable for Impax to expect that, even if the
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Federal Circuit remanded, it could have prevailed in the underlying litigation by May 2012. (RX548 at 0038-39 (¶¶ 83-84) (Figg Report)).
1090. If Impax had lost at the Federal Circuit, however, it would be enjoined and would not
have been able to launch its oxymorphone ER product until September 2013 at the
earliest. (Figg, Tr. 1973).
Response to Proposed Finding No. 1090
The Proposed Finding is inaccurate in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1091. Taken together, Mr. Figg explained that Impax’s decision to settle with Endo for a
January 1, 2013, entry date was “a very reasonable and prudent decision” because it “got
them on the market eight months before the patent[s] expired,” Impax “avoided the
uncertainty that remained in the patent litigation,” and Impax was able to launch at
roughly the same time they would have “if they had prevailed in everything” in the initial
litigation. (Figg, Tr. 1976; see Hoxie, Tr. 2665, 2753 (patent litigation is uncertain)).
Response to Proposed Finding No. 1091
The Proposed Finding is not supported by reliable evidence. Mr. Figg’s opinions
regarding what a reasonable litigant in Impax’s position would have believed or done do not rest
on a reliable or valid methodology. (See CCF ¶¶ 1370-74). Mr. Figg did not talk to anyone at
Impax about the merits of the patent case between Endo and Impax. (Figg, Tr. 1992-93). Nor did
Mr. Figg talk to Impax’s outside counsel that represented Impax in the underlying patent case.
(Figg, Tr. 1993). He did not consider or have access to the privileged materials or
communications of Endo or Impax when he was forming his opinions. (Figg, Tr. 1994). Mr. Figg
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did not review the discovery record in the patent case between Impax and Endo that settled in
June 2010. (Figg, Tr. 1991-92). Respondent has offered no evidence of Impax’s actual views of
the patent litigation merits. Further, Mr. Figg’s opinions regarding the timing of the patent
litigation and any appeals had Impax not settled are not reliable. (See CCF ¶¶ 1375-78). And Mr.
Figg has no opinions about whether Endo paid Impax to accept the January 2013 entry date
(Figg, Tr. 1998), and no opinion about the reasonableness of any other potential entry date on
which Endo and Impax could have agreed (Figg, Tr. 2006).
Second, the Proposed Finding makes no sense. If it were true that Impax could not have
entered prior to January 2013, then it means that “Endo made a charitable contribution to Impax
by paying Impax over $100 million AND allowing Impax to enter earlier than otherwise would
have been likely.” (CX5004 at 059-60 (¶ 125) (Noll Report); Noll, Tr. 1487-88; CCF ¶ 1310). It
is also inconsistent with the facts. (CCF ¶¶ 1311-27). Mr. Figg does not explain why, if the
settlement accelerated entry of generic oxymorphone ER, Endo paid so much to reach an
agreement that reduced the duration of the period in which they could have profited from a
continued patent monopoly. Nor does Mr. Figg address why Endo agreed to such a bad deal
when it could have achieved a better outcome by spending a few million dollars more on
litigating patent infringement claims against Impax. (CX5004 at 066-67 (¶ 141) (Noll Rebuttal
Report); CCF ¶ 1330).
Quite simply, Mr. Figg has no answer to the question of why Endo paid so much to settle
an infringement case on worse terms than Mr. Figg claims that Endo could have expected to
achieve had they just continued to litigate the infringement case to conclusion. The answer is that
the only plausible explanation for why Endo entered into a reverse-payment settlement that cost
Endo over $100 million dollars is that the agreement enabled Endo to eliminate the possibility of
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generic entry until eight months before the expiration of the patents at issue in the infringement
case. (CX5004 at 066-67 (¶ 141) (Noll Rebuttal Report); CCF ¶ 1331).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
3.

Even if Impax Prevailed in its Initial Litigation Against Endo, Impax
Would Now be Enjoined from Selling Oxymorphone ER

1092. As noted above, after entering the Settlement and License Agreement, Endo obtained
additional patents and patent licenses that it has asserted cover both original and
reformulated Opana ER. (JX-001-012 (¶ 55) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity)).
Response to Proposed Finding No. 1092
The Proposed Finding is misleading insofar as it suggests that Endo’s acquisition of
patents subsequent to entering into the Impax-Endo Settlement Agreement is determinative of
whether such an agreement is anticompetitive under the rule of reason. At the time of the ImpaxEndo Settlement Agreement, it was uncertain whether any new patents would issue that Endo
might claim as covering Impax’s generic Opana ER product. (CX3455 at 022-23 (Sep. 19, 2013
Endo v. Actavis transcript) (“Nobody knew for sure whether these patents were going to issue . . .
The Patent Office may never have issued the patents.”)). Furthermore, as the Supreme Court
explained in Actavis, these subsequent patents may or may not be valid. 133 S. Ct. at 2230.
Proving anticompetitive effect does not require litigating the underlying patent claims or
reconstructing the hypothetical world absent the challenged agreement. Actavis, 133 S. Ct. at
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2234-37. Instead, the relevant question is whether Endo shared its monopoly profits with Impax
to avoid the risk of competition. Actavis, 133 S. Ct at 2236.
1093. This real world behavior demonstrates that Endo had economic incentives to be “very
assiduous about acquiring and asserting more patents against all the ANDA filers on
original and reformulated Opana ER. It got its own patents as well as acquired patents
from others and asserted them against the generic companies.” (Addanki, Tr. 2360; see
also Addanki, Tr. 2374).
Response to Proposed Finding No. 1093
The Proposed Finding is misleading insofar as it suggests that Endo’s acquisition of
patents subsequent to entering into the Impax-Endo Settlement Agreement is determinative of
whether such an agreement is anticompetitive under the rule of reason. At the time of the ImpaxEndo Settlement Agreement, it was uncertain whether any new patents would issue that Endo
might claim as covering Impax’s generic Opana ER product. (CX3455 at 022-23 (Sep. 19, 2013
Endo v. Actavis transcript) (“Nobody knew for sure whether these patents were going to issue . . .
The Patent Office may never have issued the patents.”)). Furthermore, as the Supreme Court
explained in Actavis, these subsequent patents may or may not be valid. 133 S. Ct. at 2230.
Proving anticompetitive effect does not require litigating the underlying patent claims or
reconstructing the hypothetical world absent the challenged agreement. Actavis, 133 S. Ct. at
2234-37. Instead, the relevant question is whether Endo shared its monopoly profits with Impax
to avoid the risk of competition. Actavis, 133 S. Ct at 2236.
The Proposed Finding is not supported by any reliable evidence to the extent it suggests
that, in a world without the settlement agreement, sellers of the subsequent patents would have
had the same incentive to sell the patents exclusively to Endo. (CCF ¶ 1027). The only support for
this statement is Dr. Addanki’s testimony, which is based on pure speculation. The patents could
have later been acquired by Impax, Endo, or some third party. (See Hoxie, Tr. 2882; CCF ¶ 1027).
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There are also various scenarios in which Endo could have been unable or unwilling to assert
additional patents if Impax had won the underlying patent litigation. (CCF ¶¶ 1027, 1396).
The Proposed Finding is also misleading and incomplete insofar as it suggests that Endo’s
acquisition of patents subsequent to the Impax-Endo Settlement Agreement would have enjoined
Impax from selling generic oxymorphone ER before January 2013. Undisputed evidence shows
that it was possible that the underlying patent litigation between Endo and Impax would be
resolved as early as the second half of 2011. (CCF ¶ 1026). Even Impax’s experts agree that
Impax could have launched free and clear of any patent risk in the second half of 2011, well
before January of 2013. (CCF ¶ 1026). Since Impax would have made a “substantial portion” –
perhaps even most – of its money during its initial six-month exclusivity period (Koch, Tr. 23233), it could have withdrawn its product when these patents issued and faced no liability for
damages. (Hoxie, Tr. 2707 (“[W]hat would have made sense for Impax would have been to
launch before the new patents issued . . . if problems arose, then get off when problems arose,
because they can’t be sued for patent infringement before the patents issue.”)).
1094. Indeed, even if Impax had won the initial litigation in November 2011, Impax likely
would not have been able to launch risk-free because (1) the Johnson Matthey patent that
was later acquired by Endo had issued at the end of 2010; (2) Endo was on notice of that
patent as early as 2009; and (3) Endo would have had incentive to acquire the Johnson
Matthey patent earlier in the but-for world than it did in the actual world. (Addanki, Tr.
2362-63, 2374-75; RX-102.0003).
Response to Proposed Finding No. 1094
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1093.
The Proposed Finding is also misleading and incomplete insofar as it suggests that Impax
definitively would not have launched generic oxymorphone ER at-risk. Impax’s CEO, Dr. Hsu,
was “absolutely” considering an at-risk oxymorphone ER launch in 2010. (CX4014 (Hsu, IHT at
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130)). In fact, Impax wanted to launch its generic oxymorphone ER “as early as possible” to
ensure that it would enjoy its first-filer exclusivity. (CCF ¶¶ 121-26). Impax was aware that
delaying a launch beyond June 2010 could mean lost or delayed sales for oxymorphone ER.
(CX0505 at 001 (May 14, 2010 Impax email chain) (“the cost of Jan ’11 is lost/delayed sales—
you know what they [s]ay about a bird in the hand. . . ”)). There is no evidence to suggest that
Endo’s subsequent patent acquisitions would have altered Impax’s financial incentives to
maximize the value of its first-filer exclusivity.
The Proposed Finding is not supported by any reliable evidence to the extent it suggests
that, in a world without the settlement, Endo would have acquired the Johnson Matthey patent
earlier than it did in March 2012. The only support for this statement is Dr. Addanki’s testimony,
which is based on pure speculation. Moreover, because the Johnson Matthey patent was not
owned by Endo at the time of the Impax-Endo Settlement Agreement, the patent could have later
been acquired by Impax, Endo, or some third party. (See Hoxie, Tr. 2882; CCF ¶ 1027). Finally,
the Johnson Matthey patent was partially invalidated in 2013 following interference proceedings
with the ’779 patent, owned by Mallinckrodt. (Snowden, Tr. 444). As such, it is unclear if the
patent would or could have prevented Impax from launching generic oxymorphone ER. (See
Figg, Tr. 1949-50 (the interference “resulted in the cancellation of the claims of the ’482
patent”)).
1095. Additionally, in August 2015, the U.S. District Court for the Southern District of New
York held that Endo’s later-acquired ’122 and ’216 patents were not invalid and were
infringed by other companies’ generic versions of original Opana ER, but not by Impax’s
product, and by generic versions of reformulated Opana ER, including Impax’s. (JX001-013 (¶ 62) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity);
Snowden, Tr. 441, 445-46).
Response to Proposed Finding No. 1095
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The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1092.
The Proposed Finding is also misleading insofar as it suggests that the reverse payment
was necessary for Impax to receive a license to patents that had not yet issued. It was not. This
license was requested by, and had value for Impax. It would make no sense that the reverse
payment was necessary to induce Impax to accept the license that it wanted and would benefit
from. (CCF ¶¶ 1457-59).
The Proposed Finding is also incomplete. The license Impax received did not ensure
freedom to operate. Instead, it left Impax exposed to considerable risk, uncertainty, and expense.
(CCF ¶¶ 1415-30). In fact, on May 4, 2016, Endo filed a suit against Impax in New Jersey,
alleging that Impax was in breach of the SLA with respect to three new patents – the ’122, the
’216 and the ’737 patents – all pending applications at the time Endo and Impax entered into the
SLA. (CX2976 at 001, 009 (Endo v. Impax, complaint) (admitted for the fact the complaint was
filed, not truth of the matter asserted)). On October 31, 2016, Endo provided Impax notice of
termination of the SLA due to what Endo characterized as Impax’s material breach of the
agreement. (CX2944 at 002 (Oct. 31, 2016 email chain attaching letter from Endo to Impax re:
notice of termination of the license agreement)). Endo requested that Impax immediately cease
sales of what it characterized as Impax’s infringing generic Opana ER product. (CX2944 at 003
(notifying Impax that “there is no legitimate dispute that Impax’s current Opana ER generic
tablets infringe Endo’s patents” and demanding that “Impax should therefore honor Endo’s
patent rights and immediately cease all sales of those infringing tablets”)).
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The Proposed Finding is also incomplete because the U.S. District Court for the Southern
District of New York’s ruling is currently on appeal to the Federal Circuit. (JX-001 at 013 (¶ 62);
Snowden, Tr. 493).
1096. The court issued an injunction barring all defendants except Impax from selling their
generic versions of original Opana ER until 2023. The ruling is currently on appeal to
the Federal Circuit. (JX-001-013 (¶ 62) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).
Response to Proposed Finding No. 1096
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092 and 1095.
1097. In October 2016, the U.S. District Court for the District of Delaware held that Endo’s
later-acquired ’779 patent was not invalid and was infringed by a generic version of
reformulated Opana ER. The ruling is currently on appeal to the Federal Circuit. (JX001-013 (¶ 64) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity); see
Snowden, Tr. 441-42).
Response to Proposed Finding No. 1097
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1092.
The Proposed Finding is also incomplete because there is no evidence that sellers of the
subsequent patents would obtain the greatest value by selling exclusively to Endo. (CCF ¶ 1027).
In fact, because the patent was not owned by Endo at the time of the Impax-Endo Settlement
Agreement, the patent could have later been acquired by Impax, Endo, or some third party. (See
Hoxie, Tr. 2882). Additionally, it is possible that the patent holder would obtain greater value by
licensing the patents to both Endo and Impax, rather than to Endo alone. (CCF ¶ 1027).
Moreover, if Endo was confident that it could keep Impax off the market with after-acquired
patents, it would have had no reason to pay Impax $112 million under the Impax-Endo
Settlement Agreement. (Noll, Tr. 1487-88).
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1098. In fact, the defendants in the District of Delaware litigation stipulated that their generic
versions of Opana ER infringed the ’779 patent. (Figg, Tr. 1965).
Response to Proposed Finding No. 1098
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092 and 1097.
The Proposed Finding is also not supported by the evidence cited. Mr. Figg does not
testify about any defendants’ stipulation in the ‘779 patent litigation. (Figg, Tr. 1965). Mr. Figg
merely states that infringement “was not an issue” in the litigation and the Defendants, instead,
argued that the patents were invalid. (Figg, Tr. 1965).
1099. The ’779 patent expires in 2029, which means that no generic ANDA filer can sell their
generic Opana ER products until 2029. (Snowden, Tr. 451; Figg, Tr. 1965-66; see
CX3255).
Response to Proposed Finding No. 1099
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092 and 1097.
The Proposed Finding is also not supported by the evidence cited. Neither Ms. Snowden
nor Mr. Figg offer an opinion on how the appeal regarding the ’779 patent will turn out.
(Snowden, Tr. 451, 493; Figg, Tr. 1965-66, 2050). Like all on-going litigations, the outcome of
this appellate litigation is uncertain. (See Hoxie, Tr. 2665).
1100. Thus, even in an alternative “but-for” world in which Impax prevailed in its initial patent
suit against Endo, it would have needed to prevail against Endo’s additional patent claims
in order to launch and continue selling oxymorphone ER risk free. (Figg, Tr. 1951, 196364).
Response to Proposed Finding No. 1100
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1095, and 1097.
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The Proposed Finding is also misleading and incomplete insofar as it suggests that Impax
definitively would not have launched generic oxymorphone ER at-risk. Impax’s CEO, Dr. Hsu,
was “absolutely” considering an at-risk oxymorphone ER launch in 2010. (CX4014 (Hsu, IHT at
130)). In fact, Impax wanted to launch its generic oxymorphone ER “as early as possible” to
ensure that it would enjoy its first-filer exclusivity. (CX4030 (Hsu, Dep. at 28); CCF ¶¶ 121-26).
Impax was aware that delaying a launch beyond June 2010 could mean lost or delayed sales for
oxymorphone ER. (CX0505 at 001 (May 14, 2010 email) (“the cost of Jan ’11 is lost/delayed
sales—you know what they [s]ay about a bird in the hand. . . .”)). There is no evidence to suggest
that Endo’s subsequent patent acquisitions would have altered Impax’s financial incentives to
maximize the value of its first-filer exclusivity.
1101. But no generic manufacturer has been able to overcome Endo’s patent portfolio. This
indicates that absent the broad patent license found in the SLA, Impax’s oxymorphone
ER product likely would be enjoined today like every other generic oxymorphone ER
product. (Figg, Tr. 1975-76).
Response to Proposed Finding No. 1101
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1095, 1097 and 1100.
1102. As Mr. Figg explained, had Impax continued to litigate against Endo, “Impax wouldn’t
be on the market in the foreseeable future” because multiple court decisions have
enjoined all other ANDA filers until 2023 and 2029. (Figg, Tr. 1972).
Response to Proposed Finding No. 1102
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1095, 1097 and 1100.
The Proposed Finding is also misleading and incomplete as Mr. Figg did not offer an
opinion on how the appeals for the patent litigations will turn out. (Figg, Tr. 1965-66, 2050).
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Like all on-going litigations, the outcome of this appellate litigation is uncertain. (See Hoxie, Tr.
2665).
1103. But even if Impax could have prevailed in each of Endo’s many subsequent patent suits,
Impax would still have needed to litigate against Endo for years (including until today).
(Addanki, Tr. 2360; Figg, Tr. 1951, 1963-64).
Response to Proposed Finding No. 1103
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1095, 1097 and 1100.
1104. “Endo and Impax would have been embroiled in continuing patent litigation” until well
beyond January 2013 absent the settlement. (Addanki, Tr. 2376-77).
Response to Proposed Finding No. 1104
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1095, 1097 and 1100.
1105. That years-long involvement in high-stakes litigation is itself relevant. As Dr. Addanki
testified, “regardless of who would have won the litigation ultimately, it was the process
of being involved in the litigation and having to consider launching at risk” that was
relevant in keeping Impax from launching risk-free any time before January 1, 2013.
(Addanki, Tr. 2497).
Response to Proposed Finding No. 1105
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1092, 1094, and 1100.
4.

Complaint Counsel’s Patent Expert Offers No Evidence that Impax
Would Have Launched Before January 2013 Had Impax Continued to
Litigate
a.

No Opinions Regarding Likely Litigation Outcomes

1106. Complaint Counsel’s patent expert, Thomas Hoxie, does not offer any opinion on the
ultimate outcome of the Endo-Impax litigation. (Hoxie, Tr. 2751-52).
Response to Proposed Finding No. 1106

490

PUBLIC

The Proposed Finding is misleading in that it suggests that the outcome of the underlying
patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
The Proposed Finding is also factually inaccurate. Mr. Hoxie opined that the ultimate
outcome of the underlying patent litigation on the ’456 and ’933 patents was uncertain. (CCF ¶
1270). Mr. Hoxie further opined that, even after the court’s claim construction, the outcome of
the ’456 and ’933 patent litigation remained uncertain. (Hoxie, Tr. 2693-94 (testifying that the
outcome of the patent litigation could not be predicted after the claim construction)). Despite
having its claim construction adopted by the court, the claim construction order posed potential
problems for Endo’s case. (Hoxie, Tr. 2668; CCF ¶¶ 1282, 1284-1300). The evidence shows that
Endo may have faced difficulty proving infringement. (CCF ¶¶ 1284-1288). The evidence shows
that Endo may have faced difficulty defending against Impax’s invalidity case. (CCF ¶¶ 12891300). Impax’s patent expert, Mr. Figg agrees that “the ultimate outcome at the trial level of the
Endo and Impax patent litigation [was] uncertain.” (Figg, Tr. 2007).
1107. Mr. Hoxie does not offer any opinion on the strength of either party’s litigation positions
before the claim construction hearing. (Hoxie, Tr. 2835).
Response to Proposed Finding No. 1107
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1106.
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The Proposed Finding is also misleading and incomplete. Impax’s expert, Mr. Figg, does
not offer any opinions as to whether, in 2010, Endo’s patents were valid or invalid. (Figg, Tr.
1995). Mr. Figg also does not offer any opinion on whether Impax was going to win or lose the
patent case with Endo. (CX4045 (Figg, Dep. at 147)).
1108. With respect to litigation after the District Court issued its claim construction ruling, Mr.
Hoxie did not calculate the probability that Endo would have won the patent litigation.
(Hoxie, Tr. 2752-53).
Response to Proposed Finding No. 1108
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1106.
The Proposed Finding is also misleading and incomplete. Impax’s expert, Mr. Figg, uses
terms like “likely” and “more likely than not” in his expert report, but he does not assign any
probability percentage to those words and did not have a specific percentage of probability in
mind. (Figg, Tr. 2011-12).
1109. Nor did Mr. Hoxie opine that Impax would have won the patent litigation against Endo.
(Hoxie, Tr. 2693).
Response to Proposed Finding No. 1109
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding Nos. 1106 and 1108.
1110. Mr. Hoxie does not offer an opinion regarding which party would have prevailed on
issues of infringement. (Hoxie, Tr. 2841).
Response to Proposed Finding No. 1110
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding Nos. 1106 and 1108.
1111. Mr. Hoxie does not offer an opinion about which party would have prevailed on the issue
of invalidity. He opined only that Impax’s arguments could have made it more difficult
for Endo to prevail. (Hoxie, Tr. 2845).

492

PUBLIC

Response to Proposed Finding No. 1111
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding Nos. 1106 and 1108.
1112. Mr. Hoxie does not offer any opinions about whether the claims in the patents were
obvious or how a court was likely to resolve the issue of invalidity by means of written
description. (Hoxie, Tr. 2852).
Response to Proposed Finding No. 1112
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding Nos. 1106 and 1108. In addition, Mr. Hoxie opined that the claim construction order
raised issues for Endo’s defense against Impax’s invalidity case on the basis of obviousness.
(CCF ¶¶ 1295-1298). Mr. Hoxie also opined that Endo may have faced difficulty in defending
against Impax’s invalidity case on the basis of lack of written description. (CCF ¶ 1300).
1113. With respect to an appeal to the Federal Circuit, Mr. Hoxie again offered no opinion with
respect to how the Federal Circuit would have ruled. (Hoxie, Tr. 2694).
Response to Proposed Finding No. 1113
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1106.
1114. Mr. Hoxie conceded, however, that for Impax to avoid an injunction, Impax would have
needed to prevail against every claim at issue at every stage of litigation. (Hoxie, Tr.
2835).
Response to Proposed Finding No. 1114
The Proposed Finding is misleading and incomplete. At all times, Endo had the burden to
prove infringement by a preponderance of the evidence. (CX5007 at 029, 033 (¶¶ 59, 62) (Hoxie
Report)). If Endo was unable to prove infringement, then the Court could not issue an injunction.
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
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anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
b.

Mr. Hoxie Generally Accepts the Timing of Patent Litigation

1115. Mr. Hoxie testified that he did not “have any dispute” with the estimates advanced by Mr.
Figg regarding the timing of patent litigation because “each of those individual steps are,
you know, fair, reasonable, conservative average estimates.” (Hoxie, Tr. 2860-61).
Response to Proposed Finding No. 1115
The Proposed Finding is misleading and incomplete. Mr. Hoxie agrees that each of the
individual steps in Mr. Figg’s patent litigation timing is a reasonable estimate. But Mr. Hoxie
opined that Mr. Figg’s assessment is a worst case scenario, and disputes that each of those steps
would be required. (Hoxie, Tr. 2860-61; CX 5007 at 42 (¶ 81) (Hoxie Report)). In particular, Mr.
Hoxie questions Mr. Figg’s assumption that, even if Impax were to prevail at the Federal Circuit,
that the resolution of the case would require a lengthy remand process. (Hoxie, Tr. 2863). In Mr.
Hoxie’s view, Mr. Figg does not consider other more likely scenarios, including that Impax
might launch at-risk at some point prior to resolution of the patent litigation. (Hoxie, Tr. 2861;
CX 5007 at 42 (¶¶ 82-83) (Hoxie Report)). Indeed, if Endo truly believed, as Mr. Figg opines,
that the Impax would not launch at risk and that the litigation would not be resolved until 2013,
then Endo had no reason to guarantee Impax’s entry in January 2013, and to pay Impax to accept
that entry date. (CX5007 at 42 (¶ 83) (Hoxie Report)).
The Proposed Finding is also misleading in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
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anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1116. Mr. Hoxie, agreed, for instance, that the time between docketing of an appeal and
receiving a decision from the Federal Circuit would take roughly one year, but could take
longer. (Hoxie, Tr. 2865).
Response to Proposed Finding No. 1116
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1115.
The Proposed Finding is also incomplete because Mr. Figg testified that he could not
exclude the possibility that receiving a decision from the Federal Circuit could also take less than
one year, and thus could have been obtained in the Impax-Endo patent litigation sooner than the
fourth quarter of 2011. (Figg, Tr. 2034).
1117. Mr. Hoxie also agreed that district court opinions can take even longer than the estimates
advanced by Mr. Figg. (Hoxie, Tr. 2868).
Response to Proposed Finding No. 1117
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1115. The Proposed Finding is also incomplete because Mr. Figg concedes that the
judge presiding over the Impax-Endo patent litigation could have ruled from the bench at the end
of the trial in mid-June. (Figg, Tr. 2030).
1118. Mr. Hoxie’s sole disagreement on the likely timing of the Endo-Impax litigation is
whether a remand would be necessary. (Hoxie, Tr. 2864).
Response to Proposed Finding No. 1118
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding Nos. 1115, 1116, and 1117.
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The Proposed Finding is also factually inaccurate and contrary to the weight of the
evidence. Mr. Hoxie testified that there are “lots of issues that could… influence the timing for [a
patent litigation] decision positively or negatively,” all of which were not addressed by Mr.
Figg’s timing estimates. (CX4043 (Hoxie, Dep. at 176); CCF ¶ 1375). Thus, Mr. Hoxie does not
agree with Mr. Figg’s timing assumption that the patent litigation would hold up a launch until,
potentially, mid-2013. (Hoxie, Tr. 2863; see also CCF ¶¶ 1375-78).
1119. Mr. Hoxie admitted, however, that a remand “was a possibility.” (Hoxie, Tr. 2864). Mr.
Hoxie does not agree with Mr. Figg’s timing assumption that the patent litigation would
hold up a launch until, potentially, mid-2013. (Hoxie, Tr. 2863; see also CCF ¶¶ 137578).
Response to Proposed Finding No. 1119
The Proposed Finding is misleading for the reasons stated in response to Proposed
Finding No. 1115.
The Proposed Finding is also incomplete. A remand was only a possibility if Impax had
lost the district court case and if additional findings of fact requirements remained outstanding.
(Hoxie, Tr. 2864). Mr. Hoxie testified that “nobody could possibly know that [a remand would
be required] without the district court decision and the Federal Circuit decision,” neither of
which occurred in the underlying patent litigation. (Hoxie, Tr. 2863-64). Furthermore, there is no
basis for expecting the worst case scenario—that the Federal Circuit may have remanded the
case to the trial court for a full trial—would come to fruition. (CX5007 at 044 (¶ 81) (Hoxie
Report); Hoxie, Tr. 2700-01). Remand would be more likely when a case goes up on a narrow
issue and the record is not fully developed or in a jury trial, where the factual findings and basis
for the decision are not explicit. In a case like this, after a full bench trial, with detailed findings
of fact and conclusions of law addressing validity and infringement, a remand would be unlikely
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because the appellate court should have all the information and would most likely be in a
position to decide all the issues. (CX5007 at 044 (¶ 81) (Hoxie Report)).
1120. He also admitted that a remand is appropriate when there is a need for further findings of
fact. (Hoxie, Tr. 2874). And Mr. Hoxie noted that claim construction rulings can change
how parties present their case, keeping them from advancing certain arguments based on
the claim construction rulings. (Hoxie, Tr. 2874-75).
Response to Proposed Finding No. 1120
The Proposed Finding is misleading and incomplete for the reasons stated in response to
Proposed Finding Nos. 1115 and 1119.
c.

Mr. Hoxie Lacks Experience With Hatch-Waxman Litigation

1121. Despite opining on the Hatch-Waxman litigation between Endo and Impax, Mr. Hoxie
has never represented ANDA filers in court. (Hoxie, Tr. 2743).
Response to Proposed Finding No. 1121
The Proposed Finding is misleading and not relevant to the question of Mr. Hoxie’s
qualifications as a patent litigation expert. Mr. Hoxie has more than 30 years of experience in
pharmaceutical patent licensing, pharmaceutical patent litigation, and pharmaceutical patent
prosecution. (CCF ¶ 1283). Mr. Hoxie has worked for and advised pharmaceutical companies on
a variety of patent litigation issues for both branded and generic products. (CCF ¶ 1283). His
responsibilities have included, but are not limited to, contributing to claim construction briefs,
negotiating patent licensing agreements and settlements, attending claim construction hearings,
and drafting Paragraph IV certifications. (Hoxie, Tr. 2743-44; CCF ¶ 1283). He currently leads
his own firm specializing in patent matters relating to pharmaceuticals, chemicals and
biotechnology. (CX5007 at 001-03 (¶¶ 2-6) (Hoxie Report)). He also was with Novartis Group
from 1992 to 2004, where he held a number of positions, including Head of Intellectual Property
for North America, and Head of Global IP Litigation/Head of Patents, Global Pharma Markets.
(CCF ¶ 1283).
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1122. In fact, in the last thirteen years, Mr. Hoxie has never set foot in a courtroom on behalf of
a generic pharmaceutical company in Hatch-Waxman litigation. (Hoxie, Tr. 2757).
Response to Proposed Finding No. 1122
The Proposed Finding is misleading and not relevant to the question of Mr. Hoxie’s
qualifications as a patent litigation expert for the reasons set forth in response to Proposed
Finding No. 1121.
1123. Mr. Hoxie has never argued in a claim construction hearing. (Hoxie, Tr. 2744).
Response to Proposed Finding No. 1123
The Proposed Finding is misleading and not relevant to the question of Mr. Hoxie’s
qualifications as a patent litigation expert for the reasons set forth in response to Proposed
Finding No. 1121. The Proposed finding is also incorrect. Mr. Hoxie testified that he argued a
technical issue in a Markman hearing during a case related to a Novartis seeds litigation. (Hoxie,
Tr. 2744, 2641).
1124. Mr. Hoxie has only been involved with a single at-risk launch in any capacity. (Hoxie,
Tr. 2761-63).
Response to Proposed Finding No. 1124
The Proposed Finding is factually inaccurate. Mr. Hoxie spent about 13 years with the
Novartis Group, a large multinational brand company, ultimately as Head of Global IP
Litigation/Head of Patents, Global Pharma Markets. (CCF ¶ 1283). While the Novartis group has
a generic business, it is primarily a branded pharmaceutical company. Mr. Hoxie testified that,
while he has been involved with one at-risk launch from the generic side, he has also been
involved from “the branded side where generic companies did at-risk launches.” (Hoxie, Tr.
2762).
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The Proposed Finding is also misleading and not relevant to the question of Mr. Hoxie’s
qualifications as a patent litigation expert for the reasons set forth in response to Proposed
Finding No. 1121.
1125. And Mr. Hoxie has no experience litigating in front of the judge who presided over the
Endo-Impax patent litigation. (Hoxie, Tr. 2871).
Response to Proposed Finding No. 1125
The Proposed Finding is misleading and not relevant to the question of Mr. Hoxie’s
qualifications as a patent litigation expert for the reasons set forth in response to Proposed
Finding No. 1121.
B.

Impax Would Not Have Launched At Risk

1126. Absent the settlement, the only possibility of a pre-2013 launch by Impax would have
been an at-risk launch. (Addanki, Tr. 2363, 2378-79).
Response to Proposed Finding No. 1126
The Proposed Finding is misleading and incomplete insofar as it suggests that any launch
prior to 2013 would have been at risk. The undisputed evidence shows that it was possible that
the underlying patent litigation between Endo and Impax would be resolved as early as the
second half of 2011. (CCF ¶ 1026). Even Impax’s experts agree that Impax could have launched
free and clear of any patent risk in the second half of 2011, well before January of 2013. (CCF ¶
1026). Dr. Addanki’s opinion that any launch before 2013 would have been at risk is unfounded
speculation that Impax would have been blocked by subsequent patents Endo could obtain. (CCF
¶ 1027). There are various possible scenarios in which Endo would have been unable or
unwilling to assert additional patents if Impax had won the underlying patent litigation. (CCF ¶¶
1027, 1396). Moreover, Endo did not undertake its “second wave” of patent litigation until
December of 2012. (RX-548 at 0049-50 (¶ 113) (Figg Report); CCF ¶ 1402). This is more than a
year after Impax could have been on the market free and clear if it won the underlying patent
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litigation. (CCF ¶ 1026). The relevant patents asserted in the “second wave” litigation were not
even issued until more than a year after Impax’s potential free and clear launch. (RX-548 at
0049-50 (¶ 113) (Figg Report) (November 2012 for the ’122 patent and December 2012 for the
’216 patent); CCF ¶¶ 1395, 1397-98). Since Impax would have made a “substantial portion” –
perhaps even most – of its money during its initial six month exclusivity period (Koch, Tr. 23233), it could have withdrawn its product when these patents issued and faced no liability for
damages. (Hoxie, Tr. 2707 (“[W]hat would have made sense for Impax would have been to
launch before the new patents issued . . . if problems arose, then get off when problems arose,
because they can’t be sued for patent infringement before the patents issue.”)).
The Proposed Finding is also misleading and incomplete insofar as it suggests that an
alternative settlement with an earlier entry date was impossible. The evidence shows that Impax
stopped negotiating for an earlier entry date once Endo agreed to pay the Endo Credit, which
indicates that an alternative settlement with an earlier date and without a payment was a
possibility. (CCF ¶¶ 1016, 1437-55).
1127. There is no evidence that Impax was planning to launch at risk or that it would have
launched generic Opana ER at risk absent the settlement with Endo.
Response to Proposed Finding No. 1127
The Proposed Finding is unsupported by any evidence, factually inaccurate, and contrary
to the weight of the evidence. Substantial evidence proves that Impax had financial incentives to
launch oxymorphone ER as soon as possible (CCF ¶¶ 121-26), and Impax took many concrete
steps to launch oxymorphone ER leading up to the settlement in June of 2010 (CCF ¶¶ 127-213).
Impax (1) included a 2010 launch of oxymorphone ER as one of its “Company Key Goals” (CCF
¶¶ 127-30), (2) actively considered an at-risk launch (CCF ¶¶ 131-47), (3) continually projected
oxymorphone ER entry dates as early as June 2010 (CCF ¶¶ 148-67), and (4) took additional
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concrete steps to be ready to launch oxymorphone ER as early as 2010 (CCF ¶¶ 168-73). These
steps included working with federal agencies and outside parties to purchase the controlledsubstance API needed for manufacturing (CCF ¶¶ 174-87), and manufacturing enough
oxymorphone ER for a launch as early as June 2010 (CCF ¶¶ 188-202). Prior to the settlement
with Endo, Impax had manufactured over four months’ supply of 5mg tablets, over three months
of 10mg tablets, over one month of 20mg tables, and two months of 40mg tablets. (CCF ¶ 202).
But for the settlement, Impax would have been ready to launch on the day of ANDA approval in
June 2010. (CCF ¶ 204). Because of its substantial launch preparations, Impax was forced to
discard over $1.3 million of manufactured oxymorphone ER product following the settlement
with Endo. (CCF ¶¶ 203-213).
Moreover, the Proposed Finding is misleading because the relevant question is not
whether Impax definitely would have launched oxymorphone ER at risk, but whether Endo paid
to eliminate the possibility of generic entry before January 1, 2013. (CX5000 at 011 (¶ 22) (Noll
Report) (“Hence, the settlement agreement is anticompetitive because it eliminated the
possibility of competition for over 30 months . . .”); see also CX5000 at 110 (¶ 252) (Noll
Report) (“A settlement agreement imposes a social cost if it eliminates the possibility of entry by
a generic drug.”); Bazerman, Tr. 876). The evidence shows that Endo did, in fact, pay to
eliminate the possibility of generic entry. (CCF ¶¶ 321- 387).
1.

At-Risk Launches Generally

1128. Launching a generic product before a non-appealable decision in a relevant patent
challenge is commonly known as an “at-risk launch.” (JX-001-008 (¶ 23) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); see Koch, Tr. 246; Bingol, Tr.
1282; Hoxie, Tr. 2831).
Response to Proposed Finding No. 1128
Complaint Counsel has no specific response.
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1129. An at-risk launch is a “very serious risk.” (Koch, Tr. 286-87; see Hoxie, Tr. 2810, 2830
(when “you’re in litigation, of course, [the risks of a launch] are relatively high” and
represent “a high-risk” action)).
Response to Proposed Finding No. 1129
The Proposed Finding is misleading and incomplete to the extent it suggests that an atrisk launch is only risk, with no potential reward. Were that the case, no company would ever
launch at risk. To the contrary, the evidence shows that at-risk launches happen with some
frequency. Between 2001 and 2015, at least forty-eight generic pharmaceuticals launched at risk.
(CCF ¶ 344). And such launches happen often enough that branded companies take at-risk
launches very seriously in their planning. (CCF ¶ 345). Moreover, there is risk inherent in any
pharmaceutical launch, and any launch involves balancing those risks against the potential
upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and cons, and so
you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶ 134). In some
cases, the risks of launching and facing patent damages can be outweighed by the risks of losing
a market opportunity. (Hoxie, Tr. 2704; CX4026 (Nguyen Dep. at 51-52) (“So, that’s a big
incentive for launching a product . . . We don’t make any money until we launch a product.”)).
Because Impax suspected that Endo would try to reformulate Opana ER, forgoing an at-risk
launch would carry risks for Impax – in that the market could decline or disappear entirely. (CCF
¶¶ 124-26, 356; Mengler, Tr. 527 (“[T]he biggest concern [is] that Opana ER somehow in its
original form disappears . . . if there’s no substitute, I get nothing.”)). Another risk was that Endo
was in the process of getting additional patents, so it may have made sense for Impax to launch
before the new patents issued and before the product switch, make its money, and get off the
market if problems arose. (Hoxie, Tr. 2707). Because generic drugs make a “substantial portion”
of their profits during initial 180-day exclusivity periods (Koch, Tr. 232-33), that would be a
viable strategy.
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Impax also had a strong incentive to launch at risk because it believed doing so could
give it a “head start” on the market before Endo could “get geared up and launch” an AG.
(CX2920 at 001 (email discussing Mengler Board Slides)). Impax executives speculated that
getting this type of “jump” on an Endo AG could give them at least 2-4 weeks on the market
without facing any generic competition. (CX2920 at 001; see also CX0205 (email discussing
Endo AG) (“Maybe Mengler is right after all when he says Endo won’t be ready with an AG?”)).
Impax projected it would make higher profits during that time. (CX2753 at 014 (Impax launch
projection showing millions of dollars in additional sales during initial two months on the market
without Endo AG)).
The Proposed Finding is also misleading and incomplete as it conflates launches before
and after a district court decision. Launches following a favorable district court decision for the
generic company are lower risk. (Hoxie, Tr. 2810-11). The amount of risk present in any at-risk
launch also depends on a large number of factors, including the merits of the patent case
(Snowden, Tr. 483 (patent litigation is uncertain); Figg, Tr. 2007 (outcome of Impax/Endo
litigation was uncertain)), likely sales volume (Hoxie, Tr. 2817-18 (lower sales means less risk)),
whether the generic company limits its launch (see Complaint Counsel’s Response to Proposed
Finding No. 1137), and whether the generic company partners with another company (Snowden,
Tr. 462 (Impax could partner Perrigo to share the “risks and profits”)).
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 1137 insofar as the Proposed Finding suggests that Impax had
no ability to mitigate the risks of an at-risk launch.
1130. If a generic company launches a product before a non-appealable court decision or patent
expiration, brand companies can seek damages measured by their own lost profits rather
than the generic’s earned profits. (Koch, Tr. 286-87; CX4030 (Hsu, Dep. at 48-49)).
Response to Proposed Finding No. 1130
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The Proposed Finding is misleading and incomplete insofar as it suggests that branded
pharmaceutical companies are usually successful in recouping lost profits for infringement by
generics. Complaint Counsel does not dispute the theoretical availability of lost profits damages.
But the evidence shows that most generic companies that were found to have infringed paid less
than the brand-name firm’s lost profits. (CCF ¶ 1025). In fact, at-risk launches often result in
settlements that involve no payment to the brand-name company. (CCF ¶ 1025). In addition,
because Actavis was the first filer and first to launch on two dosage strengths, Impax would have
a strong argument against lost profits damages for its sales of those dosage strengths. (Hoxie, Tr.
2818-19).
1131. Lost profits are measured by the profits the patent owner would have made on sales of its
branded product but for the launch of the generic product. (Figg, Tr. 1921-22; Hoxie, Tr.
2782).
Response to Proposed Finding No. 1131
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1130.
1132. Those damages can be trebled if the infringement is found to be willful, for instance,
launching before a district court rules on the patent dispute. (Figg, Tr. 1923; Hoxie, Tr.
2782).
Response to Proposed Finding No. 1132
The Proposed Finding is misleading and incomplete insofar as it suggests that it was
likely that Impax would have to pay treble damages in the event of an at-risk launch. In fact, the
available evidence on at-risk launches shows that such a possibility was remote. (CCF ¶ 1025).
The evidence shows that no generic company was required to pay treble damages following an
at-risk launch. (CCF ¶ 1025). Moreover, treble damages are only awarded in egregious cases,
where infringement is willful. (Figg, Tr. 1923; Hoxie, Tr. 2786). But in the case between Impax
and Endo, Impax had reasonable arguments for non-infringement and invalidity of Endo’s
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patents, which would make treble damages unavailable. (Figg, Tr. 2014-15 (agreeing that
Impax’s non-infringement position was well-founded, and that its claim construction position
was reasonable); Hoxie, Tr. 2697 (“Well, as I’ve said, I think Impax could well have won.”);
Hoxie, Tr. 2692-93 (“[U]nder the district court’s claim construction ruling, Endo faced
[substantial] difficulties in showing infringement and . . . Endo faced substantial difficulties in
rebutting . . . Impax’[s] invalidity defenses.”)).
1133. In fact, if a generic company launches it product before the district court rules on the
patent challenge, the case generally shifts from one seeking an injunction in a bench trial
to a case in which damages are tried to a jury. (Figg, Tr. 1918).
Response to Proposed Finding No. 1133
Complaint Counsel has no specific response.
1134. Mr. Figg testified that jury trials are more beneficial to patent owners because if “a jury is
confused and doesn’t understand these arguments, then basically [the jury] is left with
saying I haven’t been clearly and convincingly persuaded that the challenger has won its
case.” (Figg, Tr. 1919-20).
Response to Proposed Finding No. 1134
The Proposed Finding is not supported by the evidence cited because Mr. Figg lacks the
foundation to testify about what a hypothetical jury would think or how that hypothetical jury
would act in any given case. Mr. Figg has no basis for his opinion that a hypothetical jury in the
underlying patent litigation between Impax and Endo would likely have been confused or
otherwise not understand the arguments presented. The Proposed Finding is also misleading
insofar as it suggests that the patent holder does not bear the burden of proving its infringement
case. (CX5007 at 033 (¶ 62) (Hoxie Report) (“[T]he burden of proving infringement clearly
rested on Endo . . .”)).
1135. Generic companies consequently risk far more in infringement liability than they earn
from each sale when launching at risk. (Koch, Tr. 286-87; CX4039 (Noll, Dep. at 74);
CX4021 (Ben-Maimon, Dep. at 159) (at-risk launches could result in generic “pay[ing]
more to the brand company than [generic] made”)).
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Response to Proposed Finding No. 1135
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1129, 1130, and 1132.
1136. Indeed, given the differences in generic and branded pricing, the “ratio of [generic]
profits to [damages] risk could be something like one to ten.” (CX4002 (Smolenski, IHT
at 18-19); see CX4037 (Smolenski, Dep. at 69)).
Response to Proposed Finding No. 1136
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1129 and 1130. Moreover, Mr. Smolenski’s testimony on this point
lacks foundation and is unreliable speculation. As he admitted, he is not a lawyer (CX4002
(Smolenski, IHT at 18)), and lacks a firm understanding of patent damages. His testimony is also
inconsistent, underlining its speculative and unreliable nature. In his deposition he testified that
the damages ratio could be one to “five or six,” while in his investigational hearing he testified
that it could be “one to ten.” (CX4002 (Smolenski, IHT at 18-19); CX4037 (Smolenski, Dep. at
69)). No explanation is offered for the inconsistency, suggesting that Mr. Smolenski was just
guessing at numbers. The Proposed Finding also uses the prospect of treble damages to inflate
the damages ratio referred to by Mr. Smolenski. (CX4002 (Smolenski, IHT at 18-19); CX4037
(Smolenski, Dep. at 69)). The possibility of being found liable for treble damages was remote.
(See Complaint Counsel’s Response to Proposed Finding No. 1132).
The Proposed Finding is also misleading and incomplete insofar as it suggests an
unreasonably high ratio between brand and generic prices. As the first-to-file generic, Impax
projected that its oxymorphone ER would be introduced at 55% of the brand’s WAC price. (CCF
¶¶ 585, 591). Thus, the ratio of Endo’s lost profits to Impax’s sales would be less than two.
1137. Such damages represent “bet-the-company” stakes and can “take the solvency of the
company entirely.” (Koch, Tr. 287; see CX4030 (Hsu, Dep. at 43) (“the risk can be huge
depending on the size of the product and depending on whether we’re first to file”)).
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Response to Proposed Finding No. 1137
The Proposed Finding is misleading and incomplete to the extent it suggests that potential
patent damages would be uncontrolled and catastrophic to Impax, and for the reasons set forth in
response to Proposed Finding No. 1130. As Mr. Koch made clear, an at-risk launch was only
“bet-the-company” if damages were “uncontrolled.” (Koch, Tr. 287). As the company
manufacturing and selling generic oxymorphone ER, Impax had control over its exposure to
patent damages, and could calibrate its potential liability according to the potential upside and its
ability to pay damages. (Hoxie, Tr. 2790 (“The downside risk is capped by what you decide to
sell. . . . [I]t’s not a situation where Impax . . . has no control over . . . that amount.”); Snowden,
Tr. 396-97 (agreeing that the Board of Directors could limit the potential damages liability for an
at-risk launch)). In fact, in 2005, Impax launched generic OxyContin at risk, with a “controlled
launch” capping sales of the product at $25 million. (Koch, Tr. 275). And in 2008 Impax
received Board of Directors approval for an at-risk launch of generic Solodyn with a capped
damages exposure of $50 million. (CX2927 at 014-15 (Impax’s Objections and Responses to
Complaint Counsel’s Second Set of Interrogatories); Snowden, Tr. 397). Similarly, in 2014, the
Impax Board of Directors approved a launch of generic Astepro with a limit on the number of
units sold. (CX2927 at 016-17 (Impax’s Objections and Responses to Complaint Counsel’s
Second Set of Interrogatories) (“The Board of Directors approved this plan during the March 28,
2014 meeting, including the 150,000 unit limit.”)). Like a dollar value cap on sales or damages
exposure, a limit on the number of units sold “was a way to limit the amount of sales and
therefore the potential exposure of the company.” (Snowden, Tr. 464-65). The Proposed Finding
is also misleading for the reasons set forth in response to Proposed Finding Nos. 1130 and 1132
insofar as it suggests that Impax would be likely liable for the brand’s lost profits or treble
damages in the event of an at-risk launch.
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1138. Damages can be in the billions of dollars if the sales of the branded drug are high enough.
(Hoxie, Tr. 2782).
Response to Proposed Finding No. 1138
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1130, 1132, and 1137.
1139. Mr. Figg testified that he could not “think of any situation where it would” be profitable
for a generic company to pay lost-profit damages since “the profits that the brand
company loses would almost always be greater than the total revenues that the generic
company receives.” (Figg, Tr. 1922-23; see Addanki, Tr. 2379-80).
Response to Proposed Finding No. 1139
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1130.
1140. An at-risk launch also jeopardizes a first-filer’s 180-day exclusivity period, which is
“extremely valuable.” (Hoxie, Tr. 2754, 2778-79; see Snowden, Tr. 503-04; Figg, Tr.
1923; Noll, Tr. 1606; CX4021 (Ben-Maimon, Dep. at 164-65)).
Response to Proposed Finding No. 1140
The Proposed Finding is misleading and incomplete insofar as it suggests that Impax
would have launched during the district court trial and thus likely faced an injunction following
that launch. Impax informed the district court that it would not launch during the trial. (Snowden,
Tr. 471-72). Impax could have waited until receiving a favorable district court judgment before
launching, which would substantially reduce the risk of facing an injunction. (CCF ¶ 120 (“An
at-risk launch involves . . . significantly less risk after the generic receives a favorable decision . .
.”); Noll, Tr. 1603-04 (“[I]t’s far more likely that [Impax] would have launched at risk if they
had received a favorable decision.”); CX5007 at 024 (¶ 44) (Hoxie Report) (“If Impax had
received a favorable decision at the district court level, a launch prior to the appellate decision
could be a reasonable risk . . .”)). In fact, Impax had previously done just that, and launched
oxycodone at risk following a favorable district court decision. (Snowden, Tr. 425-26).
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The Proposed Finding is also misleading and incomplete to the extent it suggests that any
launch prior to 2013 would have been at risk. The undisputed evidence shows that it was
possible that the underlying patent litigation between Endo and Impax would be resolved as early
as the second half of 2011. (CCF ¶ 1026). Even Impax’s experts agree that Impax could have
launched free and clear of any patent risk in the second half of 2011, well before January of
2013. (CCF ¶ 1026). Dr. Addanki’s opinion that any launch before 2013 would have been at risk
is unfounded speculation that Impax would have been blocked by subsequent patents Endo could
obtain. (CCF ¶ 1027). There are various possible scenarios in which Endo would have been
unable or unwilling to assert additional patents if Impax had won the underlying patent litigation.
(CCF ¶¶ 1027, 1396). Moreover, Endo did not undertake its “second wave” of patent litigation
until December of 2012. (RX-548 at 0049 (¶ 113) (Figg Report); CCF ¶ 1402). This is more than
a year after Impax could have been on the market free and clear if it won the underlying patent
litigation. (CCF ¶ 1026). The relevant patents asserted in the “second wave” litigation were not
even issued until more than a year after Impax’s potential free and clear launch. (RX-548 at
0049-50 (¶ 113) (Figg Report) (November 2012 for the ’122 patent and December 2012 for the
’216 patent); CCF ¶¶ 1395, 1397-98). Since Impax would have made a “substantial portion” –
perhaps even most – of its money during its initial six month exclusivity period (Koch, Tr. 23233), it could have withdrawn its product when these patents issued and faced no liability for
damages. (Hoxie, Tr. 2707 (“[W]hat would have made sense for Impax would have been to
launch before the new patents issued . . . if problems arose, then get off when problems arose,
because they can’t be sued for patent infringement before the patents issue.”)).
1141. Finally, the Proposed Finding is misleading and incomplete by omitting the potential
effects on the value of Impax’s first-filer exclusivity period from not launching at risk. If
Endo reformulated its product – as Impax had suspected and as Endo did – and there was
no automatic substitution, Impax could jeopardize losing most or all of the value of its
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first-filer exclusivity unless it launched at risk. (CX5001 at 033 (¶ 62) (Bazerman
Report)). Thus, launching at risk may have been the means for Impax to protect the
“extremely valuable” first-filer exclusivity period. Indeed, the 180-day exclusivity period
is an “important carrot[] that helps induce generic companies to file ANDAs.” (Addanki,
Tr. 2381).
Response to Proposed Finding No. 1141
Complaint Counsel has no specific response.
1142. If a patentee successfully moves for an injunction following an at-risk launch, the
infringer forfeits its generic exclusivity because the 180-day clock would continue to run
during the period the infringer is enjoined from making sales. (Snowden, Tr. 503-04;
Figg, Tr. 1923; CX4039 (Noll, Dep. at 234-35)).
Response to Proposed Finding No. 1142
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1140.
1143. Even if the injunction was eventually lifted or the infringer prevailed in the underlying
patent litigation, the infringer could never recover its 180-day exclusivity. (Snowden, Tr.
503-04; Figg, Tr. 1924; Hoxie, Tr. 2780).
Response to Proposed Finding No. 1143
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1140.
1144. Courts can also award attorney’s fees to the brand company if the generic’s actions are
deemed “exceptional.” (Figg, Tr. 1924).
Response to Proposed Finding No. 1144
The Proposed Finding is misleading and incomplete insofar as it suggests that Impax
would likely have been liable for attorney’s fees. In the case between Impax and Endo, Impax
had reasonable arguments for non-infringement and invalidity of Endo’s patents, which would
indicate that the case was not “exceptional.” (Figg, Tr. 2014-15 (agreeing that Impax’s noninfringement position was well-founded, and that its claim construction position was reasonable);
Hoxie, Tr. 2697 (“Well, as I’ve said, I think Impax could well have won.”); Hoxie, Tr. 2692-93
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(“[U]nder the district court’s claim construction ruling, Endo faced [substantial] difficulties in
showing infringement and . . . Endo faced substantial difficulties in rebutting . . . Impax’[s]
invalidity defenses.”)). Notably, Mr. Figg did not offer testimony that attorney’s fees were likely
to be awarded in the underlying patent litigation.
1145. At-risk launches consequently are rare across the entire pharmaceutical industry. (Figg,
Tr. 1924-26; see Hoxie, Tr. 2827-28 (agreeing that at-risk launches between 2003 and
2009 were “fairly uncommon”)).
Response to Proposed Finding No. 1145
Complaint Counsel objects to the term “rare” as vague, ambiguous, and contrary to the
weight of the evidence. The evidence shows that at-risk launches happen with some frequency.
Between 2001 and 2015, at least forty eight generic pharmaceuticals launched at risk – an
average of between three and four at-risk launches a year. (CCF ¶ 344). And such launches
happen often enough that branded companies take at-risk launches very seriously in their
planning. (CCF ¶ 345). The Proposed Finding is also unsupported by the evidence to the extent it
takes Mr. Hoxie’s statement out of context. Mr. Hoxie testified that at-risk launches are “not
uncommon in situations where there is a strong economic incentive to launch at risk.” (Hoxie,
Tr. 2828). Impax had strong incentives to launch at risk. (See Complaint Counsel’s Response to
Proposed Finding No. 1129; see also CCF ¶¶ 121-26). The Proposed Finding is also misleading
insofar as it suggests that the frequency of at-risk launches generally is relevant to whether
Impax might have launched its generic oxymorphone ER product at risk. Impax was “absolutely”
considering an at-risk launch in 2010 (CX4014 (Hsu, IHT at 130); CCF ¶¶ 338, 341), and Impax
took many concrete steps to launch oxymorphone ER leading up to the settlement in June of
2010 (CCF ¶¶ 127-213).
1146. At-risk launches are “most common” when there are multiple ANDA filers who have
received approval from the FDA, no ANDA filer has exclusivity, and there subsequently
is a race to the market. (Hoxie, Tr. 2704-05).
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Response to Proposed Finding No. 1146
The Proposed Finding is misleading and incomplete to the extent it implies that at-risk
launches in situations other than the “most common” described by Mr. Hoxie are uncommon.
The situations in which generic companies have a strong motivation to launch at risk include an
uncertain market opportunity generally – not just the possibility of multiple generics. (Hoxie, Tr.
2704-05). And, as Mr. Hoxie explained, Impax faced an uncertain market because it suspected
Endo of switching the market to a new formulation of Opana ER, and because Impax was aware
that Endo had pending patent applications that could cause problems down the road. (Hoxie, Tr.
2705-07). Thus, Impax had strong incentives to launch at risk. (CCF ¶¶ 121-26; see also
Complaint Counsel’s Response to Proposed Finding No. 1129).
1147. And when at-risk launches do occur, they generally are undertaken by large
pharmaceutical companies that can absorb significant financial risk in the event they are
found to infringe. (Figg, Tr. 1925).
Response to Proposed Finding No. 1147
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1129, 1130, and 1137.
1148. Over a fifteen year period, Professor Noll identified only forty-eight at-risk launches.
(Noll, Tr. 1606-07).
Response to Proposed Finding No. 1148
The Proposed Finding is misleading and incomplete to the extent that it implies that
forty-eight at-risk launches over fifteen years is a small number. (Noll, Tr. 1607-08). The
undisputed evidence shows that at-risk launches happen with some frequency. (Noll, Tr. 1606
(“[T]hey happen with some frequency, and there’s a lot of them. There’s several a year.”); CCF ¶
344). At-risk launches happen often enough that branded companies take them very seriously in
their planning. (CCF ¶ 345).
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1149. Twenty-one of those forty-eight at-risk launches were conducted by Teva, which
Professor Noll explains “is by far the most likely company to do at-risk launches.” (Noll,
Tr. 1608-09).
Response to Proposed Finding No. 1149
The Proposed Finding is misleading and incomplete to the extent it implies that Teva
alone was the main driver of at-risk launches. Teva partnered with other companies for five of
those twenty-one at-risk launches, meaning that Teva alone was responsible for only about a
third of at-risk launches during this time period. (CX5004 at 092-99 (Exhibit 4) (Noll Rebuttal
Report)). One such partnership was with Impax, for the at-risk launch of generic Wellbutrin.
(CX5004 at 094 (Exhibit 4) (Noll Rebuttal Report)). Notably, this at-risk launch by Impax and
Teva resulted in a settlement with the generic staying on the market. (CX5004 at 094 (Exhibit 4)
(Noll Rebuttal Report)).
1150. Teva is a “very large pharmaceutical company” and, as a result, can undertake at-risk
launches more regularly. (Figg, Tr. 1925).
Response to Proposed Finding No. 1150
Complaint Counsel objects to the term “very large” as vague and ambiguous. The
Proposed Finding is also misleading and incomplete for the reasons set forth in response to
Proposed Finding Nos. 1130 and 1137.
1151. Mr. Hoxie noted that Teva has “a high willingness to take risks” and “a greater appetite
for risk than others.” (Hoxie, Tr. 2820).
Response to Proposed Finding No. 1151
The Proposed Finding is misleading and unsupported by the evidence cited insofar as it
suggests that Teva had a higher willingness to take risks than Impax. Mr. Hoxie’s statement that
some companies have “a greater appetite for risk than others” was a general proposition, and did
not reference Impax. (Hoxie, Tr. 2820). Counsel for Respondent asked Mr. Hoxie to agree that
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Teva had a higher willingness to take risks than Impax, but he did not agree. (Hoxie, Tr. 282021).
1152. Only four at-risk launches in Professor Noll’s fifteen-year analysis were conducted by
companies with less than $1 billion in revenue. (Noll, Tr. 1609).
Response to Proposed Finding No. 1152
The Proposed Finding is misleading and incomplete to the extent it suggests that the size
of the company is a causal factor in willingness to launch at risk. There is no evidence to support
that assertion. (Noll, Tr. 1609 (“Although I don’t think the size of the company has anything to
do with it.”)). Since the generic company launching at risk has control over how much product it
sells, and how much liability it faces, there is no reason to assume that smaller companies are
less able to launch at risk. (See Complaint Counsel’s Response to Proposed Finding No. 1137).
The Proposed Finding is also misleading and incomplete as it overlooks the importance of
financial incentives to launch at risk – which does not depend on company size. In this case,
Impax had strong incentives to launch at risk, regardless of its size. (CCF ¶¶ 121-26; see also
Complaint Counsel’s Response to Proposed Finding No. 1129).
1153. And Professor Noll does not know if any of the at-risk launches he identified involved a
first-to-file company, or how forty-eight launches over a period of fifteen years compares
to the number of Hatch-Waxman cases brought during the same period. (Noll, Tr. 160708).
Response to Proposed Finding No. 1153
The Proposed Finding is factually inaccurate and unsupported by the evidence cited.
Professor Noll testified that there were, in fact, some at-risk launches that were by a first to file
company. (Noll, Tr. 1607-08). The Proposed Finding is also misleading and incomplete insofar
as it suggests that comparing the number of at-risk launches to the total number of HatchWaxman cases is a meaningful analysis; it is not. (Noll, Tr. 1608 (“[T]hat’s not the right
denominator. . . . it’s not all Hatch-Waxman cases, it’s a subset of those.”); Hoxie, Tr. 2826-27
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(“I wouldn’t say that that percentage is a very meaningful percentage.”); CX4039 (Noll, Dep. at
79-80) (“[T]he first relevant question is how many opportunities for at-risk launch are there in
the sense that the FDA approval is granted, the litigation is still in progress, and the case isn’t
settled.”)).
1154. Mr. Hoxie similarly has not done any empirical work to quantify how many at-risk
launches occur relative to the number of Hatch-Waxman cases filed. (Hoxie, Tr. 2822).
Response to Proposed Finding No. 1154
The Proposed Finding is misleading and incomplete insofar as it suggests that comparing
the number of at-risk launches to the total number of Hatch-Waxman cases is a meaningful
analysis; it is not. (Noll, Tr. 1608 (“[T]hat’s not the right denominator. . . . it’s not all HatchWaxman cases, it’s a subset of those.”); Hoxie, Tr. 2826-27 (“I wouldn’t say that that percentage
is a very meaningful percentage.”); CX4039 (Noll, Dep. at 79-80) (“[T]he first relevant question
is how many opportunities for at-risk launch are there in the sense that the FDA approval is
granted, the litigation is still in progress, and the case isn’t settled.”)).
1155. But Mr. Hoxie agrees with industry analysts who empirically analyzed at-risk launches
between 2003 and 2009 that “at-risk launches are fairly uncommon.” (Hoxie, Tr. 282728).
Response to Proposed Finding No. 1155
The Proposed Finding is unsupported by the evidence to the extent it takes Mr. Hoxie’s
agreement out of context. Mr. Hoxie testified that at-risk launches are “not uncommon in
situations where there is a strong economic incentive to launch at risk.” (Hoxie, Tr. 2828). Impax
had strong incentives to launch at risk. (See Complaint Counsel’s Response to Proposed Finding
No. 1129; see also CCF ¶¶ 121-26). The Proposed Finding is also misleading and incomplete as
the evidence shows that at-risk launches happen with some frequency. Between 2001 and 2015,
at least forty-eight generic pharmaceuticals launched at risk – an average of between three and
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four at-risk launches a year. (CCF ¶ 344). And such launches happen often enough that branded
companies take at-risk launches very seriously in their planning. (CCF ¶ 345).
1156. Indeed, in comparison to the forty-eight at-risk launches that occurred over a fifteen year
period, hundreds of Hatch-Waxman claims are filed every year. (Hoxie, Tr. 2824).
Between 2009 and 2016, the lowest number of Hatch-Waxman cases filed in any single
year was 236. (Hoxie, Tr. 2824). The highest number of Hatch-Waxman cases filed in a
single year was 468. (Hoxie, Tr. 2824). All told, between 2009 and 2016 an average of
269 Hatch-Waxman cases were filed every year. (Hoxie, Tr. 2824-25).
Response to Proposed Finding No. 1156
The Proposed Finding is unsupported by reliable evidence. Respondent’s citations to the
record are simply Mr. Hoxie reading from a demonstrative exhibit that Respondent provided. Mr.
Hoxie did not recognize the document, did not vouch for its accuracy, or adopt its conclusions in
any way. (Hoxie, Tr. 2824 (“I don’t really recall it, honestly . . .”)). To the contrary, Mr. Hoxie
noted that the way the document counted cases “doesn’t reflect the number of products for which
there was an ANDA case.” (Hoxie, Tr. 2825). Mr. Hoxie also stated that he didn’t “think that the
general statistics are necessarily that relevant to the individual situation in this case.” (Hoxie, Tr.
2825). Thus any reliance on the truth of information contained in an unadmitted demonstrative is
inappropriate.
The Proposed Finding is also misleading and incomplete insofar as it suggests that
comparing the number of at-risk launches to the total number of Hatch-Waxman cases is a
meaningful analysis; it is not. (Noll, Tr. 1608 (“[T]hat’s not the right denominator. . . . it’s not all
Hatch-Waxman cases, it’s a subset of those.”); Hoxie, Tr. 2826-27 (“I wouldn’t say that that
percentage is a very meaningful percentage.”); CX4039 (Noll, Dep. at 79-80) (“[T]he first
relevant question is how many opportunities for at-risk launch are there in the sense that the FDA
approval is granted, the litigation is still in progress, and the case isn’t settled.”)). Indeed, in this
case, substantial evidence proves that Impax had financial incentives to launch oxymorphone ER
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as soon as possible (CCF ¶¶ 121-26), Impax was “absolutely” considering an at-risk launch in
2010 (CX4014 (Hsu, IHT at 130); CCF ¶¶ 338, 341), and Impax took many concrete steps to
launch oxymorphone ER leading up to the settlement in June of 2010 (CCF ¶¶ 127-213).
2.

Impax’s Limited History of At-Risk Launches

1157. Impax is a small pharmaceutical company. (Koch, Tr. 275, 287; see Figg, Tr. 1925).
Response to Proposed Finding No. 1157
Complaint Counsel objects to the term “small” as vague. Although Complaint Counsel
does not dispute that Impax’s annual revenues are less than some other pharmaceutical
manufacturers, Impax is hardly small. In 2010, the year of the Impax-Endo Settlement
Agreement, its annual revenues were $879,509,000 and it held $348,401,000 in cash, cash
equivalents, and short-term investments on its balance sheet. (CX3278 at 045 (Impax 2010
Annual Report)).
1158. Impax consequently is “incredibly conservative” with respect to at-risk launches.
(CX4021 (Ben-Maimon, Dep. at 34); see Koch, Tr. 287).
Response to Proposed Finding No. 1158
The Proposed Finding is misleading and incomplete insofar as it ignores the uncontested
evidence that Impax has previously launched products at risk. In 2005, Impax launched generic
OxyContin at risk. (Koch, Tr. 275). In 2006 Impax partnered with Teva to launch generic
Wellbutrin at risk. (CX5004 at 094 (Exhibit 4) (Noll Rebuttal Report)). And in 2014 Impax
partnered with Perrigo to launch generic Astepro at risk. (CX2927 at 016-17 (Impax’s Objections
and Responses to Complaint Counsel’s Second Set of Interrogatories); Snowden, Tr. 462, 64).
The Proposed Finding is also misleading and incomplete insofar as it ignores the
undisputed evidence that Impax considered launching oxymorphone ER at risk. (Koch, Tr. 247).
The relevant evidence proves that Impax had financial incentives to launch oxymorphone ER as
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soon as possible (CCF ¶¶ 121-26), Impax was “absolutely” considering an at-risk launch in 2010
(CX4014 (Hsu, IHT at 130); CCF ¶¶ 338, 341), and Impax took many concrete steps to launch
oxymorphone ER leading up to the settlement in June of 2010 (CCF ¶¶ 127-213). Impax (1)
included a 2010 launch of oxymorphone ER as one of its “Company Key Goals” (CCF ¶¶ 12730), (2) actively considered an at-risk launch (CCF ¶¶ 131-47), (3) continually projected
oxymorphone ER entry dates as early as June 2010 (CCF ¶¶ 148-67), and (4) took additional
concrete steps to be ready to launch oxymorphone ER as early as 2010 (CCF ¶¶ 168-73). These
steps included working with federal agencies and outside parties to purchase the controlledsubstance API needed for manufacturing (CCF ¶¶ 174-87), and manufacturing enough
oxymorphone ER for a launch as early as June 2010 (CCF ¶¶ 188-202). Prior to the settlement
with Endo, Impax had manufactured over four months’ supply of 5mg tablets, over three months
of 10mg tablets, over one month of 20mg tables, and two months of 40mg tablets. (CCF ¶ 202).
But for the settlement, Impax would have been ready to launch on the day of ANDA approval in
June 2010. (CCF ¶ 204). Because of its substantial launch preparations, Impax was forced to
discard over $1.3 million of manufactured oxymorphone ER product following the settlement
with Endo. (CCF ¶¶ 203-213). Moreover, the Proposed Finding is misleading because the
relevant question is not whether Impax definitely would have launched oxymorphone ER at risk,
but whether Endo paid to eliminate the possibility of generic entry before January 1, 2013.
(CX5000 at 011 (¶ 22) (Noll Report) (“Hence, the settlement agreement is anticompetitive
because it eliminated the possibility of competition for over 30 months . . .”); see also CX5000 at
110 (¶ 252) (Noll Report) (“A settlement agreement imposes a social cost if it eliminates the
possibility of entry by a generic drug.”); Bazerman, Tr. 876). The evidence shows that Endo did,
in fact, pay to eliminate the possibility of generic entry. (CCF ¶¶ 321- 387).
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1159. It “is very important for [Impax] to have a . . . risk-free launch” before it enters any
market. (CX4014 (Hsu, IHT at 117)).
Response to Proposed Finding No. 1159
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding 1158. The Proposed Finding is also factually inaccurate and unsupported by
the evidence cited. Dr. Hsu’s testimony was that it was important for Impax to get a license to
future Endo patents in the agreement with Endo to avoid the risk of facing additional patents
later on. (CX4014 (Hsu, IHT at 116-17)). Dr. Hsu did not testify that it was Impax’s policy to
always pursue “risk-free” launches. That would be impossible. There is risk inherent in any
pharmaceutical launch. (Hoxie, Tr. 2704 (“[T]here are always risks for any launch . . .”)). And
any launch of a pharmaceutical product – including an at-risk launch – involves balancing those
risks against the potential upside. (Hoxie, Tr. 2704; CX4026 (Nguyen, Dep. at 50-51) (“In an atrisk launch there are pros and cons, and so you have to weigh that.”); CX4030 (Hsu, Dep. at 4344); CCF ¶ 134). Moreover, Dr. Hsu testified that he was “absolutely” considering an at-risk
oxymorphone ER launch in 2010. (CX4014 (Hsu, IHT at 130)).
1160. Impax does not “want to risk [its] business on any one particular situation, product,
lawsuit, and we were very careful.” (Koch, Tr. 287).
Response to Proposed Finding No. 1160
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1161.
1161. Arthur Koch, Impax’s Chief Financial Officer at the time of settlement, explained that
“being a small company” Impax “could not bet the company on any one product.”
(Koch, Tr. 275; see CX4018 (Koch, Dep. at 97) (describing risks as “huge”)).
Response to Proposed Finding No. 1161
The Proposed Finding is misleading and incomplete to the extent it suggests that the size
of the company is a causal factor in its willingness to launch at risk. There is no evidence to
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support that assertion. (Noll, Tr. 1609 (“Although I don’t think the size of the company has
anything to do with it.”)). Since the generic company launching at risk has control over how
much product it sells, and how much liability it faces, there is no reason to assume that smaller
companies are less able to launch at risk. (See Complaint Counsel’s Response to Proposed
Finding No. 1137). The Proposed Finding is also misleading and incomplete as it overlooks the
importance of financial incentives to launch at risk – which does not depend on company size. In
this case, Impax had strong incentives to launch at risk, regardless of its size. (See Complaint
Counsel’s Response to Proposed Finding No. 1129; see also CCF ¶¶ 121-26). Furthermore, the
Proposed Finding is misleading and incomplete to the extent that it suggests that Impax would
have been unable or unwilling to limit its liability exposure in the case of an at-risk launch of
oxymorphone ER. As the company manufacturing and selling generic oxymorphone ER, Impax
had control over its exposure to patent damages and could calibrate its potential liability
according to the potential upside and its ability to pay damages. (Hoxie, Tr. 2790 (“The
downside risk is capped by what you decide to sell. . . . [I]t’s not a situation where Impax . . . has
no control over . . . that amount.”); Snowden, Tr. 396-97 (agreeing that the Board of Directors
could limit the potential damages liability for an at-risk launch); see also Complaint Counsel’s
Response to Proposed Finding No. 1137).
The Proposed Finding is misleading and incomplete insofar as it ignores the uncontested
evidence that Impax has previously launched products at risk. In 2005, Impax launched generic
OxyContin at risk. (Koch, Tr. 275). In 2006 Impax partnered with Teva to launch generic
Wellbutrin at risk. (CX5004 at 094 (Exhibit 4) (Noll Rebuttal Report)). And in 2014 Impax
partnered with Perrigo to launch generic Astepro at risk. (CX2927 at 016-17 (Impax’s Objections
and Responses to Complaint Counsel’s Second Set of Interrogatories); Snowden, Tr. 462, 464).
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1162. Mr. Hoxie, Complaint Counsel’s patent expert, agreed, noting that “a smaller company
like Impax [] maybe doesn’t have the resources to spend money willy-nilly.” (Hoxie, Tr.
2772; see CX4026 (Nguyen, Dep. at 127) (“given Impax’s bank account, it should be and
it was risk adverse”)).
Response to Proposed Finding No. 1162
The Proposed Finding is misleading and unsupported by the evidence cited insofar as it
takes Mr. Hoxie’s words out of context. Mr. Hoxie’s cited testimony concerned Impax’s launch
preparations for oxymorphone ER – his conclusion was that Impax would not have spent so
much money preparing to launch unless there was a significant chance they would be making
sales. (Hoxie, Tr. 2772). The Proposed Finding is also inaccurate and contrary to the weight of
the evidence to the extent that it suggests that Impax was a small, cash-strapped company. In
2010, the year of the Endo settlement, its annual revenues were $879,509,000 and it held
$348,401,000 in cash, cash equivalents, and short-term investments on its balance sheet.
(CX3278 at 045 (Impax 2010 Annual Report)). The Proposed Finding is also misleading and
incomplete for the reasons set forth in response to Proposed Finding No. 1161.
The Proposed Finding is misleading and incomplete insofar as it ignores the uncontested
evidence that Impax has previously launched products at risk. In 2005, Impax launched generic
OxyContin at risk. (Koch, Tr. 275). In 2006 Impax partnered with Teva to launch generic
Wellbutrin at risk. (CX5004 at 094 (Exhibit 4) (Noll Rebuttal Report)). And in 2014 Impax
partnered with Perrigo to launch generic Astepro at risk. (CX2927 at 016-17 (Impax’s Objections
and Responses to Complaint Counsel’s Second Set of Interrogatories); Snowden, Tr. 462, 464).
1163. Accordingly, Impax only “infrequently” considers the possibility of an at-risk launch.
(Koch, Tr. 246-47).
Response to Proposed Finding No. 1163
The Proposed Finding is misleading and irrelevant because the frequency with which
Impax considered launching products at risk has no bearing on the issues of this case. The
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undisputed evidence shows that Impax considered launching oxymorphone ER at risk. (Koch,
Tr. 247; CX4014 (Hsu, IHT at 130)). The relevant evidence proves that Impax had financial
incentives to launch oxymorphone ER as soon as possible (CCF ¶¶ 121-26), and Impax took
many concrete steps to launch oxymorphone ER leading up to the settlement in June of 2010
(CCF ¶¶ 127-213). Impax (1) included a 2010 launch of oxymorphone ER as one of its
“Company Key Goals” (CCF ¶¶ 127-30), (2) actively considered an at-risk launch (CCF ¶¶ 13147), (3) continually projected oxymorphone ER entry dates as early as June 2010 (CCF ¶¶ 14867), and (4) took additional concrete steps to be ready to launch oxymorphone ER as early as
2010 (CCF ¶¶ 168-73). These steps included working with federal agencies and outside parties to
purchase the controlled-substance API needed for manufacturing (CCF ¶¶ 174-87), and
manufacturing enough oxymorphone ER for a launch as early as June 2010 (CCF ¶¶ 188-202).
Prior to the settlement with Endo, Impax had manufactured over four months’ supply of 5mg
tablets, over three months of 10mg tablets, over one month of 20mg tables, and two months of
40mg tablets. (CCF ¶ 202). But for the settlement, Impax would have been ready to launch on
the day of ANDA approval in June 2010. (CCF ¶ 204). Because of its substantial launch
preparations, Impax was forced to discard over $1.3 million of manufactured oxymorphone ER
product following the settlement with Endo. (CCF ¶¶ 203-213).
1164. During Mr. Koch’s tenure as Impax CFO between 2005 and 2012, for example, Impax
launched a product at risk only once. (Koch, Tr. 274).
Response to Proposed Finding No. 1164
The Proposed Finding is misleading and incomplete. In addition to the at-risk launch of
oxycodone, Impax received Board of Directors approval for four additional at-risk launches
since 2008. (CX2927 at 014-18 (Impax’s Objections and Responses to Complaint Counsel’s
Second Set of Interrogatories) (generic Solodyn, Doryx, Astepro, and Avodart)). Of these, Impax
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actually launched one product at risk in 2013. (CX2927 at 016-17 (Impax’s Objections and
Responses to Complaint Counsel’s Second Set of Interrogatories) (generic Astepro)). Moreover,
in 2006 Impax partnered with Teva to launch generic Wellbutrin at risk. (CX5004 at 094
(Exhibit 4) (Noll Rebuttal Report)).
1165. That launch involved a generic version of oxycodone. (Koch, Tr. 274).
Response to Proposed Finding No. 1165
The Proposed Finding is misleading and incomplete insofar as it suggests that oxycodone
is the only product that Impax either launched at risk, or had Board of Directors’ approval to do
so. See Complaint Counsel’s Response to Proposed Finding No. 1164.
1166. But Impax launched the product only after it received a favorable district court decision
holding the relevant patents unenforceable. (Snowden, Tr. 425-26; Koch, Tr. 275). And
Impax launched the product in only one dosage strength. (Snowden, Tr. 425).
Response to Proposed Finding No. 1166
The Proposed Finding is misleading and incomplete to the extent it suggests that the
distinction of launching after a favorable district court decision is meaningful in this case. At the
time of the settlement agreement with Endo, Impax had informed the district court that it would
not launch during the trial. (Snowden, Tr. 471-72). Impax had not launched its generic as of the
start of trial. (JX-003 at 004 (¶¶ 23-24)). Impax could easily have waited until receiving a
favorable district court judgment before launching oxymorphone ER. (CCF ¶ 120; Noll, Tr.
1603-04 (“[I]t’s far more likely that [Impax] would have launched at risk if they had received a
favorable decision.”); CX5007 at 024 (¶ 44) (Hoxie Report) (“If Impax had received a favorable
decision at the district court level, a launch prior to the appellate decision could be a reasonable
risk . . .”)).
1167. Impax launched that single dosage strength only after Teva, the first ANDA filer for the
relevant dosage, had launched at risk six months earlier. (Snowden, Tr. 425; see Noll, Tr.
1609-10).
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Response to Proposed Finding No. 1167
The Proposed Finding is unsupported by the evidence to the extent it cited Professor
Noll’s testimony. The cited testimony of Professor Noll does not concern the at-risk launch of
oxycodone by Impax, but instead discussed a different at-risk launch in which Impax and Teva
launched generic Wellbutrin in 2006. (Noll, Tr. 1609-10; CX5004 at 094 (Exhibit 4) (Noll
Rebuttal Report)). The Proposed Finding is also misleading and incomplete insofar as it suggests
that at-risk launches are more desirable for a second generic company. In fact, the reason a
second generic company faces lower risks is because “it has typically much, much, much lower
sales, so less – less risk, less opportunity.” (Hoxie, Tr. 2817-18). There is risk inherent in any
pharmaceutical launch, and any launch involves balancing those risks against the potential
upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and cons, and so
you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶ 134). The
lower risk for an at-risk launch by a second generic is coupled with a lower potential upside.
(Hoxie, Tr. 2817-18).
1168. And Impax limited its risk of damages by capping its potential sales at $25 million.
(Koch, Tr. 275).
Response to Proposed Finding No. 1168
The Proposed Finding is misleading and incomplete to the extent that it suggests that
Impax would have been unable or unwilling to limit its liability exposure in the case of an at-risk
launch of oxymorphone ER. As the company manufacturing and selling generic oxymorphone
ER, Impax had control over its exposure to patent damages, and could calibrate its potential
liability according to the potential upside and its ability to pay damages. (Hoxie, Tr. 2790 (“The
downside risk is capped by what you decide to sell. . . . [I]t’s not a situation where Impax . . . has
no control over . . . that amount.”); Snowden, Tr. 396-97 (agreeing that the Board of Directors
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could limit the potential damages liability for an at-risk launch); see also Complaint Counsel’s
Response to Proposed Finding No. 1137).
1169. The risks to a second generic company launching at risk are much lower than an initial atrisk launch because (1) they do not have first-filer exclusivity at stake, and (2) the patent
holder may have a harder time arguing that damages are the result of a particular
generic’s sales. (Hoxie, Tr. 2817).
Response to Proposed Finding No. 1169
Complaint Counsel objects to the phrase “much lower” as inaccurate and unsupported by
the evidence cited. Mr. Hoxie agreed that the risks to the second generic company are “lower,”
not “much lower.” (Hoxie, Tr. 2817). The Proposed Finding is also misleading and incomplete
insofar as it implies that the branded company may not be able to recover damages from the
second generic. Although the branded company may have more difficulty arguing for damages
measured by its lost profits, that does not deprive it of the ability to recover a reasonable royalty
for its patents. (Hoxie, Tr. 2817-18 (agreeing that damages in such a case would typically be a
reasonable royalty)). Moreover, the Proposed Finding is misleading and incomplete insofar as it
suggests that at-risk launches are more desirable for a second generic company. In fact, the
reason a second generic company faces lower risks is because “it has typically much, much,
much lower sales, so less – less risk, less opportunity.” (Hoxie, Tr. 2817-18). There is risk
inherent in any pharmaceutical launch, and any launch involves balancing those risks against the
potential upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and
cons, and so you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶
134). The lower risk for an at-risk launch by a second generic is coupled with a lower potential
upside. (Hoxie, Tr. 2817-18).
1170. Apart from the limited oxycodone launch, Impax had not pursued any other at-risk
launches at the time of Endo-Impax settlement. (Snowden, Tr. 424, 426).
Response to Proposed Finding No. 1170
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The Proposed Finding is misleading and incomplete because it omits the approved launch
of generic Solodyn in 2008. Impax’s Board of Directors approved an at-risk launch of generic
Solodyn in July of 2008. (CX2927 at 014-15 (Impax’s Objections and Responses to Complaint
Counsel’s Second Set of Interrogatories)). Although Impax never actually launched this product,
that was only because the anticipated market conditions and FDA approval did not materialize.
(CX2927 at 015 (Impax’s Objections and Responses to Complaint Counsel’s Second Set of
Interrogatories)). Thus Impax “pursued” the at-risk launch of generic Solodyn at least through
approval by the Board of Directors.
1171. After the settlement in 2010, Impax has considered just three possible at-risk launches.
(CX2927-014-19). Only one of those launches occurred, and only in a very limited
fashion. (Snowden, Tr. 466-67).
Response to Proposed Finding No. 1171
Complaint Counsel objects to the phrase “very limited” as vague, ambiguous, and
unsupported by the evidence cited. In her testimony, Ms. Snowden noted that the launch was
limited to 150,000 units, but did not characterize that as “very limited.” (Snowden, Tr. 466).
Similarly, Dr. Ben-Maimon described the launch as not unlimited, rather than “very limited.”
(CX4021 (Ben-Maimon, Dep. at 153-54)).
1172. Impax’s post-settlement launch involved a drug called azelastine, a nasal spray
antihistamine. (Snowden, Tr. 462).
Response to Proposed Finding No. 1172
Complaint Counsel objects to the phrase “post-settlement launch” as vague and
ambiguous. The launch of the drug azelastine was an at-risk launch, specifically. (Snowden, Tr.
462).
1173. Impax and Perrigo, the ANDA holder and marketer of azelastine, entered a partnership
agreement in which Impax would share development costs and litigation expenses in
return for a share of the drug’s profits. (Snowden, Tr. 462; CX4021 (Ben-Maimon, Dep.
at 153)).
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Response to Proposed Finding No. 1173
The Proposed Finding is misleading and incomplete insofar as it implies that the lower
risk associated with having a partner for the azelastine launch necessarily made it more attractive
than the launch of oxymorphone ER. Any launch involves balancing risks against the potential
upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and cons, and so
you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶ 134). In
addition to sharing risk, Impax had to share profits with Perrigo, thus any lower risk was
accompanied by lower potential for profits. (CX4021 (Ben-Maimon, Dep. at 153); Snowden, Tr.
462).
1174. In 2014, Perrigo notified Impax that it intended to launch azelastine at risk. (Snowden,
Tr. 462).
Response to Proposed Finding No. 1174
Complaint Counsel has no specific response.
1175. Under the terms of the Impax-Perrigo partnership agreement, Impax could participate in
the launch and earn a share of the profits or not participate, in which case Perrigo would
receive all azelastine profits. (Snowden, Tr. 462).
Response to Proposed Finding No. 1175
Complaint Counsel has no specific response.
1176. Impax participated in Perrigo’s at-risk launch, but again limited its exposure to potential
damages by capping its participation at 150,000 units. (Snowden, Tr. 464-65; CX4021
(Ben-Maimon, Dep. at 37-39); CX2689 (minutes of special meeting of Impax Board)).
Response to Proposed Finding No. 1176
The Proposed Finding is misleading and incomplete insofar as it implies that the lower
risk associated with capping the number of units for the azelastine launch necessarily made it
more attractive than the launch of oxymorphone ER. Any launch involves balancing risks against
the potential upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and
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cons, and so you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶
134). In addition to lowering risk, Impax had less potential upside in the azelastine launch
because of the limited units. (See Complaint Counsel’s Response to Proposed Finding No. 1173).
1177. The azelastine launch lasted only a few days because Perrigo and Impax negotiated a
settlement agreement with the brand company. (Snowden, Tr. 466-67; CX4021 (BenMaimon, Dep. at 39-40)).
Response to Proposed Finding No. 1177
The Proposed Finding is misleading and irrelevant because Impax had no way of
knowing that the azelastine launch would be so curtailed. The settlement occurred after the
launch was already underway. (Snowden, Tr. 466-67). Thus the eventual settlement and
withdrawal of the product did not play a role in Impax’s decision to launch at risk.
1178. Margaret Snowden, Impax’s in-house attorney responsible for Intellectual Property and
the highest ranking lawyer at Impax at the time of the settlement, has never been asked to
give a recommendation to the Board of Directors on whether or not Impax should launch
a product at risk where Impax held first-to-file exclusivity. (JX-003-011 (¶ 71) (Second
Set of Joint Stipulations); Snowden, Tr. 507-11).
Response to Proposed Finding No. 1178
The Proposed Finding is misleading and incomplete because Ms. Snowden is not the
person that seeks authorization from the Board of Directors to launch at risk – her role on the
team that seeks authorization to launch at risk is to provide legal advice. (Snowden, Tr. 509-10).
The Proposed Finding is also misleading and incomplete because it ignores the undisputed
evidence that Impax considered launching oxymorphone ER at risk. (Koch, Tr. 247). The
relevant evidence proves that Impax had financial incentives to launch oxymorphone ER as soon
as possible (CCF ¶¶ 121-26), and Impax took many concrete steps to launch oxymorphone ER
leading up to the settlement in June of 2010 (CCF ¶¶ 127-213). Impax (1) included a 2010
launch of oxymorphone ER as one of its “Company Key Goals” (CCF ¶¶ 127-30), (2) actively
considered an at-risk launch (CCF ¶¶ 131-47), (3) continually projected oxymorphone ER entry
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dates as early as June 2010 (CCF ¶¶ 148-67), and (4) took additional concrete steps to be ready
to launch oxymorphone ER as early as 2010 (CCF ¶¶ 168-73). These steps included working
with federal agencies and outside parties to purchase the controlled-substance API needed for
manufacturing (CCF ¶¶ 174-87), and manufacturing enough oxymorphone ER for a launch as
early as June 2010 (CCF ¶¶ 188-202). Prior to the settlement with Endo, Impax had
manufactured over four months’ supply of 5mg tablets, over three months of 10mg tablets, over
one month of 20mg tables, and two months of 40mg tablets. (CCF ¶ 202). But for the settlement,
Impax would have been ready to launch on the day of ANDA approval in June 2010. (CCF ¶
204). Because of its substantial launch preparations, Impax was forced to discard over $1.3
million of manufactured oxymorphone ER product following the settlement with Endo. (CCF ¶¶
203-213). Moreover, the Proposed Finding is misleading because the relevant question is not
whether Impax definitely would have launched oxymorphone ER at risk, but whether Endo paid
to eliminate the possibility of generic entry before January 1, 2013. (CX5000 at 011 (¶ 22) (Noll
Report) (“Hence, the settlement agreement is anticompetitive because it eliminated the
possibility of competition for over 30 months . . .”); see also CX5000 at 110 (¶ 252) (Noll
Report) (“A settlement agreement imposes a social cost if it eliminates the possibility of entry by
a generic drug.”); Bazerman, Tr. 876). The evidence shows that Endo did, in fact, pay to
eliminate the possibility of generic entry. (CCF ¶¶ 321- 387).
3.

Impax’s Board of Directors Must Approve Every At-Risk Launch

1179. It is an absolute prerequisite for Impax’s Board of Directors to formally approve any atrisk launch. (Koch, Tr. 276-77 (“every at-risk launch is a board-level decision”);
Snowden, Tr. 426; CX4030 (Hsu, Dep. at 128); CX4021 (Ben-Maimon, Dep. at 160)).
Response to Proposed Finding No. 1179
The Proposed Finding is misleading and incomplete insofar as it presents the Board of
Directors decision as an additional obstacle once an at-risk launch decision had been made by
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management. At the very least, a recommendation from management to launch would have been
a significant factor in the Board’s decision. In fact, the Impax Board has never rejected a formal
at-risk launch recommendation by management. (CCF ¶ 342). Indeed, the Board of Directors’
meeting minutes produced by Respondent indicate that the Board made its decision on at-risk
launches at the same meeting at which the recommendation was made by management. (See
CX2689 at 001-02; CX3223 at 002). These meeting minutes prove that the time from opening of
the meeting to final decision by the Board was less than an hour. (CX2689 at 001-02 (8:03 am –
8:18 am); CX3223 at 001-02 (1:06 pm – 1:59 pm)).
In any case, the Impax Board of Directors never reached a decision to launch or not
launch oxymorphone ER – it was not asked one way or the other. (CCF ¶ 343). The Proposed
Finding is also unsupported by the evidence cited to the extent it relies on Dr. Hsu’s deposition.
Dr. Hsu’s testimony concerns Board approval of the agreement with Endo, not at-risk launches.
(CX4030 (Hsu, Dep. at 126-30)). Moreover, the relevant question is not whether Impax
definitely would have launched oxymorphone ER at risk, but whether Endo paid to eliminate the
possibility of generic entry before January 1, 2013. (CX5000 at 011 (¶ 22) (Noll Report)
(“Hence, the settlement agreement is anticompetitive because it eliminated the possibility of
competition for over 30 months . . .”); see also CX5000 at 110 (¶ 252) (Noll Report) (“A
settlement agreement imposes a social cost if it eliminates the possibility of entry by a generic
drug.”); Bazerman, Tr. 875-76). The evidence shows that Endo did, in fact, pay to eliminate the
possibility of generic entry. (CCF ¶¶ 321- 87).
1180. Carole Ben-Maimon, the former President of Impax’s Generics Division, explained that
“[i]f there was any kind of liability at all, it went to the Board. Impax is incredibly
conservative.” (CX4021 (Ben-Maimon, Dep. at 34).
Response to Proposed Finding No. 1180
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1179.
1181. Impax has “to have sign off from the Board, because we’re such a small company, and a
launch at risk would . . . potentially cause our company problems if we were hit with
damages, big damages.” (CX4026 (Nguyen, Dep. at 55-56)).
Response to Proposed Finding No. 1181
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1179. Complaint Counsel also objects to the term “small” as vague.
Although Complaint Counsel does not dispute that Impax’s annual revenues are less than some
other pharmaceutical manufacturers, Impax is hardly small. In 2010, the year of the Impax-Endo
Settlement Agreement, its annual revenues were $879,509,000 and it held $348,401,000 in cash,
cash equivalents, and short-term investments on its balance sheet. (CX3278 at 045 (Impax 2010
Annual Report)).
The Proposed Finding is also misleading and incomplete to the extent that it suggests that
Impax would have been unable or unwilling to limit its liability exposure in the case of an at-risk
launch of oxymorphone ER. As the company manufacturing and selling generic oxymorphone
ER, Impax had control over its exposure to patent damages, and could calibrate its potential
liability according to the potential upside and its ability to pay damages. (Hoxie, Tr. 2790 (“The
downside risk is capped by what you decide to sell. . . . [I]t’s not a situation where Impax . . . has
no control over . . . that amount.”); Snowden, Tr. 396-97 (agreeing that the Board of Directors
could limit the potential damages liability for an at-risk launch); see also Complaint Counsel’s
Response to Proposed Finding No. 1137).
1182. Put differently, Impax is “a very small company, and we didn’t have a lot of money, and
so launches at-risk would be a big thing.” (CX4026 (Nguyen, Dep. at 121)).
Response to Proposed Finding No. 1182
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The Proposed Finding is misleading and incomplete to the extent it suggests that the size
of the company is a causal factor in willingness to launch at risk. There is no evidence to support
that assertion. (Noll, Tr. 1609 (“Although I don’t think the size of the company has anything to
do with it.”)). Since the generic company launching at risk has control over how much product it
sells, and how much liability it faces, there is no reason to assume that smaller companies are
less able to launch at risk. (See Complaint Counsel’s Response to Proposed Finding No. 1137).
Complaint Counsel also objects to the term “small” as vague. Although Complaint Counsel does
not dispute that Impax’s annual revenues are less than some other pharmaceutical manufacturers,
Impax is hardly small. In 2010, the year of the Impax-Endo Settlement Agreement, its annual
revenues were $879,509,000 and it held $348,401,000 in cash, cash equivalents, and short-term
investments on its balance sheet. (CX3278 at 045 (Impax 2010 Annual Report)).
1183. But even for large pharmaceutical companies, board approval of at-risk launches is
common. At Novartis, one of the largest pharmaceutical companies in the world, at-risk
launches are board-level decisions. (Hoxie, Tr. 2770-71).
Response to Proposed Finding No. 1183
Complaint Counsel has no specific response.
1184. Still, Impax’s process for deciding whether to launch at risk is “the most significant
effort” undertaken by the company. (Koch, Tr. 276).
Response to Proposed Finding No. 1184
The Proposed Finding is misleading and incomplete, as it takes Mr. Koch’s language out
of context. Mr. Koch testified that the at-risk launch decision-making process “was probably the
most significant effort the company made in making this evaluation.” (Koch, Tr. 276 (emphasis
added)). The language does not indicate what exactly Mr. Koch meant, but it does not establish
that such a decision was the most significant effort the company ever makes.
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1185. And while every product evaluation is unique, the process of evaluating possible at-risk
launch starts with Impax’s New Product Committee evaluating the science, marketing
opportunity, and legal issues related to the drug. (Koch, Tr. 276).
Response to Proposed Finding No. 1185
The Proposed Finding is misleading and incomplete insofar as it implies that an at-risk
launch of oxymorphone was never seriously considered because it ignores the fact that Impax
senior management notified the Impax Board in May 2010 of a potential at-risk launch and
planned to seek Board approval at a later date. Impax’s settlement with Endo ultimately made
such approval unnecessary. On May 14, 2010, upon receiving tentative FDA approval, Impax’s
CEO, Dr. Hsu, wanted to “alert BOD [board of directors] with potential oxymorphine [sic]
launch,” even though “we will have a special Board conference call when we do decide to launch
at risk on a later date.” (CX0008 at 002 (emphasis added); see also CCF ¶ 139). Impax’s
President of Generics, Chris Mengler, did just that in his May 2010 Board presentation,
explaining that the “Current Assumption” was an oxymorphone ER at-risk launch, with expected
revenues beginning in Q2’2010. (CX2662 at 012, 015). Per the official Board of Directors
meeting minutes, Mr. Mengler expressed the view that oxymorphone ER was “a good candidate
for an at-risk launch.” (CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of
May 25 and 26, 2010)). By the time of the Board meeting on May 25 and 26, 2010, Impax was
already a week into settlement discussions with Endo. (CCF ¶¶ 219, 226-29). Per Dr. Hsu’s
instruction, the plan was to educate the Board about the potential at-risk launch at the regular
May 2010 Board meeting and then hold a special conference call for a vote at a later date. Impax
was not eligible for final FDA approval until June 14, 2010 (JX-001 at 007 (¶¶ 15-16)), and had
represented to the district court that it would not launch at risk until June 18, 2010, at the earliest
(CCF ¶ 142). Given that Impax and Endo reached agreement in principle on June 3, 2010 (CCF ¶
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257), and entered a definitive settlement agreement on June 8, 2010 (CCF ¶ 317), a special
Board conference call to approve an oxymorphone ER at-risk launch became unnecessary.
The relevant evidence proves that Impax had financial incentives to launch oxymorphone
ER as soon as possible (CCF ¶¶ 121-26), and Impax took many concrete steps to launch
oxymorphone ER leading up to the settlement in June of 2010 (CCF ¶¶ 127-213). Impax (1)
included a 2010 launch of oxymorphone ER as one of its “Company Key Goals” (CCF ¶¶ 12730), (2) actively considered an at-risk launch (CCF ¶¶ 131-47), (3) continually projected
oxymorphone ER entry dates as early as June 2010 (CCF ¶¶ 148-67), and (4) took additional
concrete steps to be ready to launch oxymorphone ER as early as 2010 (CCF ¶¶ 168-73). These
steps included working with federal agencies and outside parties to purchase the controlledsubstance API needed for manufacturing (CCF ¶¶ 174-87), and manufacturing enough
oxymorphone ER for a launch as early as June 2010 (CCF ¶¶ 188-202). Prior to the settlement
with Endo, Impax had manufactured over four months’ supply of 5mg tablets, over three months
of 10mg tablets, over one month of 20mg tables, and two months of 40mg tablets. (CCF ¶ 202).
But for the settlement, Impax would have been ready to launch on the day of ANDA approval in
June 2010. (CCF ¶ 204). Because of its substantial launch preparations, Impax was forced to
discard over $1.3 million of manufactured oxymorphone ER product following the settlement
with Endo. (CCF ¶¶ 203-213). Moreover, the Proposed Finding is misleading because the
relevant question is not whether Impax definitely would have launched oxymorphone ER at risk,
but whether Endo paid to eliminate the possibility of generic entry before January 1, 2013.
(CX5000 at 011 (¶ 22) (Noll Report) (“Hence, the settlement agreement is anticompetitive
because it eliminated the possibility of competition for over 30 months . . .”); see also CX5000 at
110 (¶ 252) (Noll Report) (“A settlement agreement imposes a social cost if it eliminates the
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possibility of entry by a generic drug.”); Bazerman, Tr. 876). The evidence shows that Endo did,
in fact, pay to eliminate the possibility of generic entry. (CCF ¶¶ 321- 387).
1186. If the New Product Committee recommends an at-risk launch, Impax’s Research and
Development team conducts further due diligence regarding the potential product.
(Koch, Tr. 276).
Response to Proposed Finding No. 1186
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1187. Impax’s in-house legal team also conducts further analysis regarding the specifics of the
patent litigation between Impax and the brand company, as well as the strength of the
underlying patents. (Koch, Tr. 276; CX4021 (Ben-Maimon, Dep. at 166)).
Response to Proposed Finding No. 1187
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1188. Impax’s division heads, including those from the legal department, marketing, operations,
and the generics division, then meet with Impax’s CFO to formulate a risk analysis
profile regarding a potential launch. (Koch, Tr. 276).
Response to Proposed Finding No. 1188
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1189. The CFO then presents the risk analysis profile to Impax’s Executive Committee which
has to approve any at-risk launch. (Koch, Tr. 276-77).
Response to Proposed Finding No. 1189
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1190. Impax’s Chief Executive Officer must also approve any decision to launch at risk.
(CX4030 (Hsu, Dep. at 127); CX4021 (Ben-Maimon, Dep. at 167-68)).
Response to Proposed Finding No. 1190
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1191. If the CEO and Executive Committee approve a possible at-risk launch, Impax senior
management then makes a “very formal presentation” to Impax’s Board of Directors
regarding the recommendation to launch at risk. (Koch, Tr. 277; see CX2689 (minutes of
special meeting of Impax Board); CX3223 (same)).
Response to Proposed Finding No. 1191
Complaint Counsel objects to the phrase “very formal presentation” as vague and
ambiguous. Mr. Koch never explained what he meant by “very formal” or how such a
presentation differed from a merely “formal” or even an “informal” presentation. (Koch, Tr.
277). The cited Board of Directors meeting minutes do not characterize the presentations as
formal or informal. (CX2689 at 001 (“She referenced a presentation . . .”); CX3223 (“Dr. BenMaimon reviewed the presentation . . .”)). The Proposed Finding is also misleading and
incomplete for the reasons set forth in response to Proposed Finding No. 1185.
1192. The presentation is made by Impax’s CFO, the legal department, president of the generics
division, and the manufacturing department. (Koch, Tr. 277).
Response to Proposed Finding No. 1192
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1193. The Board presentation includes background on the product, the basis for the Executive
Committee’s decision to propose an at-risk launch, and a formal resolution seeking the
Board’s vote on the matter. (Koch, Tr. 277).
Response to Proposed Finding No. 1193
Complaint Counsel objects to the phrase “formal resolution” as factually inaccurate and
unsupported by the evidence cited. Mr. Koch testified that “a draft of a resolution seeking” the
Board’s vote would be part of the at-risk presentation. (Koch, Tr. 277). The Proposed Finding is
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also misleading and incomplete for the reasons set forth in response to Proposed Finding No.
1185.
1194. The Board presentation would also include any recommendations about limitations on atrisk sales in order to mitigate potential damages. (Koch, Tr. 278).
Response to Proposed Finding No. 1194
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1185.
1195. Such limitations on sales are formulated “[t]hrough a deliberation among the executive
committee” in which it decides “how much of the capital of the company we felt we
could put at risk in this type of launch scenario, and based on that, we would do a
calculation” on what the company could absorb. (Koch, Tr. 278).
Response to Proposed Finding No. 1195
The Proposed Finding is misleading and incomplete to the extent it suggests that an atrisk launch is only risk, with no potential reward. Were that the case, no company would ever
launch at risk. To the contrary, the evidence shows that at-risk launches happen with some
frequency. Between 2001 and 2015, at least forty-eight generic pharmaceuticals launched at risk.
(CCF ¶ 344). And such launches happen often enough that branded companies take at-risk
launches very seriously in their planning. (CCF ¶ 345). Moreover, there is risk inherent in any
pharmaceutical launch, and any launch involves balancing those risks against the potential
upside. (CX4026 (Nguyen, Dep. at 50-51) (“In an at-risk launch there are pros and cons, and so
you have to weigh that.”); CX4030 (Hsu, Dep. at 43-44); Hoxie, Tr. 2704; CCF ¶ 134). In some
cases, the risks of launching and facing patent damages can be outweighed by the risks of losing
a market opportunity. (Hoxie, Tr. 2704; CX4026 (Nguyen Dep. at 51-52) (“So, that’s a big
incentive for launching a product . . . We don’t make any money until we launch a product.”)).
Because Impax suspected that Endo would try to reformulate Opana ER, forgoing an at-risk
launch would carry risks for Impax – in that the market could decline or disappear entirely. (CCF

537

PUBLIC

¶¶ 124-26, 356; Mengler, Tr. 527 (“[T]he biggest concern [is] that Opana ER somehow in its
original form disappears . . . if there’s no substitute, I get nothing.”)). Another risk was that Endo
was in the process of getting additional patents, so it may have made sense for Impax to launch
before the new patents issued and before the product switch, make its money, and get off the
market if problems arose. (Hoxie, Tr. 2707). Because generic drugs make a “substantial portion”
of their profits during initial 180-day exclusivity periods (Koch, Tr. 232-33), that would be a
viable strategy. The Proposed Finding is also misleading and incomplete as it conflates launches
before and after a district court decision. Launches following a favorable district court decision
for the generic company are lower risk. (Hoxie, Tr. 2810-11).
1196. Mr. Koch testified that when he was CFO of Impax, the Board “would often drill us on
whatever interests or questions they had” following the formal presentation. (Koch, Tr.
285).
Response to Proposed Finding No. 1196
The Proposed Finding is misleading and incomplete insofar as it presents the Board of
Directors decision as an additional obstacle once an at-risk launch decision had been made by
management. At the very least, a recommendation from management to launch would have been
a significant factor in the Board’s decision. In fact, the Impax Board has never rejected a formal
at-risk launch recommendation by management. (CCF ¶ 342). Indeed, the Board of Directors
meeting minutes produced by Respondent indicate that the Board made its decision on at-risk
launches at the same meeting at which the recommendation was made by management. (See
CX2689 at 001-02; CX3223 at 002). These meeting minutes prove that the time from opening of
the meeting to final decision by the Board was less than an hour. (CX2689 at 001-02 (8:03 am –
8:18 am); CX3223 at 001-02 (1:06 pm – 1:59 pm)). The Proposed Finding is also misleading and
incomplete for the reasons set forth in response to Proposed Finding No. 1185.
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1197. In those instances, the Executive Committee would ask the Board to “appoint a special
committee so that we could have time to collect the answers to their questions and report
back to the board those answers and use the special committee as a tool during the
evaluation by the board.” (Koch, Tr. 285-86).
Response to Proposed Finding No. 1197
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1185 and 1196.
1198. Once all of the Board’s questions and concerns are addressed, the Executive Committee
returns to the Board of Directors for a full vote on a resolution approving an at-risk
launch. (Koch, Tr. 277, 285-86 (Mr. Koch personally would “draft a resolution seeking
[the Board’s] vote”)).
Response to Proposed Finding No. 1198
The Proposed Finding is misleading and incomplete insofar as it presents the Board of
Directors decision as an additional obstacle once an at-risk launch decision had been made by
management. At the very least, a recommendation from management to launch would have been
a significant factor in the Board’s decision. In fact, the Impax Board has never rejected a formal
at-risk launch recommendation by management. (CCF ¶ 342). The Proposed Finding is also
unsupported by the evidence cited to the extent it claims that Mr. Koch “personally would ‘draft
a resolution seeking’” the Board’s vote. Mr. Koch’s cited testimony does not establish who
would prepare the draft resolution. (Koch, Tr. 277, 285-86). The Proposed Finding is also
misleading and incomplete for the reasons set forth in response to Proposed Finding No. 1185.
1199. If the Board formally authorizes an at-risk launch, the approval is recorded in the Board
of Director’s Minute Book. (Koch, Tr. 286).
Response to Proposed Finding No. 1199
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1185 and 1196.
1200. In the case of azelastine, the nasal spray antihistamine, Impax senior management,
including the president of Impax’s generics business, Impax’s General Counsel, and
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Margaret Snowden, Impax’s in-house attorney responsible for Intellectual Property, made
a formal presentation and recommendation regarding a limited at-risk launch at a special
Board of Directors meeting. (Snowden, Tr. 463-64; CX4021 (Ben-Maimon, Dep. at 15354); CX2689 (minutes of special meeting of Impax Board regarding azelastine)).
Response to Proposed Finding No. 1200
Complaint Counsel objects to the phrase “formal presentation and recommendation” as
vague, ambiguous, and unsupported by the evidence cited. Neither Ms. Snowden nor Dr. BenMaimon referred to the presentation as formal in their cited testimony. (Snowden, Tr. 463-64;
CX4021 (Ben-Maimon, Dep. at 153-54)). The Board meeting minutes likewise do not
characterize the presentation as formal. (CX2689 at 001 (Minutes of a Special Meeting of the
Impax Board of Directors)). The Proposed Finding is also misleading and incomplete for the
reasons set forth in response to Proposed Finding No. 1185.
1201. A formal resolution was then placed before the board, and the board formally voted to
approve the resolution. (Snowden, Tr. 466).
Response to Proposed Finding No. 1201
Complaint Counsel objects to the phrase “formal resolution” as vague, ambiguous, and
unsupported by the evidence cited. Ms. Snowden testified that “a resolution” was placed before
the Board, but did not characterize it as formal. (Snowden, Tr. 466). The Proposed Finding is
also misleading and incomplete for the reasons set forth in response to Proposed Finding No.
1185.
1202. But even with Board authorization, Impax may not launch at-risk given the dynamics in
underlying patent litigation and the market, or the limitations placed on the launch.
(Koch, Tr. 286; CX4026 (Nguyen, Dep. at 56) (“even after Board approval, senior
management still has the decision to pull the trigger or not”)).
Response to Proposed Finding No. 1202
The Proposed Finding is misleading and irrelevant because the relevant question is not
whether Impax definitely would have launched at risk, but whether Endo paid to eliminate the
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possibility of generic entry before January 1, 2013. (CX5000 at 011 (¶ 22) (Noll Report)
(“Hence, the settlement agreement is anticompetitive because it eliminated the possibility of
competition for over 30 months . . .”); see also CX5000 at 110 (¶ 252) (Noll Report) (“A
settlement agreement imposes a social cost if it eliminates the possibility of entry by a generic
drug.”); Bazerman, Tr. 876). The evidence shows that Endo did, in fact, pay to eliminate the
possibility of generic entry. (CCF ¶¶ 321- 387).
1203. Impax, for instance, considered an at-risk launch of dutasteride, a medicine used to treat
conditions of the prostate. (Snowden, Tr. 467; CX4021 (Ben-Maimon, Dep. at 156)).
Response to Proposed Finding No. 1203
Complaint Counsel has no specific response.
1204. The Impax Board formally approved an at-risk launch after a formal recommendation
from senior management, with the limitation that no launch could occur unless and until
the district court hearing an underlying patent suit between Impax and the brand company
issued a favorable decision. (Snowden, Tr. 467-69; CX4021 (Ben-Maimon, Dep. at 15658); CX3223 (minutes of special meeting of Impax Board regarding dutasteride)).
Response to Proposed Finding No. 1204
The Proposed Finding is misleading and irrelevant for the reasons set forth in response to
Proposed Finding No. 1202.
1205. Impax never launched dutasteride because the district court ruled against Impax.
(Snowden, Tr. 470; CX4021 (Ben-Maimon, Dep. at 157)).
Response to Proposed Finding No. 1205
The Proposed Finding is misleading and irrelevant because the fact that Impax did not
launch dutasteride in the face of an adverse district court ruling has no bearing on whether or not
it would have launched oxymorphone ER at risk. Moreover, the relevant question is not whether
Impax definitely would have launched oxymorphone ER at risk, but whether Endo paid to
eliminate the possibility of generic entry before January 1, 2013. (CX5000 at 011 (¶ 22) (Noll
Report) (“Hence, the settlement agreement is anticompetitive because it eliminated the
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possibility of competition for over 30 months . . .”); see also CX5000 at 110 (¶ 252) (Noll
Report) (“A settlement agreement imposes a social cost if it eliminates the possibility of entry by
a generic drug.”); Bazerman, Tr. 876). The evidence shows that Endo did, in fact, pay to
eliminate the possibility of generic entry. (CCF ¶¶ 321- 387).
4.

Impax Management Never Sought or Obtained Board Approval to
Launch Oxymorphone ER At Risk

1206. Impax would never launch a product at-risk absent Board approval. (Snowden, Tr. 470).
Response to Proposed Finding No. 1206
The Proposed Finding is misleading and incomplete in that it ignores that Impax was
preparing to obtain Board approval for a potential at-risk launch, but that such Board approval
became unnecessary after Impax entered the settlement with Endo. On May 14, 2010, upon
receiving tentative FDA approval, Impax’s CEO, Dr. Hsu, wanted to “alert BOD [board of
directors] with potential oxymorphine [sic] launch . . . even though we will have a special Board
conference call when we do decide to launch at risk on a later date.” (CX0008 at 002 (emphasis
added); see also CCF ¶ 139). Impax’s President of Generics, Chris Mengler, did just that in his
May 2010 Board presentation, explaining that the “Current Assumption” was an oxymorphone
ER at-risk launch, with expected revenues beginning in Q2’2010. (CX2662 at 012, 015). Per the
official Board of Directors meeting minutes, Mr. Mengler expressed the view that oxymorphone
ER was “a good candidate for an at-risk launch.” (CX2663 at 001 (Minutes of the Impax Board
of Directors Meetings of May 25 and 26, 2010)).
By the time of the Board meeting on May 25 and 26, 2010, Impax was already a week
into settlement discussions with Endo. (CCF ¶¶ 226-29). Impax was not eligible for final FDA
approval until June 14, 2010 (JX-001 at 007 (¶¶ 15-16)), and had represented to the district court
that it would not launch at-risk until June 18, 2010, at the earliest (CCF ¶ 142). Given that Impax
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and Endo reached agreement in principle on June 3, 2010 (CCF ¶ 257), and entered a definitive
settlement agreement on June 8, 2010 (CCF ¶ 317), a special Board conference call to approve
an oxymorphone ER a-risk launch became unnecessary.
Though a Board vote became unnecessary, it is worth noting that the Impax Board has
never rejected a formal at-risk launch recommendation by management. (CCF ¶ 342).
1207. And as described below, Impax senior management never decided to pursue an at-risk
launch or requested Board approval for an at-risk launch. (Koch, Tr. 299, 324-25;
Snowden, Tr. 470-71).
Response to Proposed Finding No. 1207
The Proposed Finding is misleading and incomplete in that it ignores that Impax senior
management notified the Impax Board in May 2010 of a potential at-risk launch and planned to
seek Board approval at a later date, but Impax’s settlement with Endo made such approval
unnecessary. (See Complaint Counsel’s Response to Proposed Finding No. 1206).
a.

Senior Management Never Decided to Pursue an At-Risk
Launch

1208. Impax’s senior management never decided to pursue an at-risk launch of generic Opana
ER. (Mengler, Tr. 547-48, 584; CX4002 (Smolenski, IHT at 99) (“there was never a
‘final decision’ to launch”)).
Response to Proposed Finding No. 1208
The Proposed Finding is misleading and incomplete. Though there may not have been a
“final decision” to launch at risk, prior to its agreement with Endo, Impax’s CEO and senior
management were “absolutely” considering the possibility of an at-risk launch. (CX4014 (Hsu,
IHT at 130); CCF ¶¶ 131, 139, 145-47). Indeed, according to the Company’s Key Goals,
Impax’s “financial success” in 2010 would “hinge heavily on [its] success” in oxymorphone,
among other key products. (CX2562 at 002 (2010 Company Key Goals); CCF ¶ 127-30).
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Impax dedicated significant resources to preparing for a potential at-risk launch of
oxymorphone ER. (CCF ¶¶ 168-213). Impax’s Operations division had the 2010 objective of
launching oxymorphone ER “on the day of ANDA approval.” (CX2899 at 002 (2010 Operations
MBOs); CCF ¶ 169). To reach that objective, Impax dedicated “an inordinate amount of both
labor and plant capacity” to the production of oxymorphone ER product at the expense of other
Impax products. (CX4023 (Hildenbrand, Dep. at 43-44); CCF ¶ 172). Impax worked to obtain
the needed quota from the DEA to be able to procure adequate oxymorphone API to sustain a
mid-2010 at-risk launch, (CCF ¶¶ 174-87). Impax manufactured enough oxymorphone ER for
launch as early as June 2010. (CCF ¶¶ 188-202). Once the settlement rendered Impax’s launch
preparations moot, Impax had to discard over $1.3 million of manufactured oxymorphone ER
product and was left with $1.6 million in oxymorphone API with a 2011 expiration date, a “big
amount” for Impax. (CCF ¶¶ 203-213). Dr. Hsu explained the opportunity cost of preparing
oxymorphone for an at-risk launch: “[I]f we decide to launch this product, something else is
going to have to delay.” (CX4014 (Hsu, IHT at 129)).
1209. In fact, Impax senior management did not believe a limited at-risk launch was a good
business strategy for generic Opana ER. (Snowden, Tr. 503-04).
Response to Proposed Finding No. 1209
The Proposed Finding is not supported by the testimony cited and is misleading. In the
transcript pages cited by Impax, Ms. Snowden – who serves in a legal rather than a business
capacity at Impax (Snowden, Tr. 343-46; Snowden, Tr. 509-10 (agreeing that her role was to
provide legal advice)) – was responding to a hypothetical question in the present tense.
(Snowden, Tr. 503 (“Q. Would it be a good business strategy for Impax to risk its very valuable
first-to-file exclusivity with a limited launch of Opana ER? A. I don’t think so.”)). Impax cites
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no contemporaneous documents or any testimony of what Impax or its executives actually
thought at the time.
Furthermore, the Proposed Finding is contrary to the weight of the evidence. Prior to
entering the settlement agreement with Endo, Impax executives were “absolutely” considering an
at-risk oxymorphone launch. (CX4014 (Hsu, IHT at 130); CCF ¶¶ 131, 139, 145-47). At the May
2010 Board meeting, Impax’s generic division president “expressed the view that Oxymorphone
was a good candidate for an at-risk launch.” (CX2663 at 001 (Minutes of the Impax Board of
Directors Meetings of May 25 and 26, 2010)). Everyone at the meeting agreed that oxymorphone
ER was a “great market opportunity” and it was understood that the Executive Committee might
“come back to the Board seeking an at-risk launch.” (CCF ¶ 146).
1210. Impax was the first ANDA filer for most dosage strengths and “when a generic launches
at risk, being enjoined is quite [] possible, and so if you launch at risk and then you get
enjoined, the 180-day clock will keep ticking . . . and so the generic company loses the
value of the 180-day exclusivity period.” (Snowden, Tr. 503-04).
Response to Proposed Finding No. 1210
Complaint Counsel has no specific response to the statement that “Impax was the first
ANDA filer for most dosage strengths.” Complaint Counsel objects to the remainder of the
Proposed Finding to the extent that it suggests that this 2017 testimony reflects Ms. Snowden’s
legal advice in 2010. Impax has repeatedly invoked the attorney-client privilege and attorney
work product to shield Ms. Snowden’s counsel concerning a potential oxymorphone ER at-risk
launch, including redacting the summary of her opinion on the issue to the Board of Directors in
May 2010. (CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of May 25 and
26, 2010); see also CX4032 (Snowden, Dep. at 228)).
1211. Mylan, another pharmaceutical company, faced that exact scenario. It launched at risk
following a favorable district court ruling. The same district court, however, enjoined
Mylan from making any sales, which resulted in its loss of the 180-day exclusivity
period. (Snowden, Tr. 505-06).
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Response to Proposed Finding No. 1211
The Proposed Finding is not supported by the testimony cited and is incomplete. Beyond
Ms. Snowden’s vague description of an example involving Mylan, no factual evidence of this
“example” is in the record, including what the product was, when the favorable district court
decision or injunction occurred, or which court or courts heard the matter. (Snowden, Tr. 50406).
Furthermore, the Proposed Finding is irrelevant, as an unspecified, undated example that
has no nexus with Impax’s plans or preparations to launch oxymorphone at risk prior to entering
the settlement with Endo.
1212. Impax’s CFO at the time of settlement was unequivocal that Impax never intended to
launch an oxymorphone ER product at risk: JUDGE CHAPPELL: Are you a hundred
percent certain you would be aware of whether or not Impax planned an at-risk launch of
Opana ER? WITNESS: Absolutely. I would have a key role in that. JUDGE
CHAPPELL: Do you know in fact whether Impax intended an at-risk launch of Opana
ER? . . . THE WITNESS: I do know. JUDGE CHAPPELL: Did they intend to do an atrisk launch of Opana ER? THE WITNESS: No. (Koch, Tr. 324-25).
Response to Proposed Finding No. 1212
The Proposed Finding is contradicted by Mr. Koch’s testimony at his investigational
hearing, his testimony at his deposition, his additional testimony at trial, the testimony of
Impax’s CEO, and the weight of the contemporaneous documents.
At his investigational hearing, Mr. Koch testified that a decision on whether to launch
oxymorphone ER at risk was under consideration in May 2010. (CX4001 (Koch, IHT at 142-43)
(“Q. And when you say decision, is that a decision on whether to launch at risk? A. Yes. Q. But
that was under consideration at this time? A. It was.”)). He further testified that, prior to
settlement with Endo, Impax “evaluated some scenarios for an at-risk launch. . . .” (CX4018
(Koch, Dep. at 104)).

546

PUBLIC

At his deposition, Mr. Koch testified that senior management “scoped out the opportunity
for the directors. We never reached a decision to ask them to consider an at-risk launch.”
(CX4018 (Koch, Dep. at 103-04)). Mr. Koch clarified that Impax senior management neither
reached a decision to proceed nor a decision not to proceed. (CX4018 (Koch, Dep. at 103)).
In his trial testimony, Mr. Koch acknowledged that, in 2010, Impax was considering
whether to launch Opana ER at risk (Koch, Tr. 247), and that Impax’s current assumption as of
May 25/26, 2010 and prior to the settlement with Endo was an oxymorphone ER at-risk launch.
(Koch, Tr. 337-38). That was consistent with the testimony of Impax’s CEO that, prior to the
Endo settlement, Impax was “absolutely” considering the possibility of an at-risk launch.
(CX4014 (Hsu, IHT at 130)).
The cherry-picked trial testimony from Mr. Koch in the Proposed Finding is also
contradicted by a wealth of contemporaneous documents, including the Minutes of the Meeting
of the Board of Directors of Impax Laboratories, Inc. of May 25 and 26, 2010, prepared and
signed by Mr. Koch in his capacity as Secretary of the Board. (CX2663 at 001, 004; see also
CCF ¶¶ 127-213). In that official corporate record, Mr. Koch recounted the presentation of Mr.
Mengler, Impax’s President of Generics, to the Board in which Mr. Mengler “expressed the view
that Oxymorphone was a good candidate for an at-risk launch.” (CX2663 at 001). At trial, Mr.
Koch acknowledged that he had seen – and would have seen at the time – Mr. Mengler’s May
presentation to the Board (Koch, Tr. 336-37), in which senior management’s current assumption
for oxymorphone ER was an at risk launch in Q2’2010. (CX2662 at 012, 015 (May 2010
Mengler Board Presentation)). Mr. Koch further testified that everyone at the meeting agreed
that oxymorphone ER was “a great market opportunity” for Impax, and that it was understood
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that the Executive Committee might “come back to the Board seeking an at-risk launch.” (CCF ¶
146).
1213. Indeed, when Impax’s ANDA received tentative FDA approval in May 2010, Impax’s
CEO, Larry Hsu, informed Arthur Koch, Impax’s CFO, that “it’s unlikely we will launch
Opana ER this year (I actually prefer not to launch this year for obvious reason[s]).”
(RX-297.0002).
Response to Proposed Finding No. 1213
The Proposed Finding is misleading, incomplete, and contrary to the weight of the
evidence. Dr. Hsu made the quoted statement on May 9, 2010 (RX-297 at 0001-02), which was
four days before Impax received tentative approval of its oxymorphone ER ANDA on May 13,
2010 (JX-001 at 007 (¶¶ 16-17); CCF ¶ 111).
On May 13, 2010, Dr. Hsu responded to the news of Impax’s tentative approval by
asking his executive management team: “How much time do we need to build launch
inventory?” and stating that “I (and the Board) need to see a risk launch analysis.” (CX2929 at
001 (May 13, 2010 Hsu email to executive management)). The following day, he instructed Mr.
Mengler, Impax’s President of Generics, to “alert BOD [ board of directors] with potential
oxymorphine [sic] launch . . . even though we will have a special Board conference call when we
do decide to launch at risk on a later date.” (CX0008 at 002 (emphasis added); see also CCF ¶
139). Indeed, Dr. Hsu was contemplating January 2011 as the later launch date for oxymorphone
ER in a settlement with a No-AG provision. (CX0505 at 001 (May 14, 2010 Hsu emails to
Mengler) (“I want to consider the pros and cons of postponing the launch of Oxymorphone in
January 2011”; “What if we can settle with Endo for January 2011 launch with No AG?”)
(emphasis in original)).
1214. Dr. Hsu further explained that that “mostly likely we will make launch decision based on
court decision on the PI.” (CX2929-001).
Response to Proposed Finding No. 1214
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The Proposed Finding is misleading, in that it suggests that waiting for a court decision
on a preliminary injunction would be inconsistent with an at-risk launch. To the contrary, Endo
moved for a preliminary injunction on May 21, 2010, after learning of Impax’s grant of tentative
approval. (CCF ¶ 140). Impax refused to agree to refrain from launching its oxymorphone
product until a district court ruling. (CCF ¶ 140). Instead, it agreed only that it would not launch
its generic oxymorphone ER product “through and including the last trial day as presently
scheduled” (RX-251), which was June 17, 2010 – three days after Impax was expected to get
final FDA approval. (CX2759 at 020 (Patent Litigation Docket Entry No. 218)). Subsequently,
on May 26, 2010, the court terminated Endo’s motion for a preliminary injunction. (CX2759 at
021 (Patent Litigation Docket Entry No. 233)).
1215. This meant that the earliest Impax would even consider an at-risk launch was after a
favorable court ruling regarding the Endo patent suit. (Koch, Tr. 310; Hoxie, Tr. 2770;
see CX0008-002 (May 2010 email from Larry Hu stating that a “special Board
conference call” would be necessary)).
Response to Proposed Finding No. 1215
The Proposed Finding is contrary to the contemporaneous documents and is not
supported by the materials cited. On May 17, 2010, after Impax had received tentative approval,
Endo proposed that, even after Impax obtained final FDA approval, Impax should agree to
refrain from launching its oxymorphone product until a district court ruling. (CCF ¶ 140). Impax
refused, insisting that, absent a court order, it “will have the right to launch the [oxymorphone
ER] product upon final approval in mid-June.” (CCF ¶ 141). Ultimately, Impax agreed only to
refrain from launching “through and including the last day of trial as presently scheduled.” (RX251 (Impax letter to the court)).
The cited testimony of Mr. Koch is his speculative 2017 interpretation of Dr. Hsu’s 2010
email that runs counter to the plain reading of the document, which noted only that Impax would
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make a launch decision based on the preliminary injunction decision. (Koch, Tr. 310; CX2929 at
001). The only contemporaneous document cited in support of the Proposed Finding counters the
proposition. In the May 14, 2010, email from Dr. Hsu following the news of FDA tentative
approval, Dr. Hsu stated: “I think we should alert BOD with potential oxymorphine [sic] launch
in this meeting even though we will have a special Board conference call when we do decide to
launch at risk on a later date.” (CX0008 at 002). The email thread never mentions delaying
launch until receiving a favorable court ruling in the patent suit. (CX0008).
1216. When customers inquired about the status of Impax’s Opana ER product, Impax sales
team consequently noted that “[a] launch decision has not been made yet. There is
nothing we can tell the customers yet.” (RX-323.0001).
Response to Proposed Finding No. 1216
The Proposed Finding is misleading in that it suggests that Impax having not yet made a
launch decision is akin to Impax having affirmatively decided not to launch. The May 17, 2010
email from Todd Engle to Impax sales personnel simply instructed the sales team that they did
not have additional information to disclose to inquiring customers at that time. (RX-323). This email is consistent both with Impax’s concern that disclosing its marketing intentions to
customers would put Impax at a competitive disadvantage to Endo (CCF ¶ 183), and with Impax
“absolutely” considering an at-risk launch. (CX4014 (Hsu, IHT at 130)).
The Proposed Finding is also incomplete as it does not cover the range of
communications with potential customers. At the time, Impax was also soliciting and obtaining
Letters of Intent (“LOIs”), which are written statements from pharmaceuticals customers that
“prove to the DEA that the Impax customers will order the Oxymorphone [requested by Impax]
in quantities that exceed the Procurement Quota already granted.” (CCF ¶ 182). In the spring of
2010, Impax obtained LOIs with commitments from four customers comprising 88% of the total
generic oxymorphone ER demanded Impax expected in 2010. (CCF ¶¶ 185-86).
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1217. Impax also told the court presiding over the Endo-Impax patent litigation that Impax
would not launch at-risk during trial. (Snowden, Tr. 471-72; RX-251 (letter to court)).
Response to Proposed Finding No. 1217
The Proposed Finding is misleading and incomplete. Impax informed the court that it
would not launch its generic oxymorphone ER product “through and including the last trial day
as presently scheduled” (RX-251). The trial was scheduled to conclude on June 17, 2010
(CX2769 at 020 (Patent Litigation Docket Entry No. 218)), which was only three days after
Impax would be eligible for final FDA approval. (JX-001 at 007 (¶¶ 15-16)). Thus, Impax’s
representation to the court did not indicate that it would not launch at risk shortly following final
approval of its product.
b.

Senior Management Never Recommended an At-Risk Launch

1218. Impax’s senior management never made a presentation to the Impax Board of Directors
recommending an at-risk launch of oxymorphone ER. (Koch, Tr. 299; Snowden, Tr.
470-71; CX4030 (Hsu, Dep. at 85)).
Response to Proposed Finding No. 1218
The Proposed Finding is misleading. Impax’s senior management made a presentation in
May 2010 to the Impax Board of Directors identifying an oxymorphone ER at-risk launch as the
“Current Assumption” with projected 2010 profits in excess of $28 million (CX2662 at 012,
015), and Mr. Mengler, Impax’s President of Generics, informed the Board of Directors at the
same May 2010 meeting that oxymorphone ER was “a good candidate for an at-risk launch.”
(CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of May 25 and 26, 2010)).
1219. Had Impax actually contemplated an at-risk launch, it would have sought Board approval
well before tentative FDA approval of its ANDA. (Koch, Tr. 333-34).
Response to Proposed Finding No. 1219
The Proposed Finding is not supported by the testimony cited and is counter to the weight
of the evidence, including the contemporaneous documents. In the transcript pages cited, Mr.
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Koch testified that “we could make a decision to launch subject to the [FDA] approval well in
advance,” but said nothing about what Impax actually did or would have done in any context.
(Koch, Tr. 333-34 (emphasis added)). The contemporaneous documents demonstrate that Impax
was preparing for a potential at-risk launch (CCF ¶¶ 127-213) and educating the Board about a
potential launch so that the Board would be informed when they did hold “a special Board
conference call when we do decide to launch at risk on a later date.” (CX0008 at 002 (May 14,
2010 Hsu email to Mengler); see also CX2662 (May 2010 Mengler Board presentation);
CX2663 (May 25-26, 2010 Impax Board of Directors Meeting Minutes); see also Complaint
Counsel’s Response to Proposed Finding No. 1208).
1220. Mr. Koch explained that because “the date of approval is pretty well predictable, we
would want to be ready . . . on the date of that approval to make such a launch, so we
would never wait for [FDA] approval to seek the board’s approval to pursue an at-risk
launch, we would do it well in advance so that we could accomplish the tasks necessary
to prepare.” (Koch, Tr. 341).
Response to Proposed Finding No. 1220
The Proposed Finding is misleading and incomplete in that it suggests that Board
approval was necessary to pursue or prepare for an at-risk launch. While a Board vote may have
been necessary to actually launch the product in June 2010, no Board vote was necessary to
prepare for the potential at-risk launch. The evidence shows that Impax was “absolutely”
considering an at-risk oxymorphone launch (CX4014 (Hsu, IHT at 130)) and had long been
preparing to be ready to launch oxymorphone ER in June 2010. (CCF ¶¶ 168-213). Those
preparations were far along when Dr. Hsu stated in mid-May 2010 that he wanted to alert the
Board to a potential at-risk launch (CX0008 at 002 (May 14, 2010 Hsu email to Mengler) and at
the May 25-26, 2010 Board meeting when Mr. Mengler stated that the “Current Assumption”
was for an at-risk launch the following month (CX2662 at 012, 015 (May 2010 Mengler
presentation to the Board of Directors)).
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1221. Tentative FDA approval is effectively the last step in an ANDA filer’s approval efforts
since “it’s pretty routine and rubber stamp from the time of a tentative approval to final
approval.” (Koch, Tr. 340-41; see Snowden, Tr. 417-18 (tentative approval from FDA
“suggest[s] that Impax was almost certain to get final approval at the conclusion of the
30-month stay”)).
Response to Proposed Finding No. 1221
Complaint Counsel has no specific response.
1222.
(CX2662-012).
Response to Proposed Finding No. 1222
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
Mr. Mengler, Impax’s President of Generics, first presented a potential 2010 oxymorphone ER
at-risk launch no later than November 2009, when he identified a July 2010 launch as a “2010
Plan Upside.” (CX2628 at 017) (Nov. 2009 Mengler presentation to the Board of Directors)). In
February 2010, Mr. Mengler again notified the Board that a mid-June 2010 oxymorphone ER
launch was a “Possible Upside” with an impact of $10 to $12 million per month. (CX2662 at 010
(May 2010 Mengler presentation to the Board of Directors)). Finally, in May 2010, Mr. Mengler
notified the Board that an oxymorphone ER at-risk launch was the “Current Assumption”
(CX2662 at 012) and told the Board that oxymorphone ER was a good candidate for an at-risk
launch (CCF ¶ 146).
1223. The discussion occurred at a regular board meeting on May 25-26, 2010, after the FDA
granted tentative approval to Impax’s oxymorphone ER product. (Mengler, Tr. 548;
CX2662).
Response to Proposed Finding No. 1223
The Proposed Finding is misleading to the extent it suggests that the May 2010 Board
meeting was the only time an oxymorphone at-risk launch was discussed with the Board. (See
Complaint Counsel’s Response to Proposed Finding No. 1222).
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1224. Senior management did not make a recommendation for an at-risk launch, did not discuss
the risk or benefits of an at-risk launch, and did not ask the Board to approve an at-risk
launch at that meeting. (Koch, Tr. 295; Mengler, Tr. 584-85).
Response to Proposed Finding No. 1224
Complaint Counsel has no specific response to the statement that senior management
“did not ask the Board to approve an at-risk launch” at the May 2010 Board meeting. The
remainder of the Proposed Finding is factually inaccurate. Mr. Mengler notified the Board in
May 2010 that the “Current Assumption” was an at-risk launch the following month. (CX2662 at
012 (May 2010 Mengler presentation to the Board of Directors)). Per the official corporate
minutes of the meeting, he expressed the view that oxymorphone ER was “a good candidate for
an at-risk launch.” (CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of May
25 and 26, 2010)). Everyone at the meeting agreed that oxymorphone ER was a “great market
opportunity” for Impax. (Koch, Tr. 259). Ms. Snowden likely presented her legal advice on a
potential at-risk launch at the same meeting, though her advice has been withheld on ground of
attorney-client privilege. (CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of
May 25 and 26, 2010)).
1225. In fact, there was no substantive discussion of an at-risk launch at all. (Koch, Tr. 295;
Mengler, Tr. 584).
Response to Proposed Finding No. 1225
The Proposed Finding is not supported by the testimony cited and is contradicted by the
contemporaneous documents. In the transcript cited, Mr. Mengler testified only that he did not
“recall any discussion” about an at-risk launch. He testified similarly at his May 2017 deposition
testimony. (CX 4022 (Mengler, Dep. at 59)).
Mr. Mengler’s May 2010 presentation to the Board discussed a potential at-risk
oxymorphone ER launch at four different points (CX2662 at 010, 012, 013, 015), including a
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dedicated slide that walked through the status of Impax’s application and launch readiness
(CX2662 at 013). The substantive discussion of a potential at-risk oxymorphone ER was noted in
the second paragraph of the official corporate minutes of the May 2010 Board meeting. (CX2663
at 001 (Minutes of the Impax Board of Directors Meetings of May 25 and 26, 2010)).
Finally, Mr. Koch acknowledged that he wrote in the official corporate minutes that Mr.
Mengler “‘expressed the view that oxymorphone was a good candidate for an at-risk launch,’”
which he characterized as Mr. Mengler “thought it was a great market opportunity.” (Koch, Tr.
294). At his deposition, Mr. Koch testified that, “[a]s far as I know, everyone agreed it was a
great market opportunity.” (CX4018 (Koch, Dep. at 121)). The trial testimony of Mr. Koch cited
by the Proposed Finding is at odds with the clear and unambiguous language of the Board
meeting minutes – minutes that form part of the permanent corporate record of Impax, and that
Mr. Koch would not have signed if he believed they were not accurate at the time. (Koch, Tr.
255-56).
1226. The discussion about oxymorphone ER was instead used to put oxymorphone ER “on the
radar” of the Board. (Mengler, Tr. 548).
Response to Proposed Finding No. 1226
The Proposed Finding is misleading. Mr. Mengler needed to “put oxymorphone ER ‘on
the radar’” because Dr. Hsu instructed Mr. Mengler to “alert BOD [board of directors] with
potential oxymorphine [sic] launch . . . even though we will have a special Board conference call
when we do decide to launch at risk on a later date.” (CX0008 at 002 (emphasis added); see also
CCF ¶ 139).
1227. Specifically, the senior management mentioned oxymorphone ER at the Board meeting to
“alert the board as to the product being out there that might get to the point of an at-risk
launch, so that was it.” (Mengler, Tr. 584).
Response to Proposed Finding No. 1227
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The Proposed Finding is misleading for the reasons set forth in Complaint Counsel’s
Response to Proposed Finding No. 1226. Complaint Counsel also objects to the use of the term
“mentioned.” As discussed above in Complaint Counsel’s Response to Proposed Finding No.
1225, Mr. Mengler’s May 2010 presentation to the Board discussed a potential at-risk
oxymorphone ER launch at four different points (CX2662 at 010, 012, 013, 015), including a
dedicated slide that walked through the status of Impax’s application and launch readiness.
(CX2662 at 013).
1228. Larry Hsu, Impax’s CEO at the time, explained that senior management “want to alert the
board that we are considering this is one of the scenario[s] so that if we do come up with
a final recommendation to the board, there will be no surprise. . . . [T]his is very typical.”
(CX4030 (Hsu, Dep. at 82)).
Response to Proposed Finding No. 1228
The Proposed Finding is misleading and contrary to the weight of the evidence. Dr. Hsu
and Impax’s senior management needed to alert the Board that an at-risk launch had gone from a
possible “Upside” in February 2010 to a “Current Assumption” in May 2010. No other scenarios
are discussed in the May 2010 presentation or the May 2010 Board meeting minutes. (CX2662 at
010, 012; CX2263 at 001).
1229. Indeed, the presentation was consistent with Impax’s normal practices. Senior
management annually updated the Board of Directors on various scenarios that could
impact products in the company’s pipeline, ensuring that the Board in not caught off
guard regarding any future course. (Koch, Tr. 301).
Response to Proposed Finding No. 1229
The Proposed Finding is misleading. This was not an “annual” review of “various
scenarios,” but rather a specific presentation made at the behest of the CEO in May 2010 to alert
the Board that a June 2010 at-risk oxymorphone ER launch had progressed from a possible
“Upside” to the “Current Assumption.” (CX2662 at 010, 012; CCF ¶¶ 139, 145-46). Impax
senior management had already been regularly updating the Board on a quarterly basis since
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November 2009 that an oxymorphone ER at-risk launch was at least a “Possible Upside.” (See
Complaint Counsel’s Response to Proposed Finding No. 1222).
1230. At the May 25-26, 2010, Board meeting, the President of the Generics Division, Chris
Mengler, gave a presentation on Impax’s recent past and the outlook ahead. (Koch, Tr.
290-91; see CX2662).
Response to Proposed Finding No. 1230
Complaint Counsel has no specific response.
1231. Mr. Mengler updated the board on oxymorphone ER, including {
} (CX2662-013; Koch, Tr. 291, 293).
Response to Proposed Finding No. 1231
The Proposed Finding is incomplete and misleading in that it fails to disclose that Mr.
Mengler’s oxymorphone ER portion of the presentation focused on senior management’s
“Current Assumption” of an at-risk launch. (CX2662 at 012-13). Furthermore, Impax
manufactured enough oxymorphone ER to be ready to launch in mid-June 2010 and procured
enough quota to be able to support the launch through the end of 2010. (CCF ¶¶ 174-213).
1232. Mr. Mengler told the Board that he thought oxymorphone “was a great market
opportunity” because it was a “very rapidly growing product.” (Koch, Tr. 294-95, 30001). This included a discussion of potential revenues from oxymorphone ER in the
future. (Mengler, Tr. 584-85).
Response to Proposed Finding No. 1232
The Proposed Finding is misleading, incomplete, and contrary to the weight of the
evidence. According to the minutes of the Board of Director meeting, Mr. Mengler “expressed
the view that Oxymorphone was a good candidate for an at-risk launch.” (CCF ¶ 146). These
minutes were approved by the Board and became a permanent corporate record. (CCF ¶ 147).
1233. Mr. Mengler’s financial projections included the possibility of an at-risk launch scenario,
but did not “imply or mean that any legal decision ha[d] been made to clear the way for a
launch.” (Mengler, Tr. 553).
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Response to Proposed Finding No. 1233
The Proposed Finding is incomplete, misleading, and contrary to the actual presentation
Mr. Mengler gave to the Board in May 2010 and other contemporaneous documents. At the May
2010 Impax Board meeting, Mr. Mengler presented an oxymorphone ER at-risk launch as the
“Current Assumption,” which was a change from previous presentations when it was a possible
“Upside.” (See Complaint Counsel’s Response to Proposed Finding No. 1228). Mr. Mengler also
included expected earnings from oxymorphone ER beginning in Q2’2010 and continuing
through the end of the year in the “Current Estimate” financial projections he shared with the
Board. (CX2662 at 015).
Furthermore, the decision to launch at risk was a business decision to be made by
Impax’s Board of Directors and senior management, not a legal decision. (CCF ¶ 339; Figg, Tr.
1979-80 (“I regard that as a business decision.”)).
1234. Impax merely tried to “look[] at different various scenarios” and attempt “very hard to . .
. describe the possible outcomes under any number of different assumptions.” (Koch, Tr.
299-300).
Response to Proposed Finding No. 1234
The Proposed Finding misrepresents the testimony quoted and is misleading and contrary
to the weight of the evidence, including the contemporaneous documents. In the testimony
quoted, Mr. Koch made a general statement about general practices at Impax, not about anything
specifically contained in Mr. Mengler’s May 2010 Board presentation: “At Impax, we were very
good at modeling and we were very good at looking at different scenarios, and we tried very hard
to be able to describe the possible outcomes under any number of different assumptions.” (Koch,
Tr. 300).
Mr. Mengler’s May 2010 Board presentation, however, did not present various scenarios.
Instead, it presented a single scenario – the “Current Assumption – which was an at-risk launch
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for oxymorphone ER. (CX2662 at 012, 015). Mr. Mengler presented this plan to the Board in
accordance with the instructions of Impax CEO Dr. Hsu. (CX0008 at 002 (May 14, 2010 Hsu
email to Mengler)).
1235. Accordingly, as of June 8, 2010, the Impax Board of Directors had not been asked to vote
on whether or not to launch generic oxymorphone ER at risk. (JX-001-009 (¶ 29) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity); Koch, Tr. 299; CX4030 (Hsu,
Dep. at 85)).
Response to Proposed Finding No. 1235
Complaint Counsel has no specific response.
1236. Mr. Koch, Impax’s CFO and Secretary of the Impax Board at the time of settlement,
explained that had a recommendation, discussion, or approval to launch at risk ever been
made to or by the Board of Directors, it would have been “very carefully” recorded in
Board meeting minutes. (Koch, Tr. 289-90).
Response to Proposed Finding No. 1236
The Proposed Finding is incomplete and misleading. Though a vote was not held, a
potential oxymorphone ER at-risk launch was presented to the Board at least three times, twice
as a possible “Upside” and finally as a “Current Assumption.” (See Complaint Counsel’s
Response to Proposed Finding No. ¶ 1222). Substantive discussion of the potential at-risk launch
by Mr. Mengler and Ms. Snowden was recorded in the official May 2010 Board meeting
minutes. (CX2663 at 001).
1237. Indeed, any actual consideration of an at-risk launch for oxymorphone ER would have
been reflected in detailed meeting minutes about the at-risk discussion, the resolution
regarding the possible launch, a formal request for a vote, and the actual Board vote
about the at-risk launch. No such meeting minutes exist. (Koch, Tr. 297-98 (“I would
have written the resolution, and there was no resolution for oxymorphone”)).
Response to Proposed Finding No. 1237
The Proposed Finding is incomplete and misleading. A resolution was unnecessary
because Impax’s settlement with Endo obviated the need for a vote. By the time of the Board
meeting on May 25 and 26, 2010, Impax was already a week into settlement discussions with
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Endo. (CCF ¶¶ 219-29). Impax was not eligible for final FDA approval until June 14, 2010 (JX001 at 007 (¶¶ 15-16)), and had represented to the district court that it would not launch at-risk
until June 18, 2010, at the earliest. (CCF ¶ 142). Given that Impax and Endo reached agreement
in principle on June 3, 2010 (CCF ¶ 257), and entered a definitive settlement agreement on June
8, 2010 (CCF ¶ 317), a special Board conference call to approve an oxymorphone ER a-risk
launch became unnecessary.
c.

The Board of Directors Never Approved an At-Risk Launch

1238. The Board of Directors never voted on or approved an at-risk launch. (CX4030 (Hsu,
Dep. at 85); Koch, Tr. 298-99).
Response to Proposed Finding No. 1238
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1237.
5.

Impax’s Routine Launch Preparedness Efforts Do Not Reflect a
Decision Regarding Launch Timing
a.

Overview of Impax’s General Preparedness Practices

1239. Impax strives to have every product in its generic pipeline “launch ready” at the earliest
date allowed by the Hatch-Waxman Act. (CX4023 (Hildenbrand, Dep. at 60-61);
CX4030 (Hsu, Dep. at 85-86)).
Response to Proposed Finding No. 1239
The Proposed Finding is not supported by the evidence cited and is contrary to the weight
of the evidence. Dr. Hsu’s cited testimony merely explains that Impax generally aimed to be
ready to launch if and when Impax’s management made a launch decision. (CX4030 (Hsu, Dep.
at 85-86)). Dr. Hsu does not reference or otherwise link Impax’s launch-ready date to the Hatch
Waxman Act or FDA regulatory processes. (CX4030 (Hsu, Dep. at 85-86)). In the portion cited,
Mr. Hildenbrand testifies only that the estimated launch date provided by marketing “generally”
was the date of FDA approval. In other portions of his deposition, Mr. Hildenbrand makes clear
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that he was not responsible for deciding the date for a new product launch (CX4023
(Hildenbrand, Dep. at 23-24)); that he didn’t know “[w]hether there were other factors, other
than ANDA approval” that went into the launch date provided by marketing (CX4023
(Hildenbrand, Dep. at 29)); and that he “can’t recall” whether there were circumstances in which
the launch date provided by marketing was different from the date of FDA approval (CX4023
(Hildenbrand, Dep. at 31-32)).
In addition, the Proposed Finding is contrary to the weight of the evidence. Testimony
from Impax’s former Vice President of Manufacturing & Materials Management, Joe Camargo,
makes clear that Impax’s launch ready date and launch target date were not set, as a matter of
course, to the anticipated FDA approval date: “It may or may not be. . . But there are other
factors that could be considered that are relevant to that particular product.” (CX4028 (Camargo,
Dep. at 59-60); Camargo, Tr. 982). Mr. Camargo specifically identified on-going litigation as
one of those factors. (CX4028 (Camargo, Dep. at 60) (“I know there were other products [where
this] was the case.”)). Because Impax’s first-to-market products, such as oxymorphone ER, are
typically subject to litigation, the launch-ready date may be more likely to depart from the FDA
approval date. (CX4028 (Camargo, Dep. at 68-69) (“If you weren’t using the first-to-market
term, I could say that generally we were trying to launch around the FDA approval date. But
when you just narrow it down to first-to-market opportunities, I don’t know if I could generally
say that’s true or not.”)). Thus, not “every product” was aiming to be “launch ready” by the date
of anticipated FDA approval. (CX4028 (Camargo, Dep. at 66-67) (“the launch-ready date may or
may not be linked to the FDA approval date”)).
1240. In order to so, Impax uses an eighteen-month planning horizon. (Camargo, Tr. 952-53;
CX4023 (Hildenbrand, Dep. at 79)).
Response to Proposed Finding No. 1240
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Complaint Counsel objects to the phrase “in order to do so” to the extent that it suggests
that Impax intends to be “launch ready” for every product at the earliest date allowed by the
Hatch-Waxman Act. (See Complaint Counsel’s Response to Proposed Finding No. 1239).
1241. Any time a product is eighteen months away from its earliest theoretical launch, the
Supply Chain Group—which is responsible for producing and packaging Impax’s
products—begins prelaunch preparation activities. (Camargo, Tr. 958; CX4023
(Hildenbrand, Dep. at 9-10)).
Response to Proposed Finding No. 1241
The Proposed Finding is misleading to the extent it suggests that Impax begins the
prelaunch preparation activities for every product eighteen months before the expected date of
FDA approval. While the “earliest theoretical launch date” is often the date of FDA approval
(Impax FOF 1242), the evidence shows that Impax’s target launch dates and launch ready dates
“may or may not be” the date of FDA approval, depending on other product-specific
circumstances. (CX4028 (Camargo, Dep. at 59-60, 68-69); see also Complaint Counsel’s
Response to Proposed Finding No. 1239). In fact, the timing of many pre-launch preparations
depends on case-by-case evaluation of a product’s particular circumstances and specifications.
(CX4028 (Camargo, Dep. at 48-49 (discussing timing for API purchasing); CX4023
(Hildenbrand, Dep. at 144) (discussing wide range of time needed to complete validation for
different products); see also CX4023 (Hildenbrand, Dep. at 26-27) (discussing “frequent
changes” to launch-ready plans)).
1242. The earliest theoretical launch date is often the date of anticipated FDA approval.
(Camargo, Tr. 982; CX4028 (Camargo, Dep. at 59)).
Response to Proposed Finding No. 1242
Complaint Counsel has no specific response.
1243. Every month the Impax Marketing Department provides the Supply Chain Group with a
product forecast for the next eighteen months. (Camargo, Tr. 958).
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Response to Proposed Finding No. 1243
Complaint Counsel has no specific response.
1244. The Supply Chain Group uses those forecasts to begin routine launch planning.
(Camargo, Tr. 958; CX4023 (Hildenbrand, Dep. at 79)).
Response to Proposed Finding No. 1244
Complaint Counsel has no specific response.
1245. In particular, Impax uses a computer system called Enterprise Resource Planning
(“ERP”)—previously known as PRMS—to plan and track product production projects
within the eighteen-month planning horizon. (Camargo, Tr. 959).
Response to Proposed Finding No. 1245
Complaint Counsel has no specific response.
1246. The ERP system tracks the purchasing of materials, shop floor activities, financials
associated with paying suppliers, and other planning activities based on projected batch
sizes, necessary materials, and how the product is produced. (Camargo, Tr. 959-60).
Response to Proposed Finding No. 1246
Complaint Counsel has no specific response.
1247. The Supply Chain Group also uses an excel spreadsheet called the product launch
checklist to track launch-ready dates. (Camargo, Tr. 961).
Response to Proposed Finding No. 1247
Complaint Counsel has no specific response.
1248. Once a product is uploaded into the ERP system, the Supply Chain Group undertakes
certain tasks. (Camargo, Tr. 964).
Response to Proposed Finding No. 1248
Complaint Counsel objects to the phrase “certain tasks” as vague. The ERP system is a
tool Impax uses to plan for capacity restrictions. The ERP system is not the only tool Impax uses
to set task deadlines necessary for a product to be launch-ready. (Camargo, Tr. 960-61; see also
CCF ¶¶ 155-57, 160). The Product Launch Checklist, not the ERP system, is the primary tool
used to determine launch-ready milestone deadlines. (Camargo, Tr. 960-64).
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1249. First, the Supply Chain Group requests a quota from the DEA to purchase any active
pharmaceutical ingredients that are controlled substances. (Camargo, Tr. 965-66).
Response to Proposed Finding No. 1249
The Proposed Finding is unsupported by the evidence cited insofar as it suggests a
particular order of steps. Mr. Camargo’s cited testimony did not identify requesting quota as the
first step, and Impax’s Product Launch Checklist identifies many tasks that Impax must complete
to prepare for a product launch. There is no evidence that the first task on this list is to “request
quota from the DEA.” (See, e.g. CX3078 at 001, 003 (email attaching updated Product Launch
Checklist for the May 11, 2010 launch coordination meeting)).
1250. Second, the Supply Chain Group purchases the active pharmaceutical ingredients and
other unique materials necessary to produce the finished product. (Camargo, Tr. 964).
Response to Proposed Finding No. 1250
The Proposed Finding is unsupported by the evidence cited insofar as it suggests a
particular order of steps. Mr. Camargo’s cited testimony did not identify purchasing API as the
second step, and Impax’s Product Launch Checklist identifies many tasks that Impax must
complete to prepare for a product launch. There is no evidence that the second task on this list is
to “purchase the active pharmaceutical ingredients and other unique materials.” (See, e.g.
CX3078 at 001, 003 (email attaching updated Product Launch Checklist for the May 11, 2010
launch coordination meeting)).
1251. Third, the Supply Chain Group conducts “process validation” to prove that Impax’s
manufacturing process is repeatable and makes the product in a satisfactory manner.
(Camargo, Tr. 966-67).
Response to Proposed Finding No. 1251
The Proposed Finding is unsupported by the evidence cited insofar as it suggests a
particular order of steps. Mr. Camargo’s cited testimony did not identify process validation as the
third step, and Impax’s Product Launch Checklist identifies many tasks that Impax must

564

PUBLIC

complete to prepare for a product launch. There is no evidence that the third task on this list is to
“conduct[] ‘process validation.’” (See, e.g. CX3078 at 001, 003 (email attaching updated Product
Launch Checklist for the May 11, 2010 launch coordination meeting)).
1252. Finally, once the process validation process is completed and approved, the Supply Chain
Group produces a “launch inventory build” to ensure that Impax has enough product to
meet expected demand on the launchable date. (Camargo, Tr. 967-68).
Response to Proposed Finding No. 1252
The Proposed Finding is unsupported by the evidence cited insofar as it suggests a
particular order of steps. Mr. Camargo’s cited testimony did not identify a launch inventory build
as the final step, and Impax’s Product Launch Checklist identifies many tasks that Impax must
complete to prepare for a product launch. There is no evidence that the final task on this list is to
produce “a ‘launch inventory build.’” (See, e.g. CX3078 at 001, 003 (email attaching updated
Product Launch Checklist for the May 11, 2010 launch coordination meeting)).
The Proposed Finding is also misleading to the extent it suggests that the process
validation batches are distinct from the launch inventory build. Impax personnel considered both
process validation batches and additional launch batches as part of the commercial inventory that
can be sold upon launch. (CCF ¶¶ 194-95). A separate “launch inventory build” is unnecessary
unless the product validation batches are not sufficient to meet projected demand. (CCF ¶ 194).
1253. These preparation efforts are the same for all products, including products for which
Impax is the first to file an ANDA. (CX4023 (Hildenbrand, Dep. at 30)).
Response to Proposed Finding No. 1253
The Proposed Finding is misleading in that it suggests a product’s first-filer status has no
impact on Impax’s launch preparation efforts. First-to-file status is a “consideration” for the
Supply Chain Group in evaluating production priorities. (CX4028 (Camargo, Dep. at 68); see
also (CX4028 (Camargo, Dep. at 65-66) (discussing impact of first-to-file status on production

565

PUBLIC

assumptions for necessary safety stock)). A first-to-file drug has a “higher selling margin” and
can require larger resource requirements. (CX4028 (Camargo, Dep. at 68); CX4023
(Hildenbrand, Dep. at 30-31)). Furthermore, the timing of many launch-ready milestones
depends on case-by-case evaluation of the product’s particular circumstances and specifications.
(CX4028 (Camargo, Dep. at 48-49) (discussing timing for API purchasing); (CX4023
(Hildenbrand, Dep. at 144) (discussing wide range of time needed to complete validation for
different products); see also CX4023 (Hildenbrand, Dep. at 26-27) (discussing “frequent
changes” to launch-ready plans)). This is particularly true for Impax’s expected first-to-market
products, such as oxymorphone ER. (CX4028 (Camargo, Dep. at 68-69)).
1254. In conjunction with these tasks, the Supply Chain Group holds monthly meetings called
“launch coordination meetings” to assess the status of any products in the eighteen-month
planning horizon. (Camargo, Tr. 962-63).
Response to Proposed Finding No. 1254
Complaint Counsel objects to the phrase “these tasks” as vague. The tasks listed in
Impax’s Proposed Finding Nos. 1249-52 are not a comprehensive list of the tasks identified on
Impax’s Product Launch Checklist, and that are discussed at launch coordination meetings.
(Camargo, Tr. 963; see, e.g. CX3078 at 001, 003 (email attaching updated Product Launch
Checklist for the May 11, 2010 launch coordination meeting); see also CCF ¶ 161).
1255. Impax’s Vice President of Supply Chain chairs those meetings, which are attended by
representatives of all departments who have responsibilities related to the planning of a
product launch, including the marketing department, purchasing department, and
regulatory department, among others. (Camargo, Tr. 962-63).
Response to Proposed Finding No. 1255
Complaint Counsel has no specific response.
1256. But the Supply Chain Group does not decide if or when a product will actually launch. It
only supports and provides information to other departments—“operations does not
determine what to make or when to make it.” (CX4023 (Hildenbrand, Dep. at 84-85); see
also CX4023 (Hildenbrand, Dep. at 39-40)).
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Response to Proposed Finding No. 1256
Complaint Counsel has no specific response, except to note that Impax’s Operation and
Supply Chain groups oversee the production process and adjust production milestone dates as
necessary. (CX4023 (Hildenbrand, Dep. at 53-54, 56-57); CX4028 (Camargo, Dep. at 33);
Camargo, Tr. 961-62).
b.

Process Validation

1257. Process validation is an FDA requirement imposed on all pharmaceutical manufacturers
to prove that their manufacturing processes are satisfactory and repeatable. (Camargo,
Tr. 966-67; Koch, Tr. 270).
Response to Proposed Finding No. 1257
The Proposed Finding is incomplete. Process validation is only required before a
manufacturer may sell a product commercially. (Camargo, Tr. 967; CCF ¶¶ 192-93).
1258. Manufacturers must demonstrate that the manufacturing steps necessary to produce small
test batches of a product can be used to create large, commercial volumes of the drug.
(Koch, Tr. 269).
Response to Proposed Finding No. 1258
Complaint Counsel has no specific response.
1259. Every product must undergo successful process validation before it can be launched.
(Camargo, Tr. 966-67).
Response to Proposed Finding No. 1259
Complaint Counsel has no specific response.
1260. Impax’s business practice is to begin process validation six months before FDA approval
of the relevant drug is expected, even if the product is the subject of active litigation.
(Koch, Tr. 269-70).
Response to Proposed Finding No. 1260
The Proposed Finding is misleading to the extent it suggests that Impax has a “business
practice” to begin process validation six months before FDA approval, even when there is no
possibility that Impax would launch the product on or around that FDA approval. (See also
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Complaint Counsel’s Response to Proposed Findings Nos. 1239, 1240, and 1241). The cited
testimony from Mr. Koch refers to Impax’s 2010 Annual Report, which specifically states that
Impax will “generally” begin to schedule process validation when the company expects FDA
approval within the next six months. (CX3278 at 101). Indeed, the Annual Report makes clear
that the Impax’s launch preparation timetable considers not only the expected FDA approval
date, but also whether “such action is appropriate to increase the commercial opportunity” and/or
whether “litigation will be resolved in the Company’s favor.” (CX3278 at 101).
The Proposed Finding is also inconsistent with testimony from Impax’s former Vice
President of Manufacturing & Materials Management, Joe Camargo. Mr. Camargo explained
that Impax’s launch ready dates are not set, as a matter of course, to the anticipated FDA
approval date: “It may or may not be. . . . But there are other factors that could be considered that
are relevant to that particular product.” (CX4028 (Camargo, Dep. at 59-60); Camargo, Tr. 982).
He specifically identified on-going litigation as one of those factors. (CX4028 (Camargo, Dep. at
60) (“I know there were other products [where this] was the case.”)). Because Impax’s first-tomarket products, such as oxymorphone ER, are typically subject to litigation, the launch-ready
date may be more likely to depart from the FDA approval date. (CX4028 (Camargo, Dep. at 6869) (“If you weren’t using the first-to-market term, I could say that generally we were trying to
launch around the FDA approval date. But when you just narrow it down to first-to-market
opportunities, I don’t know if I could generally say that’s true or not.”)). In fact, the timing of
many launch-ready milestones, such as process validation, depends on a case-by-case evaluation
of the product’s particular circumstances and specifications. (CX4023 (Hildenbrand, Dep. at
144) (discussing wide range of time needed to complete validation for different products);
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CX4028 (Camargo, Dep. at 48-49 (discussing timing for API purchasing); see also CX4023
(Hildenbrand, Dep. at 26-27) (discussing “frequent changes” to launch-ready plans)).
1261. Impax publicly discloses this policy to investors in its annual 10-K report, in which it
notes, “When the Company concludes FDA approval is expected within approximately
six months, the Company will generally begin to schedule manufacturing process
validation studies as required by the FDA to demonstrate the production process can be
scaled up to manufacture commercial batches.” (CX3278-101).
Response to Proposed Finding No. 1261
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1260.
c.

The Manufacture of Pre-Launch Quantities

1262. Impax may build pre-launch quantities of the products in its planning pipeline before
either FDA approval is granted or a formal launch decision is made. (CX3278-101).
Response to Proposed Finding No. 1262
Complaint Counsel has no specific response.
1263. It generally undertakes these pre-launch manufacturing activities because it takes months
to build up launch inventory. (CX4030 (Hsu, Dep. at 42)).
Response to Proposed Finding No. 1263
The Proposed Finding is misleading in that it suggests that Impax routinely engages in
the same pre-launch manufacturing activities in advance of FDA approval, even if there is no
possibility that Impax would actually launch upon or around FDA approval. It makes no sense
for a company such as Impax to expend significant resources to be in a position to launch if
Impax has no intention of doing so anytime in the near future. (See Hoxie, Tr. 2772 (companies
do not “spend a lot of money on preparations if they didn’t think there was any reason for
making those preparations”)). Indeed, Impax’s CEO, Dr. Hsu, made clear that Impax’s decision
to prepare for launch has a real impact on Impax’s ability to manufacture and timely deliver
other products, which, in turn, could have a real adverse impact on Impax’s customer
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relationships. (CX4014 (Hsu, IHT at 129); see also CCF ¶¶ 170, 172-173 (discussing
manufacturing capacity decisions made by Impax management); CX4038 (Engle, Dep. at 19193) (discussing choice to reduce production on a product because of capacity constraints);
Camargo, Tr. 954-55 (noting Impax has needed to take products off the production plan because
of capacity constraints.); CX4023 (Hildenbrand, Dep. at 43-44) (highlighting particular
opportunity costs associated with manufacturing first-to-file products)). Thus, Impax’s realworld launch-ready timeline for oxymorphone ER reflected product specific Impax management
priorities, not simply a pro forma approach to product preparation. (CCF ¶¶ 127-28, 130, 168-73;
see also CCF ¶ 199) (the period for manufacturing the post-process validation launch inventory
build for oxymorphone ER, for instance, required only two weeks); CX4028 (Camargo, Dep. at
48-49 (discussing timings for API purchasing); (CX4023 (Hildenbrand, Dep. at 144) (discussing
wide range of time needed to complete validation for different products)).
1264. As Impax explains to investors in its annual 10-K reports, “the Company may build
quantities of pre-launch inventories of certain products pending required final FDA
approval and/or resolution of patent infringement litigation, when, in the company’s
assessment, such action is appropriate to increase the commercial opportunity, FDA
approval is expected in the near term, and/or the litigation will be resolved in the
company’s favor.” (CX3278-101).
Response to Proposed Finding No. 1264
The Proposed Finding is misleading to the extent that it suggests what Impax “may” do is
representative of a routine business practice. (See Complaint Counsel’s Response to Proposed
Findings Nos. 1239, 1241, and 1260). Impax’s real-world launch-ready timelines reflect productby-product Impax management priorities, not simply a pro forma approach to product
preparation. (CCF ¶¶ 127-28, 130, 168-73). In practice, Impax personnel aim to minimize the
production of product that will go to waste. (CX4004 (Engle, IHT at 133-34)). In fact, the
Operations team is evaluated annually and their bonuses are tied to achieving a low cost of
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discarded product. (CX2899 at 003 (2010 Operations Objectives) (discussing COGS and cost of
rejected batches); CX4023 (Hildenbrand, Dep. at 198)). Scrapping large amounts of product can
possibly get managers “in trouble.” (CX4004 (Engle, IHT at 134)). For Impax, a “big amount” of
unsellable and discarded product is product worth more than a million dollars. (CX4004 (Engle,
IHT at 134)).
In addition, the document cited (Impax’s 10-K report) makes clear that the Company’s
launch preparation timetable considers not only the expected FDA approval date, but also
whether “such action is appropriate to increase the commercial opportunity” and/or whether
“litigation will be resolved in the Company’s favor.” (CX3278 at 101).
1265. Impax considers its production of pre-launch quantities “routine” and consistent with
industry practice. (Koch, Tr. 271; CX3278-101).
Response to Proposed Finding No. 1265
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263 and 1264.
1266. Impax’s production of launch quantities does not reflect any expectations regarding
underlying patent litigation. (Koch, Tr. 271-72).
Response to Proposed Finding No. 1266
The Proposed Finding is directly contradicted by the evidence cited. Mr. Koch testified
that Impax’s building of pre-launch inventories “may” indicate that Impax expects litigation to
be resolved in its favor. (Koch, Tr. 271-72). In addition, the Proposed Finding is misleading for
the reasons set forth in response to Proposed Finding Nos. 1263 and 1264.
1267. Impax instead builds the products early because the manufacturing process involves long
lead times and “it’s much less expensive, in terms of the company’s financial goals, to
prepare a small cost item to be prepared for the launch into a large market.” (Koch, Tr.
270-71).
Response to Proposed Finding No. 1267
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This Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263 and 1264. In addition, the Proposed Finding is misleading to the extent it
suggests that Impax’s discarding of nearly $1.4 million of oxymorphone ER product was a
routine, “small cost item.” (CCF ¶¶ 208-13). For Impax, a “big amount” of unsellable and
discarded product was anything worth more than a million dollars. (CCF ¶ 206). In fact, creating
large amounts of unusable product can get managers “in trouble” or result in lower bonuses.
(CCF ¶ 206; CX2899 at 003 (2010 Operations Objectives) (discussing COGS and cost of
rejected batches); CX4023 (Hildenbrand, Dep. at 198-99)). Nevertheless, Impax discarded
approximately $1.4 million in manufactured oxymorphone ER product, including brite stocked
and finished goods, due to the Impax-Endo Settlement Agreement. (CCF ¶ 208). Impax’s Senior
Vice President of Operations for seven years, Chuck Hildenbrand, could not recall any other
instance where the Operations team successfully manufactured product for a launch date, the
product received FDA approval, and yet the product had to be destroyed because the company
decided not to launch. (CCF ¶ 211).
1268. The cost of production for any pill is “very low relative to the market value of the
products,” making the pre-launch production “a small cost.” (Koch, Tr. 271).
Response to Proposed Finding No. 1268
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263, 1264, and 1267.
1269. This is true even when a product is subject to litigation, regulatory, or other risks. (Koch,
Tr. 271-72; Camargo, Tr. 1007).
Response to Proposed Finding No. 1269
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263, 1264, and 1267. In addition, the Proposed Finding is not supported by the
testimony cited. Neither Mr. Koch nor Mr. Camargo discussed the impact of litigation,
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regulations, and other risks on a decision to begin product manufacturing. (Koch, Tr. 271-72;
Camargo, Tr. 1007). Mr. Koch merely confirmed that Impax is generally aware that there are
risks to expending capital on unapproved pre-launch inventory. (Koch, Tr. 272). Mr. Camargo
merely confirmed that the Supply Chain Group was aware that some products in the production
window are also subject to litigation. (Camargo, Tr. 1007).
1270. By having pre-launch quantities ready, Impax is able to “increase the commercial
opportunity” for its drugs. (RX-321.0002; see CX2685-003).
Response to Proposed Finding No. 1270

The Proposed Finding is misleading because Impax would only increase the commercial
opportunity for its drugs if it is actually considering launching the drugs. It makes no sense for a
company, such as Impax, to expend significant resources to be in a position to launch if Impax
has no intention of even considering launching anytime in the near future. (See Hoxie, Tr. 2772
(Impax would not “spend a lot of money on preparations if they didn’t think there was any
reason for making those preparations”)). This is particularly true for a company with “limited
capacity,” such as Impax. (See Complaint Counsel’s Response to Proposed Finding No. 1263).
1271. It means that Impax is in a position to be ready to launch if appropriate competitive
circumstances arise. (CX4023 (Hildenbrand, Dep. at 140)).
Response to Proposed Finding No. 1271
The Proposed Finding is not supported by the evidence cited. Mr. Hildenbrand’s cited
testimony merely discusses the “not insignificant” resources needed for the oxymorphone ER
launch inventory build. (CX4023 (Hildenbrand, Dep. at 140)). Indeed, it makes no sense to
expend significant resources to be in a position to launch if Impax has no intention of even
considering launching anytime in the near future. (See Hoxie, Tr. 2772 (companies do not “spend
a lot of money on preparations if they didn’t think there was any reason for making those
preparations”); Complaint Counsel’s Response to Proposed Finding No. 1263).
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1272. If Impax does not take these predicate steps, it does not even have the option of launching
once it receives FDA approval. (CX4030 (Hsu, Dep. at 86)).
Response to Proposed Finding No. 1272
The Proposed Finding is misleading in that it suggests that Impax routinely manufactures
launch quantities in advance of FDA approval even if there is no possibility that Impax would
actually launch upon FDA approval. It makes no sense to expend significant resources to be in a
position to launch if Impax has no intention of even considering launching anytime in the near
future. (See Hoxie, Tr. 2772 (companies do not “spend a lot of money on preparations if they
didn’t think there was any reason for making those preparations”)). As Dr. Hsu testified, Impax
is a company with “limited capacity.” (CX4014 (Hsu, IHT at 129)). Thus, Impax’s decisions to
prepare for launch will have a real impact on Impax’s ability to manufacture and timely deliver
other products, which can affect Impax’s customer relationships. (CX4014 (Hsu, IHT at 129)).
The Proposed Finding is also not supported by the cited testimony from Impax’s CEO. In
his testimony, Dr. Hsu, does not reference or otherwise link launch timing with the HatchWaxman Act or FDA regulatory processes. (CX4030 (Hsu, Dep. at 86)).
1273. As Impax’s CEO at the time of settlement explained, “in order to make sure whatever the
discussion or the decision is meaningful, you have to have a supply ready. Then you can
talk about [possible launches]. . . . [Y]ou have to have material ready. Then you decide
which way you want to go.” (CX4014 (Hsu, IHT at 86)).
Response to Proposed Finding No. 1273
The Proposed Finding is not supported by the cited evidence. The quoted testimony does
not appear in the cited portion. (CX4014 (Hsu, IHT at 86)). The Proposed Finding is also
misleading for the reasons set forth in response to Proposed Finding Nos. 1263 and 1272.
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d.

The Regular Discarding of Products and Materials as a Result of
Preparedness Efforts

1274. Because Impax’s operations team prepares products for launch before FDA approval or a
formal decision about launch timing, it is not unusual for Impax to discard and write off
some of the products and raw materials in its inventory. (Camargo, Tr. 1020-21, 1033).
Response to Proposed Finding No. 1274
The Proposed Finding is misleading to the extent it suggests that discarding
approximately $1.4 million of a single, sellable product is a “not unusual” event. (See CCF ¶¶
206-13). For Impax, a “big amount” of unsellable and discarded product was product worth more
than a million dollars. (CCF ¶ 206). While it was typical for Impax to discard some product or
materials in inventory every month, a disposal of this “big amount” of manufactured
oxymorphone ER product was not a common practice. (CX4004 (Engle, IHT at 133-34)). In fact,
creating large amounts of an unusable product can get managers “in trouble” or result in lower
bonuses. (CCF ¶ 206; CX2899 at 003 (2010 Operations Objectives) (discussing COGS and cost
of rejected batches); CX4023 (Hildenbrand, Dep. at 198)). Nevertheless, Impax discarded
approximately $1.4 million in manufactured oxymorphone ER product, including brite stocked
and finished goods, due to the Impax-Endo Settlement Agreement. (CCF ¶ 208). Impax’s Senior
Vice President of Operations for seven years, Chuck Hildenbrand, could not recall any other
instance where the Operations team successfully manufactured product for a launch date, the
product received FDA approval, and yet the product had to be destroyed because the company
decided not to launch. (CCF ¶ 211). In addition, after the Impax-Endo Settlement Agreement,
Impax was also left with more than $1.6 million in oxymorphone API with a 2011 expiration
date. (CCF ¶ 209). It is unclear what, if anything, Impax did with this remaining oxymorphone
API. (CX2928 at 015 (Impax Response to Interrogatory No. 20); CCF ¶ 209).
1275. In fact, Impax’s standard accounting practices acknowledge the possibility of losses on
unapproved products because of the risks that “FDA approval of product may not occur;

575

PUBLIC

approvals may require additional or different testing and/or specifications than used for
unapproved inventory, and, in cases where the unapproved inventory is for a product
subject to litigation, the litigation may not be resolved or settled in favor of the
Company.” (RX-321.0002).
Response to Proposed Finding No. 1275
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263, 1264, and 1274.
1276. The same point is made in Impax’s annual 10-K reports to investors, which also explains
that if “any of these risks were to materialize and the launch of the unapproved product
delayed or prevented, then the net carrying value of unapproved inventory may be
partially or fully reserved,” which means it would be written off. (CX3278-101; Koch,
Tr. 272).
Response to Proposed Finding No. 1276
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1263, 1264, and 1274.
1277. Joseph Camargo, Impax’s Vice President of Supply Chain, testified that the discarding of
products or materials was “a matter of course pretty much every month.” (Camargo, Tr.
1020-21, 1033).
Response to Proposed Finding No. 1277
The Proposed Finding is misleading to the extent it suggests that discarding $1.4 million
of sellable product is “a matter of course.” (See Complaint Counsel’s Response to Proposed
Finding No. 1274; CCF ¶¶ 206-13).
1278. Impax’s CFO at the time of settlement, Arthur Koch, similarly testified that writing off
and destroying product is a routine and “small cost” of doing business in the generic
industry. (Koch, Tr. 273).
Response to Proposed Finding No. 1278
The Proposed Finding is misleading to the extent it suggests that discarding $1.4 million
of sellable product is “routine” or a “small cost.” (See Complaint Counsel’s Response to
Proposed Finding No. 1274; CCF ¶¶ 206-13).
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1279. Impax, for example, discarded pre-launch methylphenidate products because Impax
never received FDA approval. (CX4023 (Hildenbrand, Dep. at 95-96)).
Response to Proposed Finding No. 1279
The Proposed Finding is misleading to the extent it suggests that discarding
methylphenidate product (which could not be sold because it had not received FDA approval) is
analogous to discarding $1.4 million of oxymorphone ER product (which could be sold because
it had received FDA approval). (See also Complaint Counsel’s Response to Proposed Finding
No. 1274).
1280. In April 2010, Impax wrote off over $1 million worth of non-oxymorphone products.
(CX2905-003; Camargo, Tr. 1023).
Response to Proposed Finding No. 1280
The Proposed Finding is not confirmed by the evidence cited. Inventory that is listed as
“at risk for destruction” is not necessarily destroyed. Impax routinely reclassified the inventory it
listed as “at risk” for disposal to be “No Longer At Risk.” (See, e.g. CX2922 at 004, 10
(calculating over $650,000 worth of reclassified materials and finished goods in March 2011)).
In fact, in the document cited, over $61,000 of the April 2010 losses are marked “to be reversed”
or “will be reversed.” (CX2905 at 003).
The Proposed Finding is also misleading in that it suggests that discarding $1.4 million of
a single, sellable product is a routine practice. (See Complaint Counsel’s Response to Proposed
Finding No. 1274; CCF ¶¶ 206-13). In the cited document, the non-oxymorphone ER products
cannot be sold, and are being scrapped for production reasons, such as “projected [polymer]
expiration,” “use of wrong setting,” and “missing seal.” (See CX2905 at 002-03). In contrast, the
oxymorphone ER product could be sold, and was being scrapped for a non-production reason –
“delayed launch.” (CX2922 at 009). Moreover, the total value of the discarded oxymorphone
product ($1.4 million) was approximately $400,000 more than the value of all of the other
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inventory losses that Impax incurred during April 2010 (before any reversals), and was far
greater than the combined losses for the first five months of 2010. (CCF ¶ 212). Additionally,
after the Impax-Endo Settlement Agreement, Impax was left with more than $1.6 million in
oxymorphone API with a 2011 expiration date. (CCF ¶ 209). It is unclear what, if anything,
Impax did with this remaining oxymorphone API. (CX2928 at 015 (Impax Response to
Interrogatory No. 20); CCF ¶ 209).
1281. In June 2010, Impax wrote off roughly $560,000 worth of non-oxymorphone ER product.
(CX2896-002-03; Camargo, Tr. 1023-24).
Response to Proposed Finding No. 1281
The Proposed Finding is not supported by the evidence cited. Inventory that is listed as
“at risk for destruction” is not necessarily destroyed. Impax routinely reclassified inventory listed
at risk for disposal to be “No Longer At Risk.” (See, e.g. CX2922 at 004, 010 (calculating over
$650,000 worth of reclassified materials and finished goods in March 2011)). In fact, in the
document cited, $53,000 of the June 2010 losses are marked “to be reversed.” (CX2896 at 003).
The Proposed Finding is also misleading to the extent it suggests that discarding $1.4
million of a single, sellable product is a routine practice. (See Complaint Counsel’s Response to
Proposed Finding No. 1274; CCF ¶¶ 206-13). In the cited document, the non-oxymorphone ER
product cannot be sold and is being scrapped for production reasons, including a
“contamination” and “cleaning issue.” (See CX2896 at 002-03). In contrast, the oxymorphone
ER product could be sold, and was being scrapped for a non-production reason – “delayed
launch.” (CX2922 at 009). Moreover, the total value of the discarded oxymorphone product
($1.4 million) was approximately $840,000 more than the value of all of the other inventory
losses that Impax incurred during June 2010 (before any reversals), and was far greater than the
combined losses for the first five months of 2010. (CCF ¶ 212). Additionally, after the Endo-
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Impax Settlement Impax was left with more than $1.6 million in oxymorphone API with a 2011
expiration date. (CCF ¶ 209). It is unclear what, if anything, Impax did with this remaining
oxymorphone API. (CCF ¶ 209).
Moreover, the June 2010 calculation explicitly makes an exception for the “1.4M hit [of
oxymorphone ER] materials which became obsolete by virtue of [the Endo-Impax] settlement on
Oxymorphone.” (CX2896 at 002). The Operations group was only able to meet its 2010 goals
regarding rejected product by excluding the oxymorphone ER product from the normal
calculations. (CX2896 at 002; CCF ¶ 213).
1282. In March 2011, Impax had over $2 million in non-oxymorphone raw materials and
packaging at risk of destruction in a single location. (CX2922-003; Camargo, Tr. 102728). This included $618,000 of new bulk inventory at high-risk of destruction.
(CX2922-007; Camargo, Tr. 1030). It also included $1.16 million in finished goods at
risk of destruction. (CX2922-010; Camargo, Tr. 1032-33).
Response to Proposed Finding No. 1282
The Proposed Finding is misleading to the extent it suggests that discarding $1.4 million
of a single, sellable product is a routine practice. (See Complaint Counsel’s Response to
Proposed Finding 1274; CCF ¶¶ 206-13). The Proposed Finding is also misleading to the extent
that it suggests that discarding non-sellable product is the same as discarding sellable product. In
the cited document, the non-oxymorphone ER products cannot be sold and are being scrapped
for production reasons, such as “contamination,” “broken tablets,” equipment “malfunction,” and
product expiration. (See CX2922 at 004, 008, 010). In contrast, the oxymorphone ER could be
sold, and was being scrapped for a non-production reason – “delayed launch.” (CX2922 at 009).
In fact, Impax’s Senior Vice President of Operations for seven years, Chuck Hildenbrand, could
not recall any other instance where the Operations team successfully manufactured product for a
launch date, the product received FDA approval, and yet the product had to be destroyed because
the company decided not to launch. (CCF ¶ 211).
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The Proposed Finding is further misleading because inventory that is listed as “at risk for
destruction” is not necessarily destroyed. Impax routinely reclassified inventory listed at risk for
disposal to be “No Longer At Risk.” (See, e.g. CX2922 at 004, 010). In fact, in the document
cited, over $650,000 of goods are marked “No Longer At Risk.” The total value of material
actually discarded in March 2011 was about $400,000 – far less than $2 million of product “at
risk.” (CX2922 at 004-05, 008, 010).
1283. And in 2017, Impax had to discard roughly $25 million in finished product. (Engle, Tr.
1786).
Response to Proposed Finding No. 1283
The Proposed Finding is misleading and incomplete in that the cited testimony does not
specify what product or groups of products were discarded, or the reason(s) why the product(s)
were discarded. Discarding product that is unsellable because of regulatory, manufacturing or
other reasons is different from discarding sellable product because of a reverse-payment
settlement.
The Proposed Finding is also misleading to the extent it suggests discarding
approximately $1.4 million of a product is routine. (See Complaint Counsel’s Response to
Proposed Finding 1274; CCF ¶¶ 206-13). While it was typical for Impax to discard some product
or materials in inventory every month, a disposal of this “big amount” of manufactured
oxymorphone ER product was not a common practice. (CX4004 (Engle, IHT at 133-34)).
Indeed, directly after the cited testimony, Mr. Engle confirms that throwing away $1.5 million in
product is a “large enough amount to attract attention from management.” (Engle, Tr. 1786-87;
see also CCF ¶ 206).
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6.

Impax’s Specific Launch Preparedness Efforts For Oxymorphone ER
Do Not Suggest Impax Was Likely to Launch At Risk

1284. As with all products, Impax’s operations team sought to be ready to launch its generic
Opana ER product at the expiration of the Hatch-Waxman Act’s thirty-month stay.
(Mengler, Tr. 558; Engle, Tr. 1769).
Response to Proposed Finding No. 1284
Proposed Finding is misleading, factually inaccurate, and contrary to the weight of the
evidence in that it suggests that Impax sought to be ready to launch “all products” at the
expiration of the Hatch-Waxman Act’s thirty-month stay even if there was no possibility that
Impax would actually launch upon FDA approval. As Impax’s CEO testified, Impax is a
company with “limited capacity.” (CX4014 (Hsu, IHT at 129). Thus, Impax’s decisions to
prepare for launch have a real impact on Impax’s ability to manufacture and timely deliver other
products, which can adversely affect customer relationships. (CX4014 (Hsu, IHT at 129) (“the
relationship with the customer is very important, and if you say, okay, we’re going to launch this
product, but the – we’re going to have to back order B, C, and D, the customer is not going to be
happy, okay, next time we may not have their support in terms of buying the product”)).
In fact, Impax’s 10-K report makes clear that the Company’s launch preparation
timetable considers not only the expected FDA approval date, but also whether “such action is
appropriate to increase the commercial opportunity” and/or whether “litigation will be resolved
in the Company’s favor.” (CX3278 at 101). Testimony from Impax’s former Vice President of
Manufacturing & Materials Management, Joe Camargo, concurs that Impax did not set the
launch ready date and launch target date for “all products” based solely on the anticipated FDA
approval date: “It may or may not be. . . But there are other factors that could be considered that
are relevant to that particular product” (CX4028 (Camargo, Dep. at 59-60); Camargo, Tr. 982).
Mr. Camargo specifically identified on-going litigation as one of those factors. (CX4028
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(Camargo, Dep. at 60) (“I know there were other products [where this] was the case.”)). Because
Impax’s first-to-market products, such as oxymorphone ER, are typically subject to litigation, the
launch-ready date may be more likely to depart from the FDA approval date. (CX4028
(Camargo, Dep. at 68-69) (“If you weren’t using the first-to-market term, I could say that
generally we were trying to launch around the FDA approval date. But when you just narrow it
down to first-to-market opportunities, I don’t know if I could generally say that’s true or not.”)).
1285. In the case of generic Opana ER, that was June 14, 2010. (Mengler, Tr. 558).
Response to Proposed Finding No. 1285
Complaint Counsel had no specific response.
1286. To meet the June 2010 “launchable” date, Impax began planning oxymorphone ER
production in 2009. (Camargo, Tr. 969, 1004).
Response to Proposed Finding No. 1286
Complaint Counsel had no specific response.
1287. The Supply Chain Group created master data for oxymorphone ER in its ERP system to
manage production capacity and materials planning. (Camargo, Tr. 1006).
Response to Proposed Finding No. 1287
Complaint Counsel had no specific response.
1288. The Supply Chain Group also put oxymorphone ER on its product launch checklist to
coordinate all launch-related activities. (Camargo, Tr. 1006).
Response to Proposed Finding No. 1288
Complaint Counsel had no specific response.
1289. Yet the Supply Chain Group acknowledged at the time that the “odds of launching [in
June 2010] when the 30-month stay expires may be low.” (RX-181.0001 (June 2009
email); see Camargo, Tr. 1009).
Response to Proposed Finding No. 1289
The Proposed Finding is misleading and incomplete to the extent it suggests that, as of
June 2009, Impax was not considering launching oxymorphone ER upon FDA approval. Instead,
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the cited email recognizes the substantial upside of an oxymorphone ER launch, and states that,
in June 2009, Impax still “need[ed] to figure out what we want to plan for” regarding the
oxymorphone ER product. (RX-181 at 0001). In the end, Impax decided to plan for a launch as
early as June 2010, and took substantial concrete steps to be ready to launch. (CCF ¶¶ 168-202).
1290. Mr. Camargo explained that “it didn’t seem likely to me that we would actually launch”
in mid-2010 because the company “tended to shy away from” at-risk launches and
oxymorphone ER would have been an at-risk launch given the ongoing litigation.
(Camargo, Tr. 1009-10).
Response to Proposed Finding No. 1290
The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence in that it suggests that Impax would take the steps necessary to be ready to launch
oxymorphone ER in mid-2010, even if there was no possibility that Impax would actually do so.
(See Complaint Counsel’s Response to Proposed Finding Nos. 1263 and 1284). The Proposed
Finding is also not supported by the testimony cited because Mr. Camargo, in his deposition
testimony, made clear that he did not have any responsibility for, or involvement in, the decision
to launch at risk, which was made by senior management. (CX4028 (Camargo, Dep. at 109-10,
182)).
1291. Impax nevertheless undertook its normal launch preparations because the “upside [was]
substantial and [] we may want to plan for” it. (RX-181.0001; see Camargo, Tr. 1007).
Response to Proposed Finding No. 1291
Complaint Counsel objects to the phrase “normal launch preparations” as vague. (See
Complaint Counsel’s Response to Proposed Finding Nos. 1263, 1264, and 1267).
The Proposed Finding is also not supported by the evidence cited. Mr. Camargo’s
testimony merely states that the Supply Chain group would enter data into the ERP system and
include on the Product Launch Checklist products that were the subject of active litigation.
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(Camargo, Tr. 1006-07). Neither source discusses any analysis of why Impax ultimately
undertook launch preparations for oxymorphone ER. (See RX-181.0001; Camargo, Tr. 1007).
In addition, the Proposed Finding is misleading, factually inaccurate, and contrary to the
weight of the evidence to the extent it suggests that Impax would take the steps necessary to be
ready to launch oxymorphone ER in mid-2010, even if there was no possibility that Impax would
actually do so. (See Complaint Counsel’s Response to Proposed Finding Nos. 1263 and 1284.)
1292. The company sought to be prepared for a potentially “very lucrative” situation, even if
the odds of an actual launch in June 2010 were low. (Camargo, Tr. 1010).
Response to Proposed Finding No. 1292
The Proposed Finding is misleading, factually inaccurate, and contrary to the weight of
the evidence to the extent it suggests that Impax would take the steps necessary to be ready to
launch oxymorphone ER in mid-2010, even if there was no possibility that Impax would actually
do so. (See Complaint Counsel’s Response to Proposed Finding Nos. 1263, 1284, and 1289.)
a.

DEA Quota and API Purchases

1293. Impax requested a procurement quota from the DEA for oxymorphone, a necessary step
before it could purchase oxymorphone API for any reason, including to conduct process
validation of its oxymorphone ER product. (Camargo, Tr. 974, 1013).
Response to Proposed Finding No. 1293
Complaint Counsel has no specific response.
1294. Impax made several requests for an oxymorphone quota in 2010 because its first request
was denied by the DEA. (Camargo, Tr. 974-75).
Response to Proposed Finding No. 1294
The Proposed Finding is incomplete. Quota can be requested and granted for different
purposes, including for research and development and commercial manufacturing purposes.
(CCF ¶ 175; CX4027 (Anthony, Dep. at 37, 39)). Quota granted for one purpose (such as
research and development) cannot be used for a different purpose (such as commercial
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manufacturing). (CCF ¶ 175; CX4027 (Anthony, Dep. at 37, 39)). Only Impax’s request for 2010
commercial manufacturing quota was denied. (CCF ¶ 176; CX2874 at 003 (Dec. 23, 2009 letter
from the DEA); CX4027 (Anthony, Dep. at 93-95)). The DEA denied Impax’s request for 2010
commercial manufacturing because Impax’s submission did not properly justify the need for the
requested quota. (CX2874 at 005 (Dec. 23, 2009 letter from the DEA); CX4027 (Anthony, Dep.
at 95); CCF ¶ 176). To justify subsequent DEA requests, Impax’s included additional supporting
documentation, including customer commitments to purchase oxymorphone ER from Impax in
2010. (CX2882 at 001, 003 (Apr. 2010 email chain and LOI); CCF ¶¶ 185-86).
1295. Impax was initially allotted 9.0 kg (of anhydrous base) of procurement quota of
oxymorphone for 2010 by the Drug Enforcement Agency. (JX-001-008 (¶ 24) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)). The initial allotment of
oxymorphone quota was for product development manufacturing. (CX4027 (Anthony,
Dep. at 145-48)).
Response to Proposed Finding No. 1295
Complaint Counsel has no specific response.
1296. On January 18, 2010, Impax submitted a request for additional oxymorphone
procurement quota to the DEA “to manufacture Product Validation Batches and to Build
Product Launch Inventory.” (JX-001-008 (¶ 25) (Joint Stipulations of Jurisdiction, Law,
Fact, and Authenticity)).
Response to Proposed Finding No. 1296
Complaint Counsel has no specific response, except to clarify that this quota request was
for commercial manufacturing quota. (CCF ¶ 178). To support this quota request, Impax
submitted a forecast to DEA listing its target date for commercial launch of oxymorphone ER as
June 2010. (CCF ¶ 178; CX2916 at 017 (forecast sent to DEA)). The forecasts Impax sent to the
DEA were “reasonably accurate” and a “very good representation” of what Impax believed it
“would sell in a certain time frame.” (CX4038 (Engle, Dep. at 145-46)).
1297. In response to Impax’s January 2010 request, on March 3, 2010, the DEA increased
Impax’s 2010 oxymorphone procurement quota by 147.0 kg (of anhydrous base), for a

585

PUBLIC

total of 156.0 kg. The DEA stated: “It is understood that . . . [the] 147.0 kg will be used
to support commercial manufacturing efforts (validation and launch).” (JX-001-008 (¶
26) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).
Response to Proposed Finding No. 1297
Complaint Counsel has no specific response.
1298. Because of Impax’s difficulties securing a quota to acquire necessary quantities of
oxymorphone API, Impax revised its launch inventory build downward from twelve
batches to eight batches. (See CX3063 (stating that Impax would need to manufacture
twelve total batches of Oxymorphone ER after process validation to meet full launch
requirements); RX-174 (stating that Impax would fall four lots short of full launch
requirements due to insufficient quota); RX-186 (referring to “8-lot inventory build,”
which would “consume [Impax’s] entire 2010 quota”)).
Response to Proposed Finding No. 1298
The Proposed Finding is misleading to the extent it suggests that Impax did not have
enough quota to complete a launch inventory build by June 2010. Impax purchased all of the API
it was authorized to purchase under the March 2010 DEA quota allotment. (CCF ¶ 181). This
oxymorphone API was enough to manufacture product sufficient for an initial launch of
oxymorphone ER in 2010. (CCF ¶ 181; CX2898 at 001 (Impax had enough API for the
inventory build lots after the process validation lots were completed); CX2563 (indicating Impax
was “launch ready” in June 2010)). Impax did, however, need to request more quota and
purchase more API to sustain the oxymorphone ER product after its launch. (CCF ¶ 181). Impax
requested and ultimately received this additional quota. (CCF ¶¶ 182-87).
1299. On April 15, 2010, Impax submitted another request for additional oxymorphone ER
procurement quota to the DEA. (JX-001-008 (¶ 27) (Joint Stipulations of Jurisdiction,
Law, Fact, and Authenticity)).
Response to Proposed Finding No. 1299
Complaint Counsel has no specific response, except to clarify that this quota request was
for commercial manufacturing quota. (CCF ¶ 178). To support this quota request, Impax’s
request included customer commitments to purchase oxymorphone ER from Impax in 2010.
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(CX2882 at 001, 003 (Apr. 2010 email chain and LOI); CCF ¶¶ 185-86). These commitments
represented 88% of the total generic oxymorphone ER demand Impax expected in 2010.
(CX2882 at 001 (Apr. 2010 email chain and LOI); CCF ¶ 185).
1300. On June 15, 2010, in response to Impax’s April 2010 request, the DEA increased Impax’s
2010 oxymorphone procurement quota by an additional 104.0 kg, for a total of 260.0 kg.
(JX-001-009 (¶ 30) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).
Response to Proposed Finding No. 1300
Complaint Counsel has no specific response, except to clarify that the Impax-Endo
Settlement Agreement had nullified Impax’s plans to use this 2010 oxymorphone quota. (CCF ¶
187; CX2865).
1301. In total, the DEA’s quota decisions ensured Impax had enough oxymorphone quota to
complete process validation. (Camargo, Tr. 975-76).
Response to Proposed Finding No. 1301
The Proposed Finding is misleading and incomplete because the March, 2010 quota was
enough to allow Impax to manufacture product sufficient for an initial launch of oxymorphone
ER. The DEA ultimately granted Impax all of the oxymorphone quota it requested in anticipation
of a June 2010 launch. (See Complaint Counsel’s Response to Proposed Finding Nos. 1296 and
1298).
b.

Process Validation

1302. Impax also conducted process validation for oxymorphone ER. (Camargo, Tr. 1011-12).
Response to Proposed Finding No. 1302
Complaint Counsel has no specific response.
1303. Impax used a matrix approach for conducting process validation for its generic Opana ER
product. (JX-001-009 (¶ 31) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).
Response to Proposed Finding No. 1303
Complaint Counsel has no specific response.
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1304. A matrix approach to process validation takes less time, reduces the amount of product
produced during the validation process, and ultimately reduces the costs incurred by
Impax. (Camargo, Tr. 1012-13).
Response to Proposed Finding No. 1304
The Proposed Finding is misleading in that it suggests Impax chose a matrix approach for
oxymorphone ER solely to reduce the costs of oxymorphone ER product creation. Impax had
been planning to make 3 lots of each strength to complete its process validation. (CX2866 at
003-04 (January 8, 2010 email chain between John Anthony and Joe Camargo)). But when the
DEA denied Impax’s original 2010 commercial manufacturing quota, Impax’s switched to the
matrix approach in order to continue moving forward with its oxymorphone ER launch
preparations. (CX2866 at 003-04 (January 8, 2010 email chain between John Anthony and Joe
Camargo)).
1305. But by utilizing a matrix approach, Impax also had less product at hand, requiring a more
expansive launch inventory build at a later date. (Camargo, Tr. 1012-13; see also
Camargo, Tr. 967-68 (even when process validation is successful, number of batches
often insufficient to support a launch)).
Response to Proposed Finding No. 1305
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1298 and 1304.
1306. As of May 20, 2010, Impax had completed process validation for the 5 mg, 10 mg, 20
mg, and 40 mg dosages of generic oxymorphone ER. (JX-001-008 (¶ 28) (Joint
Stipulations of Jurisdiction, Law, Fact, and Authenticity)).
Response to Proposed Finding No. 1306
Complaint Counsel has no specific response.
c.

Pre-Launch Quantities and Discarding Certain Products

1307. Prior to the settlement, Impax’s inventory included finished goods of generic
oxymorphone ER, including three lots of 10 mg, as well as bright stock of generic
oxymorphone ER, including three lots of 5 mg, one lot of 20 mg, and two lots of 40 mg
dosage strengths. (JX-001-009 (¶ 32) (Joint Stipulations of Jurisdiction, Law, Fact, and
Authenticity)).
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Response to Proposed Finding No. 1307
Complaint Counsel has no specific response.
1308. Based on the cost of materials and labor, the total value of Impax’s manufactured
oxymorphone ER at the time of settlement was $1,387,883. (Camargo, Tr. 994-95).
Response to Proposed Finding No. 1308
Complaint Counsel has no specific response.
1309. The specific value of Impax’s manufactured oxymorphone ER is attributable in part to
the “relatively expensive” cost of producing oxymorphone ER, which costs multiple
dollars per pill, whereas other medications cost pennies per pill. (Engle, Tr. 1799).
Response to Proposed Finding No. 1309
Complaint Counsel has no specific response except to note the contradiction within
Impax’s Proposed Findings suggesting oxymorphone ER is both a “relatively expensive” product
and a “small cost item.” (See Complaint Counsel’s Responses to Proposed Finding Nos. 126768).
1310. Following the Endo-Impax settlement in June 2010, Impax accounted for the
oxymorphone ER product as likely to be rejected because the product could not be used.
(Camargo, Tr. 998).
Response to Proposed Finding No. 1310
Complaint Counsel has no specific response, except to note that, in addition to the near
$1.4 million of manufactured product, following its settlement with Endo, Impax was left with
more than $1.6 million in oxymorphone API with a 2011 expiration date. (CCF ¶ 209). It is
unclear what, if anything, Impax did with this remaining oxymorphone API. (CX2928 at 015
(Impax Response to Interrogatory No. 20); CCF ¶ 209).
1311. The finished goods eventually were destroyed. (Koch, Tr. 273).
Response to Proposed Finding No. 1311
Complaint Counsel has no specific response, except to note that, in addition to the near
$1.4 million of destroyed manufactured product, following its settlement with Endo, Impax was
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left with more than $1.6 million in oxymorphone API with a 2011 expiration date. (CCF ¶ 209).
It is unclear what, if anything, Impax did with this remaining oxymorphone API. (CX2928 at 015
(Impax Response to Interrogatory No. 20); CCF ¶ 209).
1312. But “[t]hrowing away product or discarding product in about a 1.5 million range happens
frequently and it—it’s not unusual.” (Engle, Tr. 1785-86).
Response to Proposed Finding No. 1312
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1274. Indeed, directly after the cited testimony, Mr. Engle confirms that throwing
away $1.5 million in product is a “large enough amount to attract attention from management.”
(Engle, Tr. 1786-87; see also CCF ¶ 206). In previous testimony, Mr. Engle had stated that while
it was typical for Impax to discard small amounts of product or materials in inventory every
month (such as $50,000), a disposal of this “big amount” of manufactured oxymorphone ER
product was not a common practice. (CX4004 (Engle, IHT at 133-34) (testifying that throwing
away a million dollars of product “never happened”)). Impax’s Senior Vice President of
Operations for seven years, Chuck Hildenbrand, could not recall any other instance where the
Operations team successfully manufactured product for a launch date, the product received FDA
approval, and yet the product had to be destroyed because the company decided not to launch.
(CCF ¶ 211).
1313. In June 2010, Impax also possessed oxymorphone API that had not been incorporated
into any finished products. (Camargo, Tr. 1022).
Response to Proposed Finding No. 1313
Complaint Counsel has no specific response.
1314. Impax did not discard the API, and eventually used it to manufacture other finished
products. (Camargo, Tr. 1022).
Response to Proposed Finding No. 1314
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The Proposed Finding is inconsistent with other, more reliable, evidence. Impax
submitted its response to an interrogatory which specifically asked what happened to any product
or material related to oxymorphone ER that Impax had on hand as of June 8, 2010. With respect
to the $1.6 million worth of oxymorphone API, Impax stated: “It is unclear based on available
documentation whether Impax was able to process this API” to support Impax’s later launches
for oxymorphone ER. (CX2928 at 015 (Impax Response to Interrogatory No. 20); CCF ¶ 209).
This interrogatory response is the sworn, binding testimony of the company, and cannot be
contradicted by self-serving testimony of a paid witness at trial. (Camargo, Tr. 947-48). Mr.
Camargo’s trial testimony is also suspect because he testified at deposition that he didn’t know if
the oxymorphone API was ever used. (CX4028 (Camargo, Dep. at 198-99) (“I don’t know
specifically, no.”)).

7.

Impax Was Not Prepared to Launch Oxymorphone ER at the Time of
Settlement

1315. Impax never actually completed a launch inventory build in support of an oxymorphone
ER launch. (Camargo, Tr. 1020).
Response to Proposed Finding No. 1315
The Proposed Finding is misleading and incomplete. By mid-June 2010, Impax had
validated its manufacturing process for oxymorphone ER and had manufactured launch
quantities, including almost $1.4 million worth of inventory in both finished goods and brite
stock (which is product bottled, but not yet labeled). (CCF ¶¶ 196-202, 208). Although Impax
would need additional inventory to sustain its sale of oxymorphone ER after launch, Impax was
“Launch ready” as of June 15, 2010. (CX2563 at 002; see also CX2899 at 002; CX4028
(Camargo, Dep. at 205-06)).
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1316. As a general practice, after process validation is complete, the Impax operations team
does not build launch inventory without management approval. (Camargo, Tr. 1015-16;
RX-186.0004).
Response to Proposed Finding No. 1316
Complaint Counsel has no specific response.
1317. In the case of oxymorphone ER, the Impax operations team never received instruction
from senior management to begin a launch inventory build. (Camargo, Tr. 1020).
Response to Proposed Finding No. 1317
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1315.
a.

Additional Oxymorphone ER Necessary

1318.
} (CX2662-013; see Engle, Tr. 1776, 1779).
Response to Proposed Finding No. 1318
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1231 and 1315.
1319. In fact, “the process validation batches weren’t sufficient to meet the market demand for
a full launch.” (Koch, Tr. 292-93).
Response to Proposed Finding No. 1319
The Proposed Finding is incomplete for the reasons set forth in response to Proposed
Finding Nos. 1231 and 1315.
1320. The time required to produce the necessary amount of oxymorphone ER would have
made a launch soon after FDA approval in mid-June 2010 impossible. (Engle, Tr. 1780).
Response to Proposed Finding No. 1320
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence
for the reasons set forth in response to Proposed Finding No. 1315.
1321. Nothing had changed by May 28, 2010. Impax’s operations team had still not produced
enough oxymorphone ER to support a launch. (CX0006-001; Engle, Tr. 1783).

592

PUBLIC

Response to Proposed Finding No. 1321
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1315.
1322. Todd Engle, Impax’s Vice President of Sales and Marketing for the Generics Division,
told the head of Impax’s operations team that Impax would need at least one additional
lot of 20 mg and three additional lots of 40 mg oxymorphone ER to meet sales estimates
for even one month of sales. (Engle, Tr. 1783; CX0006-001).
Response to Proposed Finding No. 1322
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1315. Moreover, Impax’s former Vice President of Supply Chain
testified that Impax had between one and four months’ worth of supply for each dosage strength
of oxymorphone ER. (CCF ¶ 202).
1323. Having less than one month’s worth of product would have prohibited a launch because
Impax would “rapidly run out of product, and most likely [] would have started to incur
penalties from [its] customers for not delivering on time.” (Engle, Tr. 1784-85).
Response to Proposed Finding No. 1323
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1315 and 1322.
1324. It was for this reason that Mr. Engle previously requested that Impax produce twice as
much oxymorphone ER as necessary to meet initial demand after any launch. (Engle, Tr.
1790; CX3348-003).
Response to Proposed Finding No. 1324
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1315 and 1322. Mr. Engle is responsible for forecasting; he does not
make the launch-readiness decision. (Engle, Tr. 1784). That responsibility falls to the Operations
group. According to the Operations group, Impax was “Launch ready” for oxymorphone ER as
of June 15, 2010. (CX2563 at 002; see also CX2899 at 002; CX4028 (Camargo, Dep. at 205-
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06)). The Proposed Finding is also not supported by the evidence cited. In his trial testimony,
Mr. Engle does not explain why he wants twice as much oxymorphone as necessary. But in
previous testimony, Mr. Engle explained that he “always” tries to be “aggressive” in his forecasts
because he can’t get in “trouble if I forecast too much” (CX4004 (Engle, IHT at 132) (“I want to
over forecast on production-wise.”)); and that he requests 200% of what he thinks Impax will sell
during launch so that customers can stock their shelves with additional inventory. (CX4004
(Engle, IHT at 145-46)).
b.

Operations Had Stopped Oxymorphone ER Preparation Efforts

1325. By May 2010, Impax’s operations personnel had already stopped their oxymorphone ER
preparation efforts and shifted capacity to other projects. (CX2904-001).
Response to Proposed Finding No. 1325
The Proposed Finding is misleading and incomplete. By mid-June 2010, Impax had
validated its manufacturing process for oxymorphone ER and had manufactured launch
quantities, including almost $1.4 million worth of inventory in both finished goods and brite
stock (which is product bottled, but not yet labeled. (CCF ¶¶ 196- 202, 208). Although Impax
had postponed the manufacturing of additional inventory to sustain its sale of oxymorphone ER
after launch due to the settlement negotiations with Endo (CCF ¶ 203), Impax was “Launch
ready” as of June 15, 2010. (CX2563 at 002; see also CX2899 at 002; CX4028 (Camargo, Dep.
at 205-06)).
1326. On May 25, 2010, Impax’s head of operations, Chuck Hildenbrand, had instructed Joe
Camargo, his vice president, to shift manufacturing resources to another product, noting
that “I don’t see the OXM happening in June.” (CX2904-001; Camargo, Tr. 1017-18).
Response to Proposed Finding No. 1326
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1325. The Proposed Finding is further misleading to the extent it
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suggests that Impax never expected to launch oxymorphone ER in 2010. In fact, prior to the
Impax-Endo settlement negotiations, Impax took many substantial and concrete steps to be ready
to launch in June 2010. (CCF ¶¶ 168-202).
1327. Mr. Camargo responded that he had already “advised the team that it was unlikely that
we would make the Oxymorphone.” (CX2904-001).
Response to Proposed Finding No. 1327
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1325 and 1326.
1328. Mr. Camargo testified that as of late May 2010, he and the operations team believed that
oxymorphone ER “was not likely to be produced” and needed to be replaced with another
product. (Camargo, Tr. 1019).
Response to Proposed Finding No. 1328
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1325 and 1326.
1329. Mr. Camargo believed that an actual launch of oxymorphone was unlikely “given the
situation where it would have been a[n] at-risk launch, and we had no history of
launching products at risk due to . . . what could happen if were to lose in the litigation,
so . . . I had been given no direction at that point in time to actually execute the product
launch, and it seemed unlikely to me that we would ever do that.” (Camargo, Tr. 1020).
Response to Proposed Finding No. 1329
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Findings Nos. 1325 and 1326. The Proposed Finding is also not supported by the
testimony cited because Mr. Camargo, in his deposition testimony, made clear that he did not
have any responsibility for, or involvement in, the decision to launch at risk, which was made by
senior management. (CX4028 (Camargo, Dep. at 109-10, 182)).
1330. Indeed, Impax’s operations team had long noted that it “will not commence the launch
inventory build until we receive direction to do so from senior mgmt.” (CX2898-001).
Response to Proposed Finding No. 1330
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1325 and 1326.
1331. On May 7, 2010, for example, the Supply Chain Group had completed process validation
but reported that they would not begin a launch inventory build until they were instructed
by senior management. (RX-186.0004 (“We are then await [sic] management decision to
proceed with 8-lot launch inventory build.”); Camargo, Tr. 1016-17).
Response to Proposed Finding No. 1331
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1325 and 1326. Complaint Counsel also notes that as a “standard
practice,” the Supply Chain Group would “hold off on beginning a launch inventory build until
the PV summary report was signed off on.” (Camargo, Tr. 979). The Supply Chain Group did
not expect the PV summary report to be signed off on until May 18, 2010. (Camargo, Tr. 978). If
the Supply Chain Group “received the go-ahead from senior management for oxymorphone ER
once the process validation summary report was signed off on” then it was prepared to
commence with the remainder of the launch inventory build. (Camargo, Tr. 979). In fact, as of
May 13, 2010, Impax was still considering the possibility of launching oxymorphone ER at-risk.
(CX4014 (Hsu, IHT at 130); CCF ¶¶ 139, 145-47).
1332. By June 8, 2010, the date of the Endo-Impax settlement, launch inventory still had not
been manufactured (much less tested or packaged). (CX2914-003; see CX4023
(Hildenbrand, Dep. at 207-09)).
Response to Proposed Finding No. 1332
The Proposed Finding is factually inaccurate. By mid-June 2010, Impax had had
manufactured launch quantities, including almost $1.4 million worth of inventory in both
finished goods and brite stock (which is product bottled, but not yet labeled). (CCF ¶¶ 196-202,
208). In fact, prior to its settlement with Endo, Impax had manufactured over four months of
supply for the 5 mg tablets, over three months for the 10 mg tablets, over one month for the 20
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mg tablets, and two months for the 40 mg tablets. (CCF¶ 202). According to the Operations
group, Impax was “Launch ready” for oxymorphone ER as of June 15, 2010. (CX2563 at 002;
see also CX2899 at 002; CX4028 (Camargo, Dep. at 205-06)).
1333. According to a June 8, 2010, planning document, the date on which Impax anticipated to
be “Launch Ready” still remained “TBD.” (CX2914-003; CX4023 (Hildenbrand, Dep. at
209)).
Response to Proposed Finding No. 1333
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1326 and 1332. Furthermore, the Proposed Finding is misleading and
incomplete in that it suggests that prior to the Impax-Endo Settlement, Impax did not have a
launch-ready goal for oxymorphone ER. In fact, Mr. Hildenbrand testified earlier in his
deposition that the “planned launch-ready date for oxymorphone before it was dropped was [the]
end of May 2010.” (CX4023 (Hildenbrand, Dep. at 58-59); CX2914 at 003)). In addition, prior
to its settlement with Endo, Impax’s internal launch preparation planning documents set the
oxymorphone ER launch-ready date as June 14, 2010. (CCF ¶¶ 160-62 (Product Launch
Checklist); CCF ¶¶ 163-64 (quarterly launch planning meetings)).
c.

No Representations About Launch to Customers

1334. On May 17, 2010, Mr. Engle told members of the Impax sales team that Impax’s
oxymorphone ER product was not ready to launch. (Engle, Tr. 1778-79; RX-323.0001).
Response to Proposed Finding No. 1334
The Proposed Finding is misleading and incomplete to the extent it suggests that Impax
was not ready to launch oxymorphone ER as of mid-June. (See Complaint Counsel’s Responses
to Proposed Finding Nos. 1315 and 1332). The Proposed Finding is also misleading in that it
suggests that Impax had no communications with its customers about a potential 2010
oxymorphone ER launch. To the contrary, to support its request for additional quota from the
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DEA, Mr. Engle requested letters of intent from its customers to purchase oxymorphone ER
from Impax in 2010. (Engle, Tr. 1788; CCF ¶¶ 182-185). To secure these letters of intent, Impax
informed its customers that “Impax is preparing the launch” of oxymorphone ER in 2010. (CCF
¶ 184). By April 2010, Impax had received purchase commitments from four customers
representing 88% of the total generic oxymorphone ER demand Impax expected in 2010. (CCF ¶
185).
1335. He explained that Impax’s senior management had not yet made a decision about
completing a launch build. (Engle, Tr. 1779; RX-323.0001 (“launch decision has not
been made yet”)).
Response to Proposed Finding No. 1335
The Proposed Finding is misleading and incomplete to the extent it suggests that Impax
was not ready to launch oxymorphone ER as of mid-June 2010. (See Complaint Counsel’s
Responses to Proposed Findings Nos. 1315 and 1332).
1336. Mr. Engle consequently instructed his sales team that when customers inquired about the
status of Impax’s product, “There is nothing we can tell the customers yet.” (RX323.0001; see Engle, Tr. 1779).
Response to Proposed Finding No. 1336
The Proposed Finding is misleading in that it suggests that Impax had no
communications with its customers about a potential 2010 oxymorphone ER launch. (See
Complaint Counsel Response to Proposed Finding No. 1334).
d.

No Pricing Contracts with Customers

1337. What is more, Impax did not have any pricing contracts with customers for oxymorphone
ER. (Engle, Tr. 1780-81).
Response to Proposed Finding No. 1337
The Proposed Finding is misleading. By April 2010, Impax had secured good faith
commitments from four customers to purchase Impax’s oxymorphone ER. (CCF ¶ 185). The
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commitments from these four customers (Walgreens, AmeriSource Bergen, Cardinal, and
McKesson) represented 88% of the total generic oxymorphone ER demand Impax expected in
2010. (CCF ¶ 185; CX2864; CX3882). Impax provided these purchase commitments to the DEA
as support for its request for additional oxymorphone ER quota, which the DEA then granted.
(CCF ¶¶ 186-87). There is no reason to believe that, despite these purchase commitments, the
customers would not in fact buy from Impax, particularly since Impax would be the only
approved seller of a generic oxymorphone ER product. Indeed, Impax would have had a
reasonable period of time to arrange any necessary pricing contracts in the event of an
oxymorphone ER launch decision. (See, e.g., RX-364 at 0007 (SLA § 3.2) (defining a reasonable
time to make offers to sell a product as 30 days or less)).
1338. Impax had engaged in no preselling activities in an effort to generate market demand for
generic Opana ER. (Engle, Tr. 1782).
Response to Proposed Finding No. 1338
The Proposed Finding is misleading in that it suggests that Impax generally engages in
preselling activities to generate market demand for its generic products. But Mr. Engle
previously testified that, “[a]s a generic sales and marketing guy, I don’t really do an awful lot of
marketing.” (CX4004 (Engle, IHT at 48-49)). As Mr. Engle explained: “I don’t think I create
markets. I don’t create, really awareness, and I don’t drive prescriptions. I’m just following
behind a brand and filling needs of the market. I don’t create the market. . . . I’m really counting
on the prescriptions being generated by the brand’s marketing efforts with physicians. . . and as a
generic person, as a marketer, I’m really taking advantage of the ability of pharmacies to
substitute a generic for a brand product.” (CX4004 (Engle, IHT at 49-50)).
1339. AmerisourceBergen, one of the largest drug wholesale companies and an Impax
customer, noted in June 2010 that “We haven’t heard anything about a launch of
oxymorphone any time soon. . . . We would know from the sales reps about the launch a
few months in advance, and we have not heard anything.” (RX-086 at 9).
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Response to Proposed Finding No. 1339
The Proposed Finding is not supported by the evidence cited and is contradicted by more
reliable evidence. RX-086 is a presentation by Fuld & Company, an unknown third-party. Fuld
& Company provided no testimony about the document’s creation, and the document has no
independent indicia of reliability. To the contrary, it contains multiple levels of hearsay and
repeatedly refers to “Low Confidence Rumor[s].” (RX-086 at 16, 17). The specific quote does
not identify the AmeriSource employee, or the date of the statement. Moreover, the quote is
directly contradicted by AmeriSource’s March 19, 2010 letter of intent to purchase oxymorphone
ER from Impax between June 15 and December 31, 2010 “over all our 26 distribution centers.”
(CX2864 at 004).
1340. As a consequence, even if Impax had produced launch-ready quantities of its
oxymorphone ER product and received Board approval to conduct an at-risk launch,
Impax “wouldn’t have anywhere to go with the product.” (Engle, Tr. 1780-81).
Response to Proposed Finding No. 1340
The Proposed Finding is misleading and inaccurate for the reasons set forth in response to
Proposed Finding Nos. 1337 and 1338.
1341. Instead, Impax had solicited certain letters of intent, whereby potential customers offer a
good faith estimate of how much product they likely would buy if it came on the market
so that Impax can secure a sufficient API quota from the Drug Enforcement Agency.
(Engle, Tr. 1797-98).
Response to Proposed Finding No. 1341
Complaint Counsel has no specific response.
1342. Those letters of intent, however, do not obligate potential customers to purchase any of
the relevant product or otherwise represent sales in any other way. (CX4027 (Anthony,
Dep. at 59)).
Response to Proposed Finding No. 1342
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The Proposed Finding is misleading and incomplete. By April 2010, Impax had secured
good faith commitments from four customers to purchase Impax’s oxymorphone ER. (CCF ¶
185). The commitments from these four customers (Walgreens, AmeriSource Bergen, Cardinal,
and McKesson) represented 88% of the total generic oxymorphone ER demand Impax expected
in 2010. (CCF ¶ 185; CX2864; CX3882). Impax provided these purchase commitments to the
DEA as support for its request for additional oxymorphone ER quota, which the DEA then
granted. (CCF ¶¶ 186-87). Although these commitments do not obligate the customers to buy
from Impax, there is no reason to believe that the customers would not do so, particularly since
Impax would be the only approved seller of a generic oxymorphone ER product.
e.

No Risk Mitigation System

1343. Impax never established a Risk Evaluation and Mitigation Strategy (“REMS”) program
for its generic Opana ER, a necessary step before any pharmaceutical company can sell
opioid products. (RX-401.0001 (noting Impax has not completed a REMS program for
“any of the strengths . . . as it involves effort and money”)).
Response to Proposed Finding No. 1343
The Proposed Finding is misleading and incomplete. Complaint Counsel’s and
Respondent’s medical experts agree that there is a common REMS program for all long acting
opioids. (Savage, Tr. 746; Michna, Tr. 2110-11). Moreover, in discussing an oxymorphone ER
REMS proposal, RX-401 indicates that Impax merely intended to benefit from the common
REMS program and reuse the materials from a different LAO product, oxycodone. (RX-401 at
001).
8.

Impax’s Routine Financial Planning Efforts Do Not Reflect a Decision
Regarding Oxymorphone ER Launch Timing

1344. Impax creates five year plans to forecast a range of possibilities regarding its products.
(Engle, Tr. 1720; CX4002 (Smolenski, IHT at 85) (financial forecasts prepared “for
planning purposes to understand what the scenario would look like”)).
Response to Proposed Finding No. 1344
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The Proposed Finding is misleading in that it suggests that Impax maintained multiple
versions of its five-year plan. As Mr. Engle testified in his deposition, Impax maintained a single
“five-year plan file” that was the “main piece or main file that we use for everything.” (CX4038
(Engle, Dep. at 48, 51)). The five-year plan is updated quarterly. (Engle, Tr. 1719). At Impax,
the five-year plan was a “critical” document, with implications for “future planning, resource
planning, especially capital expenditures that may be needed to support that plan.” (CX4022
(Mengler, Dep. at 26); see also CCF ¶ 165).
The Proposed Finding is also misleading in that it suggests that Impax’s five-year plan
included a scenario in which Impax would launch oxymorphone ER later than July 2011. To the
contrary, prior to entering the settlement with Endo, Impax’s five-year plan consistently
forecasted two possibilities: Under the “upside” case, Impax would begin selling oxymorphone
ER in June 2010, while under the “base” case it would launch oxymorphone ER in July 2011.
(CX2825 at 012 (Feb. 2010 Smolenski email to Sica attaching 5-year plan); CX0004 at 014-15
(Feb. 2010 Sica email to Mengler attaching 5-year plan); CX0514 at 001, 004 (May 16, 2010
Mengler email to Hsu et al. attaching “final, final” 5-year plan); see also CCF ¶ 166).
1345. The five year plans do not always contain all relevant information. (Engle, Tr. 1720).
Rather, they include assumptions depending on the purpose of the forecast. (Engle, Tr.
1766-67).
Response to Proposed Finding No. 1345
The Proposed Finding is misleading and not supported by the testimony cited. In the
testimony cited in support of the first sentence, Mr. Engle never stated that five-year plans “do
not always contain all relevant information.” Rather, he stated that he “recognize[ed] the fact that
I don’t know everything and they – senior management may have other information I don’t have.
. . .” (Engle, Tr. 1720). Similarly, in the testimony cited to support the second sentence, Mr.
Engle was addressing “forecasts” in general – not a five-year plan. (Engle, Tr. 1766-67). Five-
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year plans were “critical” documents relied upon by senior management for “business
forecasting purposes” and long-range business planning. (CX4022 (Mengler, Dep. at 26, 146);
Engle, Tr. 1719-20; see also CCF ¶ 165).
1346. Those assumptions can drive the outcomes depicted in the forecasts. (Engle, Tr. 176667).
Response to Proposed Finding No. 1346
The Proposed Finding is misleading and not supported by the testimony cited. Mr.
Engle’s cited testimony is addressing “a forecast” generically, not a five-year plan or any
specific document. (Engle, Tr. 1766-67). As Mr. Engle testified in his deposition, Impax
maintained a single “five-year plan file” that was the “main piece or main file that we use for
everything.” (CX4038 (Engle, Dep. at 48, 51)). The five-year plan is updated quarterly. (Engle,
Tr. 1719). At Impax, the five-year plan was a “critical” document for “future planning, resource
planning, especially capital expenditures that may be needed to support that plan.” (CX4022
(Mengler, Dep. at 26); see also CCF ¶ 165).
1347. Sometimes the Impax sales and marketing department produces one-off forecasts when
requested by senior management. (Engle, Tr. 1766-67).
Response to Proposed Finding No. 1347
The Proposed Finding is misleading to the extent it suggests that Mr. Engle would
produce “one-off” five-year plans. In the cited testimony, Mr. Engle was answering the specific
question if he ever prepared “forecasts” – not five-year plans – on a one-off basis. (Engle, Tr.
1766-67).
1348. In one of those one-off forecasts, Todd Engle, Vice President of Sales and Marketing for
Impax’s Generics Division, assumed a potential launch of oxymorphone ER in June 2010
because it was the earliest possible date Impax could launch upon expiration of the thirtymonth stay. (Engle, Tr. 1767, 1769; CX0004).
Response to Proposed Finding No. 1348
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The Proposed Finding is misleading and incomplete. In the document cited, Kevin Sica
sends a five-year forecast to Mr. Mengler. (CX0004 at 001). Consistent with all five-year plans
prior to Impax’s settlement with Endo, it forecasts an oxymorphone ER launch in June 2010
under the “Upside” scenario and July 2011 under the “Base” scenario. (CX0004 at 014-15; see
also CX2825 at 012 (Feb. 2010 Smolenski email to Sica attaching 5-year plan); CX0514 at 004
(May 16, 2010 Mengler email to Hsu et al. attaching “final, final” 5-year plan)). In the testimony
cited, Mr. Engle does not call the five-year plan a “one-off forecast[].” Though Mr. Engle
prepared the five-year plan with Mr. Sica (Engle, Tr. 1729), he testified that he did not recall
“who developed the assumptions that were used in the forecast.” (Engle, Tr. 1768). As such, Mr.
Engle did not testify that he selected June 2010 as the oxymorphone ER upside launch date.
The Proposed Finding is also misleading insofar as it suggests that a June 2010 entry date
assumption for oxymorphone ER was included only in a “one-off” forecast. Impax’s internal
projections and forecasts consistently assumed a generic oxymorphone ER entry as early as June
2010 and prior to January 2013. These forecasts included (1) monthly demand forecasts used by
the Operations group to plan for the eventual launch of generic products; (2) forecasts used at the
Quarterly launch planning meetings; and (3) five-year forecasts. (CCF ¶¶ 148-67).
1349. But Mr. Engle and his team were not involved in the decision to launch any product and
had no role in the discussion about launching oxymorphone ER. (Engle, Tr. 1771). They
did not even know what the information was being used for or where many of the
assumptions in the forecast came from. (Engle, Tr. 1768).
Response to Proposed Finding No. 1349
The Proposed Finding is irrelevant and misleading to the extent it seeks to discredit the
five-year plan requested by and provided to Impax Generics President Chris Mengler in February
2010. (CX0004; Engle, Tr. 1767-68). While Mr. Engle may not have been involved in launch
decision-making, Impax’s executive leadership – including Mr. Mengler – was actively
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contemplating and preparing for a potential at-risk launch prior to entering the settlement with
Endo. (CCF ¶¶ 127-213). Mr. Engle and Mr. Sica prepared the five-year plan at the request of
Mr. Mengler, who needed the information for a presentation he was preparing. (Engle, Tr. 176768). Consistent with all five-year plans prior to Impax’s settlement with Endo, the five-year plan
Mr. Sica and Mr. Engle provided to Mr. Mengler forecasted an oxymorphone ER launch in June
2010 under the “Upside” scenario and July 2011 under the “Base” scenario. (CX0004 at 014-15;
see also CX2825 at 012 (Feb. 2010 Smolenski email to Sica attaching 5-year plan); CX0514 at
004 (May 16, 2010 Mengler email to Hsu et al. attaching “final, final” 5-year plan)).
1350. That forecast, moreover, did not account for regulatory, legal, or any other risk associated
with launch. (Engle, Tr. 1770-71; CX0004).
Response to Proposed Finding No. 1350
The Proposed Finding is misleading and not supported by the evidence. The five-year
plan was a “critical” document that “we use for everything.” (CX4038 (Engle, Dep. at 48);
CX4022 (Mengler, Dep. at 26)). While Mr. Engle stated that he did not account for legal or
regulatory risks in preparing the five-year forecast provided to Mr. Mengler in February 2010, he
also stated that he did not know “who developed the assumptions that were used in the forecast.”
(Engle, Tr. 1768). Thus, Mr. Engle’s testimony does not support the conclusion that the critically
important five-year forecast does not account for regulatory, legal, or other risks associated with
launch.
1351. In any event, Impax’s senior management team noted that inclusion of June 2010 launch
assumption in the five-year plan was an “obvious[] controversial element.” (CX0514001).
Response to Proposed Finding No. 1351
The Proposed Finding is misleading and incomplete. On May 16, 2010, following the
FDA’s tentative approval of Impax’s ANDA, Mr. Mengler circulated the “final, final current five
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year plan” to Dr. Hsu and other senior management. (CX0514 at 001). As with the February
2010 forecast, the May 2010 five-year plan projected an oxymorphone ER launch in June 2010
under the “Upside” scenario and in July 2011 under the “Base” scenario. (CX0514 at 004). In his
cover email, Mr. Mengler noted that the “the only (obvious) controversial element is to include
mid-June launch of oxy.” (CX0514 at 001). Mr. Mengler made this notation two days after CEO
Dr. Hsu instructed him that he wanted to “alert BOD [board of directors] with potential
oxymorphine [sic] launch,” even though “we will have a special Board conference call when we
do decide to launch at risk on a later date.” (CX0008 at 002; see also CCF ¶ 139). Mr. Mengler
did just that at the May 25-26, 2010 meeting of the Board of Directors, explaining that a June
2010 at-risk launch had gone from a possible “Upside” in February 2010 to a “Current
Assumption” in May 2010. (CX2662 at 010, 012, 015). Mr. Mengler “expressed the view that
Oxymorphone was a good candidate for an at-risk launch.” (CX2663 at 001 (May 25-26, 2010
Minutes of the Meeting of the Board of Directors of Impax Laboratories, Inc.)).
1352. It is normal, however, for companies to forecast many different scenarios, including
upside, downside, and risks. (Hoxie, Tr. 2813; CX4002 (Smolenski, IHT at 85)).
Response to Proposed Finding No. 1352
The Proposed Finding is not supported by the testimony cited and contrary to what Impax
was forecasting prior to entering the settlement with Endo. Mr. Hoxie testified only that Endo
was planning for a range of scenarios of when Impax might launch its generic product, which
was consistent with his practice at Novartis. (Hoxie, Tr. 2812-13). And while Mr. Smolenski
claimed that “we’re always looking at different scenarios” (CX4002 (Smolenski, IHT at 85)), in
fact Impax was only looking at two possible scenarios for oxymorphone ER – launching in June
2010 or July 2011. (See Complaint Counsel’s Response to Proposed Findings Nos. 1348-49,
1375, and 1380).
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1353. Impax also holds a quarterly Launch Planning Committee meeting intended to keep
products in the development pipeline on schedule for planning purposes. (Engle, Tr.
1771).
Response to Proposed Finding No. 1353
Complaint Counsel has no specific response, but notes that the Proposed Finding is not
supported by the testimony cited. (Engle, Tr. 1771).
1354. The Launch Planning Committee, however, does not make a decision regarding whether
to launch at risk, or even whether senior management should recommend an at-risk
launch. (Engle, Tr. 1754-55).
Response to Proposed Finding No. 1354
The Proposed Finding is misleading, irrelevant, and not fully supported by the testimony
cited. The Launch Planning Committee, the Marketing and Operations divisions, and Impax’s
senior management all were forecasting and preparing for a June 2010 at-risk launch.
The Quarterly Launch Planning Meetings brought together representatives from various
Impax groups, including Legal, Regulatory, Marketing, and Operations, to discuss and plan for
product launches. (CCF ¶ 163). Prior to entering the settlement agreement with Endo, the
Quarterly Launch Planning Meetings projected an oxymorphone ER launch date of June 14,
2010. (CCF ¶ 164). Beginning no later than June 2009, the Marketing group sent the Operations
group a demand forecast each month that assumed an oxymorphone ER launch date of June
2010. (CCF ¶¶ 151-58). The Operations group used these projections to create a Product Launch
Checklist that would enable it to meet the goal of a June 2010 launch. (CCF ¶¶ 159-62).
Impax’s senior management set the 2010 “Company Key Goal” of “successfully
manag[ing]” the oxymorphone new product launch. (CCF ¶¶ 127-30; CX2562 at 002). In May
2010, following FDA tentative approval, Impax’s CEO instructed the President of Generics to
“alert BOD [board of directors] with potential oxymorphine [sic] launch,” even though “we will
have a special Board conference call when we do decide to launch at risk on a later date.”
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(CX0008 at 002; see also CCF ¶ 139). Mr. Mengler did just that at the May 25-26, 2010 meeting
of the Board of Directors, explaining that a June 2010 at-risk launch had gone from a possible
“Upside” in February 2010 to a “Current Assumption” in May 2010. (CX2662 at 010, 012, 015;
see also CCF ¶ 145). Mr. Mengler’s presentation informed the Board that Impax expected to
earn $28.8 million from oxymorphone ER sales in 2010. (CX2662 at 015; CCF ¶ 145). Mr.
Mengler “expressed the view that Oxymorphone was a good candidate for an at-risk launch.”
(CX2663 at 001 (May 25-26, 2010 Minutes of the Meeting of the Board of Directors of Impax
Laboratories, Inc.); CCF ¶ 146). Impax’s Operations group was prepared to launch oxymorphone
ER on June 14, 2010 – the day the FDA granted final approval. (CCF ¶¶ 169-71).
Finally, in the testimony cited in the Proposed Finding, Mr. Engle explained that it was
his “recommendation that Impax should prepare to launch on June 14 and consider obtaining
board approval.” (Engle, Tr. 1755; see also CX3347 at 002).
1355. Its sole purpose is to ensure Impax is able to launch identified products. (Engle, Tr.
1754-55).
Response to Proposed Finding No. 1355
The Proposed Finding is misleading and not supported by the testimony cited because
Mr. Engle did not offer testimony as to the committee’s “sole purpose.” He merely testified that
the committee did not make the ultimate launch decision – instead being tasked with preparing
for launch. (Engle, Tr. 1754-55). The Proposed Finding is also misleading for the reasons set
forth in response to Proposed Finding No. 1354.
1356. Stated differently, the Launch Planning Committee reviews “what it would take to be in a
position to launch” and does not hold “meeting[s] to decide to launch.” (CX4037
(Smolenski, Dep. at 116); see CX4002 (Smolenski, IHT at 120); CX4038 (Engle, Dep. at
197-98)).
Response to Proposed Finding No. 1356
Complaint Counsel has no specific response.
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1357. Mr. Engle would circulate documents before Launch Planning Committee meetings
describing where products were in their development process in order to create a dialogue
about next steps. (Engle, Tr. 1771-72).
Response to Proposed Finding No. 1357
Complaint Counsel has no specific response.
1358. As of February 2010, Mr. Engle had not recommended an at-risk launch in those
quarterly Planning Committee documents, but rather flagged that “the next logical step
would be [to] consider obtaining board approval” if the product was going to launch in
June 2010. (Engle, Tr. 1753-54, 1773-74; CX3347).
Response to Proposed Finding No. 1358
The Proposed Finding is misleading to the extent it suggests that Impax’s projected
launch date was set, as a matter of course, to the end of the thirty-month stay. (CX4028
(Camargo, Dep. at 59-60, 66-69); Camargo, Tr. 982; see also Complaint Counsel’s Response to
Proposed Finding No. 1284). Impax’s projected launch timeline for oxymorphone ER reflected
product-by-product Impax management priorities. (CCF ¶¶ 127-28, 130, 168-73). In accordance
with these priorities, Impax took concrete steps to be ready to launch oxymorphone ER as early
as June 2010 instead of allocating resources to other Impax products. (CCF ¶¶ 174-213; CX4023
(Hildenbrand, Dep. at 43-44)).
1359. As in other financial planning documents, Mr. Engle picked a projected launch date for
oxymorphone ER based on the expiration of the thirty-month stay since it was the earliest
possible date Impax could launch the product. (Engle, Tr. 1772-73 (discussing CX3347002-03)).
Response to Proposed Finding No. 1359
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding Nos. 1284 and 1358.
1360. His Launch Planning Committee documents contained no risk assessment and did not
reflect the status of any litigation or settlement discussions. (Engle, Tr. 1774-75, 177677; see CX3347; CX3348).
Response to Proposed Finding No. 1360
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The Proposed Finding is incomplete and misleading. The Quarterly Launch Planning
Committee itself was comprised of representatives from a range of functions at Impax, including
Legal and Regulatory. (CCF ¶ 163). The documents Mr. Engle prepared and circulated in
advance of the committee’s meetings also covered the “Regulatory Status” and “Legal Status” of
the drug (those sections were redacted in Impax’s production as privileged, suggesting they
conveyed legal advice). (CX3347 at 002-03; CX3348 at 003-04). Members of senior
management sitting on the committee, such as CEO Dr. Hsu, were also privy to all relevant
litigation and settlement issues. (See Engle, Tr. 1773-74).
1361. In fact, the Launch Planning Committee documents simply reflected Mr. Engle’s
“thinking walking into th[e] meeting” and did not reflect the thinking of senior
management at that time. (Engle, Tr. 1777).
Response to Proposed Finding No. 1361
The Proposed Finding is incomplete and misleading. Senior managers, including Impax’s
CEO, Dr. Hsu, sat on the Quarterly Launch Planning Committee (Engle, Tr. 1773-74), and the
documents are consistent with senior management’s thinking prior to entering the settlement
with Endo. (Compare CX3348 at 003 (May 20, 2010 Quarterly Launch Planning Meeting
projecting oxymorphone ER launch date of June 14, 2010) with CX2662 at 012 (May 25-26,
2010 presentation to Impax Board of Directors showing a June 2010 oxymorphone ER at-risk
launch)). Specifically, the Quarterly Launch Planning documents are consistent with the
“Upside” scenario in the five-year plans relied upon by senior management and with senior
management’s presentation to the Board of Directors on May 25-26, 2010, of an oxymorphone
ER at-risk launch in June 2010 as the “Current Assumption.” (CX2662 at 012; CCF ¶¶ 145, 16566). Everyone at the May 2010 Board meeting agreed that an at-risk launch of oxymorphone ER
was a “great market opportunity” for Impax. (Koch, Tr. 259; CCF ¶ 146).
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1362. In any event, Mr. Engle’s thoughts on logical next steps never proceeded beyond the
Quarterly Launch Planning Committee. (Engle, Tr. 1777).
Response to Proposed Finding No. 1362
The Proposed Finding is misleading and incomplete. The work of Mr. Engle and the
Quarterly Launch Planning Committee was shared with senior management and – prior to the
settlement with Endo – senior management was also proceeding with the “Current Assumption”
of a June 2010 oxymorphone ER at-risk launch. (CX2662 at 012). At the May 25-26, 2010,
Board meeting, Mr. Mengler “expressed the view that Oxymorphone was a good candidate for
an at-risk launch,” and all in attendance agreed it was a “great market opportunity.” (CX2663 at
001; Koch, Tr. 258-59; CCF ¶¶ 145-47).
9.

The Economic Incentives Weighed Against an At-Risk Launch of
Oxymorphone ER

1363. From an economic perspective, the incentives weighed against an at-risk launch of
oxymorphone ER. Indeed, had Impax launched at-risk the potential damages would have
exceeded any profits Impax realized from the launch. (Addanki, Tr. 2379-80).
Response to Proposed Finding No. 1363
The Proposed Finding is not supported by any contemporaneous documents or fact
witness testimony, and Dr. Addanki’s expert opinion cannot be used to establish a factual
proposition. Indeed, Impax consistently withheld all financial estimates of potential liabilities
from an at-risk launch as protected by the attorney-client privilege and/or work-product doctrine,
and Impax’s counsel did not allow any fact witnesses to testify on the subject on the same basis.
(See, e.g., CX2636 at 003 (Mar. 11, 2010 Engle email to Mengler attaching Zorn model);
CX2635 at 003, (Mar. 12, 2010 Sica email to Smolenski attaching Zorn model); CX3155 at 00304, 007, 010, 013, 027 (Mar. 23, 2010 Engle email to Mengler and Snowden attaching Zorn
model); CX2753 at 004-05, 008, 011, 014, 028 (May 14, 2010 Engle email to Hsu, Mengler, and
Snowden attaching Zorn model); CX4032 (Snowden, Dep. at 227-28) (“Q. Are there any
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analyses of potential liability for an at-risk launch of oxymorphone of which you’re aware that
do not contain privileged legal advice? A. No, not that I’m aware of.”); CX4026 (Nguyen, Dep.
at 85) (“Q. And would you be looking at brand lost profits to assess potential damages? Ms.
Fabish: Objection. I’m going to instruct the witness not to answer. It’s privileged and redacted
information.”)). Even in the cited testimony, Dr. Addanki does not state what Impax actually
thought or expected its potential damages could be at the time of the settlement, but rather opines
on potential damages on a general basis of generic and brand prices. (Addanki, Tr. 2379-80).
Impax cannot hide its actual estimates of potential damages behind the attorney-client privilege
and then attempt to establish those potential damages through the general musings of an expert.
Moreover, Dr. Addanki’s opinion that it is never financially beneficial for a generic to
launch is inconsistent with the facts in this case. Impax invested millions of dollars and dedicated
critical resources to be ready to launch at risk in June 2010. (CCF ¶¶ 127-213). In May 2010,
Impax’s senior management presented a June 2010 at-risk launch to the Board of Directors as its
“Current Assumption,” assuming $28.8 million in 2010 revenues in its financials. (CCF ¶ 145;
CX2662 at 012, 015 (May 2010 Board presentation)). Impax President of Generics, Chris
Mengler, told the Board that oxymorphone ER was “a good candidate for an at-risk launch,”
(CCF ¶ 146; CX2663 at 001 (Minutes of the Impax Board of Directors Meetings of May 25 and
26, 2010)), and all in attendance at the Board meeting “agreed it was a great market
opportunity.” (CCF ¶ 146; Koch, Tr. 259).
Impax also had strong financial incentives to launch at risk. (CCF ¶¶ 121-26). Impax
wanted to launch oxymorphone ER “as early as possible.” (CCF ¶ 122; CX4030 (Hsu, Dep. at
28)). Impax understood that delaying its launch could mean “lost/delayed sales.” (CCF ¶ 122;
CX0505 at 001 (May 14, 2010 Mengler email)). As Dr. Addanki himself opined: “Impax was
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concerned about a potential switch to some new version of Opana ER.” (CCF ¶ 121; RX-547 at
0064 (¶ 121) (Addanki Report)). Impax was acutely aware that it risked making no money if
Endo reformulated Opana ER and Impax’s product was not substitutable. (CCF ¶¶ 123-24;
Mengler, Tr. 527 (“[I]f there’s no substitute, I get nothing.”)). Thus, Impax had strong incentives
to launch before Endo would have the opportunity to switch the market to its reformulated
product. (CCF ¶¶ 121-26).
1364.
} (CX2662-015).
Response to Proposed Finding No. 1364
Complaint Counsel has no specific response, except to note that it is unclear from the
face of the document whether Impax forecasted $28.8 million in revenues or net sales in 2010.
(CX2662 at 015). The five-year plan Mr. Mengler circulated on May 14, 2010, indicates that
Impax expected to earn at least that amount in net sales in 2010. (CX0514 at 004 (May 14, 2010
Mengler email to Hsu et al. attaching five-year plan) (projecting $30.8 million in 2010
oxymorphone ER net sales)).
1365. But Impax was risking as much as $18 million in monthly damages, which would have
translated into $108 million in damages over six months, and $324 million in trebled
damages over six months. (Hoxie, Tr. 2785-91).
Response to Proposed Finding No. 1365
The Proposed Finding relies entirely on a hypothetical scenario proposed by Impax’s
counsel to Mr. Hoxie on cross examination. The Proposed Finding is not supported in any way
by contemporaneous documents or fact witness testimony. As stated above in Complaint
Counsel’s Response to Proposed Finding No. 1363, Impax consistently withheld all estimates of
potential liabilities from an at-risk launch as protected by the attorney-client privilege and/or
work-product doctrine, and Impax’s counsel did not allow any fact witnesses to testify on the
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subject on the same basis. (CX2636 at 003 (Mar. 11, 2010 Engle email to Mengler attaching
Zorn model); CX2635 at 003, (Mar. 12, 2010 Sica email to Smolenski attaching Zorn model);
CX3155 at 003-04, 007, 010, 013, 027 (Mar. 23, 2010 Engle email to Mengler and Snowden
attaching Zorn model); CX2753 at 004-05, 008, 011, 014, 028 (May 14, 2010 Engle email to
Hsu, Mengler, and Snowden attaching Zorn model); CX4032 (Snowden, Dep. at 227-28) (“Q.
Are there any analyses of potential liability for an at-risk launch of oxymorphone of which
you’re aware that do not contain privileged legal advice? A. No, not that I’m aware of.”);
CX4026 (Nguyen, Dep. at 85) (“Q. And would you be looking at brand lost profits to assess
potential damages? Ms. Fabish: Objection. I’m going to instruct the witness not to answer. It’s
privileged and redacted information.”)). Impax cannot hide the actual evidence behind the
attorney-client privilege and then attempt to establish potential damages as “fact” through a
hypothetical posed to an expert. (Hoxie, Tr. 2785-91).
Finally, there is no evidence in the record that Impax was likely to pay treble damages.
The real world data on at-risk launches shows that such a possibility was remote. In all of the
known at-risk launches that occurred between 2001 and the present, not one firm was required to
pay treble damages. (CCF ¶ 1025; CX5004 at 078, 092-115 (¶ 164, Exhibit 4) (Noll Rebuttal
Report)). Most firms that were found to have infringed paid less than the brand-name firm’s lost
profits, and at-risk launches often result in a settlement that involves no payment to the brandname firm. (CCF ¶ 1025; CX5004 at 078, 092-115 (¶ 164, Ex. 4) (Noll Rebuttal Report)).
Impax’s risk of trebled damages also would have been minimal had it waited for a favorable
district court decision before launching. (Hoxie, Tr. 2786-87).
Moreover, it was possible that Impax would be in a position to launch oxymorphone ER
free and clear of legal risk prior to January 2013. (CCF ¶ 1026). Dr. Addanki, Mr. Figg, and
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Professor Noll all agree that it was possible that the underlying patent litigation between Endo
and Impax would be resolved in the second half of 2011. (CCF ¶ 1026; CX5004 at 079-80 (¶¶
166-67) (Noll Rebuttal Report); RX-547 at 0082 (¶ 152) (Addanki Report); RX-548 at 0036-37
(¶ 80) (Figg Report)). Even Impax’s experts agree that Impax could have launched free and clear
of any patent risk in the second half of 2011, well before January 2013. (CCF ¶ 1026; RX-547 at
0082 (¶ 152) (Addanki Report); RX-548 at 0036-37 (¶ 80) (Figg Report)). The fact that Impax
was spending money challenging the patent demonstrates that Impax recognized there was some
probability it would ultimately win the infringement case and be able to launch oxymorphone ER
free and clear of legal risk. (CCF ¶ 1026; Noll, Tr. 1438-39).
1366. Additionally, had Impax launched at risk, it could have triggered a launch by Actavis,
which would further deteriorate Impax’s profitability while still exposing it to potential
damages liability. (Addanki, Tr. 2380-81).
Response to Proposed Finding No. 1366
The Proposed Finding is incomplete and misleading and not supported by any
contemporaneous documents or fact witness testimony. Impax held first-to-file exclusivity for
the five dosages representing 95% of Opana ER sales. (CCF ¶ 101). Regardless of Impax’s date
of entry, the relevant FDA law prohibited Actavis from launching until 180 days after Impax
entered the market. (CCF ¶¶ 14, 66, 102).
1367. Finally, had Impax launched at risk, it would have jeopardized Impax’s 180-day
exclusivity. (Addanki, Tr. 2381).
Response to Proposed Finding No. 1367
The Proposed Finding is incomplete, misleading and not supported by any
contemporaneous documents or fact witness testimony. As stated above, Impax held first-to-file
exclusivity for the five dosages representing 95% of Opana ER sales. (CCF ¶ 101). Regardless of
Impax’s date of entry, the relevant FDA law prohibited Actavis from launching until 180 days
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after Impax entered the market. (CCF ¶¶ 14, 66, 102). In fact, Impax risked the entire value of its
exclusivity if it did not launch at risk. As Dr. Addanki himself opined, “Impax was concerned
about a potential switch to some new version of Opana ER.” (CCF ¶ 121; RX-547 at 0064 (¶
121) (Addanki Report)). Impax was acutely aware that it risked making no money if Endo
reformulated Opana ER and Impax’s product was not substitutable. (CCF ¶¶ 123-24; Mengler,
Tr. 527 (“[I]f there’s no substitute, I get nothing.”)). Because of the uncertain market opportunity
due to Endo’s suspected reformulation, waiting for several years to launch would carry
significant risks for Impax. Thus, Impax had strong incentives to launch before Endo would have
the opportunity to switch the market to its reformulated product. (CCF ¶¶ 121-26).
The Proposed Finding is also misleading and incomplete insofar as it presumes that
Impax would have launched prior to receiving a decision from the district court on the merits.
Impax could have waited until it received a favorable district court judgment before launching,
which would substantially reduce the risk of facing an injunction. (CCF ¶ 120 (“An at risk
launch involves . . . significantly less risk after the generic receives a favorable decision . . .”);
Noll, Tr. 1603-04 (“[I]t’s far more likely that [Impax] would have launched at risk if they had
received a favorable decision.”); CX5007 at 024 (¶ 44) (Hoxie Rebuttal Report) (“If Impax had
received a favorable decision at the district court level, a launch prior to the appellate decision
could be a reasonable risk . . .”)). In fact, Impax had previously done just that, and launched
oxycodone at risk following a favorable district court decision. (Snowden, Tr. 425-26).
1368. Taken together, these economic disincentives meant that it “was perfectly reasonable for
Impax to view a launch at risk as a losing proposition.” (Addanki, Tr. 2380; see
Addanki, Tr. 2381 (“it would make complete economic sense for Impax to view a launch
at risk as a money-losing proposition”)).
Response to Proposed Finding No. 1368
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The Proposed Finding is contrary to the contemporaneous documents and fact witness
testimony, and Dr. Addanki’s expert opinion cannot be used to establish a factual proposition. As
discussed above, Impax consistently withheld all estimates of potential liabilities from an at-risk
launch as protected by the attorney-client privilege and/or work-product doctrine, and Impax’s
counsel did not allow any fact witnesses to testify on the subject on the same basis. (CX2636 at
003 (Mar. 11, 2010 Engle email to Mengler attaching Zorn model); CX2635 at 003, (Mar. 12,
2010 Sica email to Smolenski attaching Zorn model); CX3155 at 003-04, 007, 010, 013, 027
(Mar. 23, 2010 Engle email to Mengler and Snowden attaching Zorn model); CX2753 at 004-05,
008, 011, 014, 028 (May 14, 2010 Engle email to Hsu, Mengler, and Snowden attaching Zorn
model); CX4032 (Snowden, Dep. at 227-28) (“Q. Are there any analyses of potential liability for
an at-risk launch of oxymorphone of which you’re aware that do not contain privileged legal
advice? A. No, not that I’m aware of.”); CX4026 (Nguyen, Dep. at 85) (“Q. And would you be
looking at brand lost profits to assess potential damages? Ms. Fabish: Objection. I’m going to
instruct the witness not to answer. It’s privileged and redacted information.”)). Impax cannot
now offer its expert’s opinion in lieu of the actual facts.
The actual facts show that just before Impax entered the settlement agreement with Endo,
Impax’s most senior management “absolutely” was considering an at-risk launch (CX4014 (Hsu,
IHT at 130); CCF ¶¶ 131, 139, 145-47), and believed oxymorphone ER was “a good candidate
for an at-risk launch.” (CCF ¶ 146; CX2663 at 001 (Minutes of the Impax Board of Directors
Meetings of May 25 and 26, 2010)). Everyone at the May 2010 Board of Directors Meeting
“agreed it was a great market opportunity.” (CCF ¶ 146; Koch, Tr. 259). The Proposed Finding
is also misleading and incomplete for the reasons set forth in response to Proposed Finding No.
1367.
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1369. Professor Noll, Complaint Counsel’s economic expert, did not analyze Impax’s economic
incentives to determine whether Impax should have or should not have launched at risk.
(Noll, Tr. 1601-02).
Response to Proposed Finding No. 1369
The Proposed Finding is misleading. The relevant question is not what an expert did or
did not do in 2017; rather, it is whether Impax was a risk to enter with its generic oxymorphone
ER product prior to January 2013, and whether Endo paid to eliminate that risk. The
contemporaneous evidence clearly shows that Impax was actively considering launching in 2010,
and taking concrete steps to be ready to do so. (See Complaint Counsel’s Response to Proposed
Finding No. 1363).
10.

Endo Did Not Believe Impax Would Launch At Risk

1370. In the spring of 2010, Endo knew “there had been ANDAs filed for generic versions of
Opana ER,” but believed “there was not imminently at that point going to be a generic.”
(Cuca, Tr. 643).
Response to Proposed Finding No. 1370
The Proposed Finding is contradicted by the contemporaneous documents and Mr.
Cuca’s own deposition testimony. Myriad documents show that Endo believed Impax was
preparing to launch at risk no later than July 2010 and that Endo was preparing to launch an
authorized generic in response. (CCF ¶¶ 58-71, 84-92). For example, shortly after Mr. Cuca
joined Endo in March 2010, the Endo 10-Year Outlook that he reviewed “as part of getting up to
speed” showed a “Baseline Forecast” of “July 2010 generic entry.” (CX2564 at 094 (Mar. 23,
2010 Bradley email to Cuca attaching 10 Year Outlook); CX4035 (Cuca, Dep. at 29-32)).
Endo’s belief that Impax would launch at risk only strengthened as the 30-month stay
ticked down. By May 2010, Endo was repeatedly forecasting that a generic version of Opana ER
would launch in July 2010. (CCF ¶ 61). By June 1, 2010, Endo had reached the “consolidated
view” that Impax would launch in July 2010. (CX3009 at 001, 003 (June 1, 2010 Hogan email to

618

PUBLIC

Cuca attaching Opana ER Combined P&L scenarios)). And Mr. Cuca was notifying Endo CFO
Alan Levin that the expected July 2010 Impax generic launch would cause Endo to “lose $71.2M
in branded ER sales.” (CX1314 (June 1, 2010 Cuca email to Levin)). To counter the expected
loss in branded sales, Endo prepared to launch an authorized generic as soon as Impax entered.
(CCF ¶¶ 84-92). Endo began its authorized generic preparations in late 2009 and was ready to
launch by June 2010. (CCF ¶¶ 86-89).
1371. Indeed, when Impax suggested during settlement negotiations that it might launch at risk
at the end of the Hatch-Waxman Act’s thirty-month stay, Endo’s lawyer laughed at the
suggestion. (Snowden, Tr. 424; CX4032 (Snowden, Dep. at 26)).
Response to Proposed Finding No. 1371
The Proposed Finding is misleading and incomplete. An Endo lawyer posturing during
negotiations signifies nothing more than negotiating bluster. Impax’s attorney backed up her
claim, offering at least one example of when Impax had in fact launched at risk. (CX4032
(Snowden, Dep. at 26-31)). Even more importantly, Mr. Donatiello’s bluster was at odds with
Endo’s internal expectation that Impax would launch at risk (CCF ¶¶ 58-71), Endo’s
preparations to launch an authorized generic in response to an Impax at-risk launch (CCF ¶¶ 8492), and Endo’s (unsuccessful) motion for a preliminary injunction to bar Impax from launching
at risk (CCF ¶¶ 140-43, CX2759 at 021 (Patent Litigation Docket Entry No. 233) (Order
terminating Endo’s motion for preliminary injunction)).
1372. Endo’s lawyer responded that “Impax never launches at risk. . . . That’s not a realistic
date.” (Snowden, Tr. 424).
Response to Proposed Finding No. 1372
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1370 and 1371.
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1373. Endo’s internal documents make the same point, stating that at the time of settlement
Impax was “not likely to launch at risk” because it had never done so before. (RX-086 at
9-10 (third-market intelligence firm noted that “Impax tends not to launch at risk”)).
Response to Proposed Finding No. 1373
The Proposed Finding is misleading and incomplete. The single document Impax cites to
support the proposed finding is a presentation prepared by the outside vendor Fuld & Company
that is dated the same day as the settlement (June 8, 2010), with no cover email. (RX-086). Fuld
& Company provided no testimony about the document’s creation, and the document has no
independent indicia of reliability. To the contrary, it contains multiple levels of hearsay and
repeatedly refers to “Low Confidence Rumor[s].” (RX-086 at 0016, 0017). Endo’s actual
internal documents show that they had reached the “consolidated view” that Impax would launch
at risk by July 2010 (CX3009 at 001, 003 (June 1, 2010 Hogan email to Cuca attaching Opana
ER Combined P&L scenarios); see also CCF ¶¶ 58-71), and that by June 2010 Endo was
prepared to launch an authorized generic in response to an at-risk launch by Impax. (CCF ¶¶ 8492; see Complaint Counsel’s Response to Proposed Finding No. 1363).
1374. Indeed, Endo surveyed doctors, drug wholesalers, pharmacists, academics, and financial
analysts and reported that each “doubt[s] Impax would launch at risk.” (RX-086 at 9).
Response to Proposed Finding No. 1374
The Proposed Finding is misleading and incomplete. The single document Impax cites to
support the proposed finding is a presentation prepared by the outside vendor Fuld & Company
that is dated the same day as the settlement (June 8, 2010), with no cover email. (RX-086). Fuld
& Company provided no testimony about the document’s creation, and the document has no
independent indicia of reliability. To the contrary, it contains multiple levels of hearsay and
repeatedly refers to “Low Confidence Rumor[s].” (RX-086 at 0016, 0017). Furthermore, what
outside prognosticators believed is irrelevant. What is relevant is that Impax was preparing to
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launch at risk as soon as June 2010 (CCF ¶¶ 127-213), and Endo also believed that Impax was
preparing to launch at risk by July 2010. (CCF ¶¶ 58-71; see Complaint Counsel’s Response to
Proposed Finding No. 1363).
1375. Endo nevertheless forecast different scenarios regarding the future of its Opana ER
product to “analyze the full range of potential outcomes.” (Cuca, Tr. 663-64).
Response to Proposed Finding No. 1375
The Proposed Finding is misleading and incomplete. In the testimony cited, Impax’s
counsel was not asking Mr. Cuca about any specific forecast and did not question him on a
specific forecast at any point. By the spring of 2010, when Mr. Cuca joined Endo, the “full
range” of potential generic entry dates that Endo was forecasting had narrowed to between June
2010 and July 2011. (CCF ¶¶ 58-71; see also CX1320 at 007 (Feb. 2010 Endo Three Year Plan)
(forecasting “Generic entrant July 2011”); CX2564 at 094 (Mar. 2010 Endo 10 Year Outlook)
(projecting July 2010 generic entry); CX3017 at 001-03, 05-06 (May 2010 Endo internal email
thread and attached Opana ER P&L model scenarios)). Furthermore, by June 1, 2010, Endo had
reached the “consolidated view” that Impax would launch at risk by July 2010. (CX3009 at 001,
003 (June 1, 2010 Hogan email to Cuca attaching Opana ER Combined P&L scenarios)).
1376. Those forecasts considered every “potential date when [Impax] could enter,” including an
at-risk entry at the end of the thirty-month stay. (Bingol, Tr. 1329).
Response to Proposed Finding No. 1376
The Proposed Finding is misleading. Impax’s at-risk entry upon expiration of the 30month stay was not a mere possibility out of many, but rather the entry date that Endo came to
believe was most likely. (CX2564 at 094 (Mar. 2010 Endo 10 Year Outlook) (projecting July
2010 generic entry); CX3017 at 001-03, 05-06 (May 2010 Endo internal email thread and
attached Opana ER P&L model scenarios) (forecasting July 2010 generic entry); (CX3009 at
001, 003 (June 1, 2010 Hogan email to Cuca attaching Opana ER Combined P&L scenarios) (the
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“consolidated view” was July 2011 Impax entry); see also Complaint Counsel’s Response to
Proposed Finding No. 1374).
1377. Demir Bingol, Endo’s Senior Director of Marketing, testified that Endo always forecast
“a number of different potential outcomes over the course of years. As a brand leader . . .
you have to plan for all the contingencies,” including possible generic launches at-risk.
(Bingol, Tr. 1292).
Response to Proposed Finding No. 1377
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1374, 1375, and 1376.
1378. The scenarios in those forecasts, however, were created by Endo’s marketing team, and
their accuracy was “debatable.” (Bingol, Tr. 1303).
Response to Proposed Finding No. 1378
The Proposed Finding is misleading and misrepresents the testimony cited. In the cited
testimony, Mr. Bingol was being asked specifically about a presentation on “EN3288 Potential
Launch Scenarios” he sent to CEO Dave Holveck in January 2010. (Bingol, Tr. 1303 (discussing
CX2724)). In the cover email to Mr. Holveck, Mr. Bingol warned that Endo expected to convert
only 25% of its existing oxymorphone business to Reformulated Opana ER (also called
“EN3288”) “if we launch after the advent of generics” and that “the scenario in which we were
trying to launch ahead of generics is seeming less likely.” (CX2724 at 001). The forecast
assumed generic entry between mid-2010 and mid-2011. (CX2724 at 001, 006). In preparing
forecasts, Endo used the best information available. (CX4025 (Bingol, Dep. at 94) (“We
obviously used the best information we have available.”)). More generally, though, the business
of forecasting was critical at Endo. Indeed, “[f]orecasting forms the backbone of key financial
processes across the company, including budgeting, financial guidance, and valuation activities.”
(CX3042 at 035 (Mar. 2013 Cuca email attaching ELC review presentation)). Endo understood
that “[o]ur ability to forecast accurately, and to deliver operational results, is central to our
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credibility in the marketplace and to the realization of the value from our diversification
strategy.” (CX3042 at 035).
1379. In fact, Endo’s marketing team did not have any idea what Impax would actually do with
respect to oxymorphone ER, and did not know if any of the many different assumptions
in their forecasts would come true. (Cuca, Tr. 662-63).
Response to Proposed Finding No. 1379
The Proposed Finding is misleading and misrepresents that testimony cited. Mr. Cuca
was an Endo finance executive who never worked in marketing. (CX4035 (Cuca, Dep. at 1120)). In the testimony cited, Mr. Cuca merely acknowledged that incorporating an assumption
into forecast did not necessarily mean the assumption would come true. (Cuca, Tr. 662-63).
Although forecasting, by definition, is somewhat uncertain, the business of forecasting
was critical at Endo. Indeed, “[f]orecasting forms the backbone of key financial processes across
the company, including budgeting, financial guidance, and valuation activities.” (CX3042 at 035
(Mar. 2013 Cuca email attaching ELC review presentation)). Endo understood that “[o]ur ability
to forecast accurately, and to deliver operational results, is central to our credibility in the
marketplace and to the realization of the value from our diversification strategy.” (CX3042 at
035). As Mr. Cuca testified at his deposition, “forecasting was an important process at the
company.” (CX4035 (Cuca, Dep. at 149-50)).
1380. Endo’s forecasts were instead intended to help it “be prepared” for “all scenarios” that
could occur years in the future, and to anticipate how any future events would impact the
company. (Bingol, Tr. 1310, 1328).
Response to Proposed Finding No. 1380
The Proposed Finding is misleading and not supported by the testimony cited. Mr. Bingol
was not even discussing a forecast concerning a potential Impax at-risk launch in either of the
transcript pages cited. Rather, in the first page cited he was responding to questions posited by
Judge Chappell concerning different scenarios of how Endo might introduce its Reformulated
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Opana ER product. (Bingol, Tr. 1310). In the second transcript page cited, Mr. Bingol was
responding to general questions from Impax’s counsel “about various forecasts and scenarios”
and the “purpose of creating large numbers of forecasts and scenarios.” (Bingol, Tr. 1328). Mr.
Bingol explained that “part of [his] job of being a marketing director is to try to understand
what's happening not only today but, you know, two, three, seven years from now and trying to
anticipate what those changes are going to be and to create a scenario to reflect that so that you
can make better business decisions.” (Bingol, Tr. 1328).
This Proposed Finding is also misleading insofar as it implies that there are myriad
“forecasts” with a broad range of “scenarios” of when Endo expected Impax to launch its generic
oxymorphone ER product. But Impax has not pointed to any Endo forecast (dated prior to the
settlement with Impax) that projected the expected Impax entry date outside of the narrow range
of June 2010 to July 2011. That is because, prior to the settlement with Impax, Endo did not
forecast Impax to launch later than July 2011 and, in fact, had reached the “consolidated view”
by June 1, 2010 that Impax would launch at risk in July 2010. (See Complaint Counsel’s
Response to Proposed Finding Nos. 1373-76).
11.

Complaint Counsel’s Patent Expert Does Not Opine That Impax
Would Have Launched At Risk

1381. Mr. Hoxie, Complaint Counsel’s patent expert, posits that Impax may have been
motivated to launch at risk because of the theoretical risks of not launching, including (1)
Endo switching to a reformulated version of Opana ER; and (2) new patents issuing.
(Hoxie, Tr. 2705-07).
Response to Proposed Finding No. 1381
The Proposed Finding is incomplete. Mr. Hoxie further opined that at-risk launches are
not uncommon in situations where the generic company is at risk of losing its market opportunity
if launch is delayed and that Impax faced such a risk with oxymorphone ER. (CCF ¶¶ 355-57;
CX5007 at 022-24 (¶¶ 41-44) (Hoxie Rebuttal Report)). Impax’s economic expert also
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acknowledged that “Impax was concerned about a potential switch to some new version of
Opana ER.” (CCF ¶ 121; RX-547 at 0064 (¶ 121) (Addanki Report)).
Importantly, Impax itself understood that it had financial incentives to launch at risk. As a
fundamental business principle, Impax understood that the cost of delaying its oxymorphone ER
launch even until 2011 was “lost/delayed sales.” (CCF ¶ 979; CX0505 at 001 (May 14, 2010
Mengler email to Hsu)). As explained by Impax Generics President Chris Mengler, the cost of
delay “in our world is lost sales. I can’t recoup that . . .” (CX4010 (Mengler, IHT at 109-10); see
also CX4022 (Mengler, Dep. at 88) (“[S]ales are sales and I am in the business of selling drugs.
So given a choice of when I can sell . . . certainly achieving sales sooner is . . . better than not.”)).
Impax also had additional financial incentives to launch oxymorphone ER as soon as
possible. In the spring of 2010, Impax feared “that Endo had a strategy in place that would have
led to the elimination of the Opana ER market, destroying . . . all of [its] value and [its] ability to
sell the generic.” (CCF ¶ 246; CX4010 (Mengler, IHT at 21)). Impax was aware that “there was
a strategy in place for these super high-potency opioid products . . . to switch to a tamperresistant formulation” and that introduction of a new formulation “may have led to the
withdrawal of the initial product for safety reasons, which would have completely destroyed
[Impax’s] market.” (CCF ¶ 246; CX4010 (Mengler, IHT at 35); see also Mengler, Tr. 568). Such
a switch would fully eliminate the value of Impax’s first-filer exclusivity. (CCF ¶ 248). Impax
came to “believe[] that that was [Endo’s] strategy.” (CCF ¶ 246; CX4010 (Mengler, IHT at 35)).
Impax was also aware of Endo’s pending patent applications. (RX-398 at 0001 (Feb. 23, 2009
Impax internal email chain)). These threats created extra financial incentives for Impax to launch
at risk, which Impax was actively preparing to do until entering the settlement with Endo. (CCF
¶¶ 127-213).
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1382. But Mr. Hoxie does not opine that Impax actually would have launched at risk at any
time. (Hoxie, Tr. 2910).
Response to Proposed Finding No. 1382
The Proposed Finding is misleading and mischaracterizes the relevant inquiry. The
hypothetical question of what Impax actually would have done absent the settlement – a question
on which Impax’s experts also did not opine (see generally RX-547 (Addanki Report); RX-548
(Figg Report); see also CX4045 (Figg, Dep. at 208) (“I don’t know what Impax would have
done, and I tried to stay away from what Impax would have done.”); CX4044 (Addanki, Dep. at
177-78) (“I did not assess the likelihood that Impax would launch at risk.”)) – is not the relevant
inquiry. Under Actavis, the relevant inquiry is whether Endo paid Impax to eliminate the risk of
competition until January 2013. (Complaint Counsel’s Proposed Conclusions of Law ¶ 7).
Impax posed a risk of competition prior to entering the settlement agreement with Endo:
Impax had extensively prepared to be ready to launch at risk. (CCF ¶¶ 168-213). Impax
consistently forecasted its launch as early as June 2010 and no later than July 2011. (CCF ¶¶
148-66). A June 2010 at-risk launch was Impax’s “Current Assumption” as of May 2010 and
Impax’s senior management notified the Board of Directors that oxymorphone ER as “a good
candidate for an at-risk launch.” (CCF ¶¶ 145-47; see also Complaint Counsel’s Response to
Proposed Finding No. 1362). Impax was in fact ready to launch on the date of FDA final
approval (CCF ¶ 204), which it received upon the expiration of the 30-month stay on June 14,
2010 (CCF ¶ 118). But Impax’s settlement agreement with Endo eliminated the risk of generic
competition, guaranteeing that Endo would not face generic entry until 2013. (CCF ¶¶ 332-87).
1383. And Mr. Hoxie does not opine that Impax actually should have launched at risk. (Hoxie,
Tr. 2910-11).
Response to Proposed Finding No. 1383
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The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382.
1384. This means that Mr. Hoxie does not opine that Impax would have launched at risk before
receiving the District Court’s decision. (Hoxie, Tr. 2767-68). In fact, Mr. Hoxie
believed that Impax intended to wait until the District Court decided the Endo-Impax
patent suit before deciding whether or not to launch. (Hoxie, Tr. 2770).
Response to Proposed Finding No. 1384
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382.
1385. It also means that Mr. Hoxie did not calculate the odds of an at-risk launch by Impax.
(Hoxie, Tr. 2769).
Response to Proposed Finding No. 1385
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. Furthermore, Impax’s
experts also did not calculate the odds of an at-risk launch by Impax. (See generally RX-547
(Addanki Report); RX-548 (Figg Report); see also CX4045 (Figg, Dep. at 208); CX4044
(Addanki, Dep. at 177-78)).
1386. Mr. Hoxie conceded, moreover, that had Impax lost the patent litigation and been
enjoined, Impax would not have violated the injunction and launched at risk. (Hoxie, Tr.
2768).
Response to Proposed Finding No. 1386
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382.
1387. Mr. Hoxie did not quantify the risk to Impax from an at-risk launch. (Hoxie, Tr. 2910).
Nor did Mr. Hoxie conduct a risk-benefit analysis for an at risk launch by Impax.
(Hoxie, Tr. 2769-70).
Response to Proposed Finding No. 1387
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The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. Furthermore, as detailed
above in response to Proposed Finding No. 1363, Impax consistently withheld all financial
estimates of potential liabilities from an at-risk launch as protected by the attorney-client
privilege and/or work-product doctrine. (CX2636 at 003 (Mar. 11, 2010 Engle email to Mengler
attaching Zorn model); CX2635 at 003, (Mar. 12, 2010 Sica email to Smolenski attaching Zorn
model); CX3155 at 003-04, 007, 010, 013, 027 (Mar. 23, 2010 Engle email to Mengler and
Snowden attaching Zorn model); CX2753 at 004-05, 008, 011, 014, 028 (May 14, 2010 Engle
email to Hsu, Mengler, and Snowden attaching Zorn model); CX4032 (Snowden, Dep. at 22728) (“Q. Are there any analyses of potential liability for an at-risk launch of oxymorphone of
which you’re aware that do not contain privileged legal advice? A. No, not that I’m aware of.”);
CX4026 (Nguyen, Dep. at 85) (“Q. And would you be looking at brand lost profits to assess
potential damages? Ms. Fabish: Objection. I’m going to instruct the witness not to answer. It’s
privileged and redacted information.”)). Impax cannot hide its actual estimates of potential
damages behind the attorney-client privilege and then attempt to admonish Mr. Hoxie for “not
quantify[ing] the risk to Impax from an at-risk launch.” (Impax FOF ¶ 1387).
Finally, Impax’s experts also did not “quantify the risk to Impax from an at-risk launch”
or “conduct a risk-benefit analysis for an at risk launch by Impax.” (See generally RX-547
(Addanki Report); RX-548 (Figg Report); see also CX4045 (Figg, Dep. at 208); CX4044
(Addanki, Dep. at 177-78)).
1388. As Mr. Hoxie explained, he “simply identified risks” but he did not “evaluate all those
risks and say this is what I would do if I were Impax. That was not my—within the scope
of my report.” (Hoxie, Tr. 2760).
Response to Proposed Finding No. 1388
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The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. The Proposed Finding
also misrepresents the scope of Mr. Hoxie’s analysis with regard to a potential at-risk launch.
Mr. Hoxie responded to Mr. Figg’s failure to address that “the risk of damages does not mean
that generic companies never launch at risk” by analyzing the motivations for a generic to launch
at risk generally, the specific financial incentives for Impax to launch oxymorphone ER at risk,
and the concrete steps Impax was taking to plan and prepare for a potential oxymorphone ER atrisk launch. (CX5007 at 021-27 (¶¶ 39-50) (Hoxie Rebuttal Report)).
Finally the approach described in the Proposed Finding is the same approach taken by
Impax’s patent and economic experts. (RX-548 at 039-43 (¶¶ 85-92) (Figg Report); RX-547 at
073-77 (¶¶ 137-43) (Addanki Report)).
1389. But Mr. Hoxie did not even assess all of the risks to Impax associated with an at-risk
launch because he claimed “[t]here are many risks. . . It’s a very risky business. There
are a lot of risks. Looking at patent litigation as the only risk . . . is unrealistic, and it’s
not the way that people making business decisions, in my experience, look at things.”
(Hoxie, Tr. 2759).
Response to Proposed Finding No. 1389
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. As set forth above in
response to Proposed Finding No. 1387, the Proposed Finding also misrepresents the scope of
Mr. Hoxie’s analysis with regard to a potential at-risk launch. Consistent with addressing why
generic companies may elect to launch at risk, Mr. Hoxie concluded the statement quoted in the
Proposed Finding by testifying that “not launching carries risks in this case of its own.” (Hoxie,
Tr. 2759).
1390. As just one example, Mr. Hoxie did not evaluate the magnitude of potential lost-profit
damages that Impax would have faced if it launched at risk. (Hoxie, Tr. 2782-83).
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Response to Proposed Finding No. 1390
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. Furthermore, as detailed
above in response to Proposed Finding Nos. 1363 and 1387, Impax consistently withheld all
financial estimates of potential liabilities from an at-risk launch as protected by the attorneyclient privilege and/or work-product doctrine. (CX2636 at 003 (Mar. 11, 2010 Engle email to
Mengler attaching Zorn model); CX2635 at 003, (Mar. 12, 2010 Sica email to Smolenski
attaching Zorn model); CX3155 at 003-04, 007, 010, 013, 027 (Mar. 23, 2010 Engle email to
Mengler and Snowden attaching Zorn model); CX2753 at 004-05, 008, 011, 014, 028 (May 14,
2010 Engle email to Hsu, Mengler, and Snowden attaching Zorn model); CX4032 (Snowden,
Dep. at 227-28) (“Q. Are there any analyses of potential liability for an at-risk launch of
oxymorphone of which you’re aware that do not contain privileged legal advice? A. No, not that
I’m aware of.”); CX4026 (Nguyen, Dep. at 85) (“Q. And would you be looking at brand lost
profits to assess potential damages? Ms. Fabish: Objection. I’m going to instruct the witness not
to answer. It’s privileged and redacted information.”)). Impax cannot hide its actual estimates of
potential damages behind the attorney-client privilege and then attempt to admonish Mr. Hoxie
for “not evaluat[ing] the magnitude of potential lost profit damages.” (Impax FOF ¶ 1390).
1391. Accordingly, Mr. Hoxie does not opine that an at-risk launch would have been a
reasonable risk from Impax’s perspective. (Hoxie, Tr. 2808).
Response to Proposed Finding No. 1391
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. As set forth above in
response to Proposed Finding No. 1388, the Proposed Finding also misrepresents the scope of
Mr. Hoxie’s analysis with regard to a potential at-risk launch. The Proposed Finding is also
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incomplete. While Mr. Hoxie does not opine that an at-risk launch would have been a reasonable
risk from Impax’s perspective, he testifies that it could have been a reasonable risk from Impax’s
perspective. (Hoxie, Tr. 2808).
1392. This may be because Mr. Hoxie’s experience with at-risk launches has never involved a
product with first-to-file exclusivity, but rather was spurred by a “race” to market, which
Mr. Hoxie characterized as a “common fact pattern for launches at risk.” (Hoxie, Tr.
2781-82).
Response to Proposed Finding No. 1392
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1381 and 1382. In his testimony, Mr.
Hoxie disagreed with Impax’s patent expert’s opinion that at-risk launches are rare. Mr. Hoxie
explained that at-risk launches are not rare where the generic faces market pressure to launch.
One example of market pressure is when multiple generics have approval and “race” to be the
first to enter. (Hoxie, Tr. 2704-05). Another example of market pressure is when the future
market opportunity is uncertain, and may decline or disappear in the near term. Impax faced this
type of market pressure. (Hoxie, Tr. 2705-07). Impax was concerned that Endo would
reformulate its product and destroy the market for original Opana ER. (CCF ¶ 354). A
reformulation by Endo presented a significant risk to Impax because sales of Impax’s generic
would be largely driven by Endo’s brand sales, due to automatic substitution. (CCF ¶ 354).
Foregoing an at-risk launch, therefore, could jeopardize Impax’s oxymorphone ER market
opportunity. (CCF ¶ 356).
12.

Complaint Counsel’s Economic Expert Does Not Opine That Impax
Would Have Launched At Risk

1393. Professor Noll does not offer an opinion about whether Impax would have launched at
risk. (Noll, Tr. 1600-01).
Response to Proposed Finding No. 1393
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The Proposed Finding is misleading. As discussed above in response to Proposed Finding
No. 1382, the hypothetical question of what Impax actually would have done absent the
settlement – a question on which Impax’s experts also did not opine (see generally RX-547
(Addanki Report); RX-548 (Figg Report); see also CX4045 (Figg, Dep. at 208); CX4044
(Addanki, Dep. at 177-78)) – is not the relevant inquiry. Under Actavis, the relevant inquiry is
whether Endo paid Impax to eliminate the risk of competition until January 2013. (Complaint
Counsel’s Proposed Conclusions of Law ¶ 7).
As explained by Professor Noll in the testimony cited by Impax, “no, I do not believe that
knowing whether they would have launched at risk is relevant to my analysis. No, all these
probabilities are irrelevant to whether the settlement agreement is anticompetitive.” (Noll, Tr.
1600). Impax’s economic expert also “did not assess the likelihood that Impax would launch at
risk.” (CX4044 (Addanki, Dep. at 177)).
1394. Nor does Professor Noll offer an opinion about when Impax would have launched at risk
if it did so. (Noll, Tr. 1601).
Response to Proposed Finding No. 1394
The Proposed Finding is misleading and mischaracterizes the relevant inquiry for the
reasons set forth in response to Proposed Finding Nos. 1382 and 1393.
1395. Professor Noll has not conducted any economic analysis to determine if launching at risk
would have been good, bad, or economically rational for Impax. (Noll, Tr. 1601-02).
Response to Proposed Finding No. 1395
The Proposed Finding is unsupported by the testimony cited and contradicted by
Professor Noll’s rebuttal report. First, in the testimony cited, Professor Noll only stated that “I
have not attempted to estimate what the profitability of launch at risk for Impax would be.”
(Noll, Tr. 1601-02). In his rebuttal report, Professor Noll analyzed all known at-risk launches
during the relevant period and the outcomes of those launches. (CX5004 at 078, 092-99 (¶ 164,
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Exhibit 4) (Noll Rebuttal Report)). His analysis revealed that “[n]ot one firm paid triple
damages,” that “nearly all that were found to have infringed a valid patent paid less than the lost
profits of the brand-name drug company,” and that at-risk launches “also often trigger a
settlement agreement that involves no payment to the brand-name firm.” (CX5004 at 078 (¶ 164)
(Noll Rebuttal Report)). Thus, he concluded, “both Dr. Addanki and Mr. Figg exaggerate the
magnitude of the expected cost of at-risk generic launches.” (CX5004 at 078 (¶ 164) (Noll
Rebuttal Report)).
1396. Indeed, Professor Noll explained that one need not evaluate the value of an at-risk launch
to Impax. (Noll, Tr. 1484).
Response to Proposed Finding No. 1396
The Proposed Finding is incomplete. In the testimony cited, Professor Noll explained
why he was “not opining anything about the likelihood of Impax entering at any date”:
[T]he economic model and analysis of reverse payment settlements
that's in the literature and that's in my report says you don't need to
know that. All right.
That's the crucial fact. You don't need to know what the probability
of entry was on any given day. You don't have to re- -- you don't
have to litigate every conceivable patent infringement case. You
don't have to evaluate at the value of at-risk launch.
All these contingencies that are mentioned in Dr. Addanki's report
and Mr. Figg's report, you don't have to deal with them, because
the reverse payment itself embodies the value of all those things.
It's a number. It tells you what the -- what the -- what in fact was
being purchased, the value of what was being purchased. And it's
the sum of the values that Endo perceived from being guaranteed
that none of these potential entry scenarios would actually happen
before January 1, 2013.
(Noll, Tr. 1484-85; see also CX5000 at 148-50, 163-68 (¶¶ 336-40, 367-74) (Noll Report)).
1397. Professor Noll testified only that an at-risk launch was a hypothetical possibility. (Noll,
Tr. 1604, 1605-06).
Response to Proposed Finding No. 1397
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The Proposed Finding is not supported by and misrepresents the testimony cited.
Professor Noll answered numerous questions posed by Impax’s counsel regarding possible
outcomes of the patent suit at both the district court and appellate levels and how such outcomes
could affect when Impax might have launched had Impax not entered the settlement agreement
with Endo. (Noll, Tr. 1602-06). Following questioning on a number of scenarios, Impax’s
counsel asked: “Q. Now, you're not offering any opinion that any of those launches would have
occurred, just that they're hypothetical possibilities; right?” (Noll, Tr. 1605-06). Professor Noll
responded that: “I'm -- there's no certainty to anything. All these things are just probabilistic.
They may have happened or they may not.” (Noll, Tr. 1605-06).
As set forth in response to Proposed Finding No. 1396, “you don’t have to deal” with
“the probability of entry on any given day” because “the reverse payment itself embodies the
value of all those things. It's a number. It tells you what the -- what the -- what in fact was being
purchased, the value of what was being purchased. And it's the sum of the values that Endo
perceived from being guaranteed that none of these potential entry scenarios would actually
happen before January 1, 2013.” (Noll, Tr. 1484-85; see also CX5000 at 148-50, 163-68 (¶¶ 33640, 367-74) (Noll Report)).
C.

Professor Noll’s Claims of Anticompetitive Impact are Unsubstantiated
1.

Professor Noll Advances an Untested and Unaccepted Model to Assess
Competitive Effects

1398. Professor Noll claims that the competitive impact of the Endo-Impax settlement should
be assessed according to a three-part test. Step one asks whether the settlement
agreement eliminated the possibility of entry between when the FDA gives final approval
to the ANDA and the entry date listed in the settlement agreement. (Noll, Tr. 1614-15).
Response to Proposed Finding No. 1398
The Proposed Finding does not accurately describe Professor Noll’s analysis. The threepart test assesses whether a settlement is anticompetitive (CX5000 at 013 (¶ 29) (Noll Report)),
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and “is based on comparing consumer welfare under the settlement with consumer welfare if the
parties did not settle.” (CX5004 at 058 (¶ 122) (Noll Rebuttal Report)). The first prong is “did
the settlement agreement eliminate the possibility of entry during some period after the date on
which the FDA gave final approval to the ANDA?” (CX5000 at 013 (¶ 29) (Noll Report)).
1399. Step one can be satisfied by an entry-date-only settlement, even when there is no reverse
payment. (Noll, Tr. 1615-16).
Response to Proposed Finding No. 1399
The Proposed Finding is incomplete. When asked if a settlement with only an entry date
and no payment could eliminate the risk of competition, Professor Noll explained that is
“insufficient for it to be anticompetitive” (even though it does satisfy the first prong of the test).
(Noll, Tr. 1615-16). That is because a “settlement that has no other provisions does eliminate the
risk of competition in the early period, and it also eliminates the risk of no competition in the
later period, so – and they balance. They’re equivalent because there’s no other side payment.”
(Noll, Tr. 1616).
1400. And step one can be satisfied if there is a delay of just one day beyond the date of ANDA
approval. (See CX5000-013).
Response to Proposed Finding No. 1400
The Proposed Finding is not supported by the evidence cited and the nonsensical
hypothetical it poses was rejected by Professor Noll at his deposition:
Q. Suppose the entry date they agreed to was in June of 2010.
A. Then they would not have been willing to pay anything for that
settlement.
Q. Suppose they did. In other words, you're applying your test
to a settlement, exact same settlement, but in that settlement
Endo granted an entry date of June 15, 2010.
A. Then I would suggest that we both give up our day jobs and
take over Endo because they're paying a positive amount for
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something they could have gotten anyway by just withdrawing
their case, their infringement case. I mean, if the -- if the entry date
is the date of approval of the generic entry day – the generic drug,
they can get that by just abandoning the infringement case, and so
they don't have to pay for it.
Q. But if that were the date, would the settlement be
anticompetitive?
A. No. Of course not. But, you know, the – what I'm saying is, it's
no surprise that we don't observe that, that we don’t observe
companies exposing themselves to a big payment for a settlement
on the date the generic is approved.
(CX4039 (Noll, Dep. at 141-42)).
1401. Step two asks whether the generic entrant received a payment that is larger than the
litigation costs saved by the parties. (Noll, Tr. 1617).
Response to Proposed Finding No. 1401
The Proposed Finding misstates the second prong of Professor Noll’s analysis. The
second prong asks “did the generic entrant receive a payment that is ‘large’ compared to the
savings to the brand-name firm in ending the infringement litigation before the court renders a
verdict?” (CX5000 at 013 (¶ 29) (Noll Report); Noll, Tr. 1617). The generic’s saved litigation
costs are not considered in the analysis.
1402. Step three asks whether the payment was unjustified. (Noll, Tr. 1619).
Response to Proposed Finding No. 1402
The Proposed Finding is incomplete. The third prong asks “was the payment ‘unjustified’
in that it does not plausibly reflect a payment for other goods and services?” (CX5000 at 013 (¶
29) (Noll Report)).
1403. Professor Noll considers payments justified if they are less than saved litigation expenses
or reflect compensation for other goods, services, and assets. (Noll, Tr. 1619). No other
justifications would satisfy Professor Noll’s third step. (Noll, Tr. 1620).
Response to Proposed Finding No. 1403
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Complaint Counsel has no specific response to the first sentence. The second sentence of
the Proposed Finding is not supported by testimony cited. Professor Noll did not testify that there
were “no other justifications” that would satisfy the third prong, but rather that he was “not
aware of any other justifications.” (Noll, Tr. 1620). Respondent has not identified any goods,
services, or assets acquired by Endo from Impax that were compensation for the money Endo
paid to Impax, and so Professor Noll concluded there were no plausible procompetitive
justifications for Endo’s payment to Impax. (Noll, Tr. 1483). For a lengthy explanation of why
Impax’s asserted procompetitive justifications should not be credited, see CCF ¶¶ 1031-1459
(summarized in CCF ¶¶ 1031-33, 1268, 1393, 1436).
1404. Under this test, any payment that is greater than the sum of the parties’ litigating costs is
automatically anticompetitive if it is unjustified. (Noll, Tr. 1660, 1662; see CX4039
(Noll, Dep. at 26-27) (if a settlement includes a payment in excess of saved litigation
costs “it’s a hundred percent certain it’s anticompetitive”)).
Response to Proposed Finding No. 1404
The Proposed Finding is inaccurate and misstates Professor’s Noll’s analysis. Under
Professor Noll’s analysis, a reverse payment agreement is anticompetitive only if (1) the
agreement eliminated the possibility of generic entry for some period of time; (2) the payment is
greater than the brand company’s saved litigation costs; (3) the payment is unjustified; and (4)
the brand manufacturer has market power in the relevant market for assessing the conduct at
issue. (CX5000 at 013, 143-44 (¶¶ 29, 333) (Noll Report)).
1405. The payment need not exceed saved litigation costs by a substantial amount. (Noll, Tr.
1618).
Response to Proposed Finding No. 1405
The Proposed Finding is not supported by the testimony cited and is incomplete. In the
testimony cited, Professor Noll only stated that he had not attempted to quantify what was
“substantially more” than litigation costs. (Noll, Tr. 1618). Moreover, as Professor Noll
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emphasized, all three prongs of the test must be satisfied to be anticompetitive: “this is one of the
three parts of the test. You have to – you have to pass all three parts. The fact that the payment is
large doesn’t mean by itself it’s anticompetitive. . . . You have to satisfy all three conditions.”
(Noll, Tr. 1618-19). Furthermore, in addition to satisfying the three-part test specific to reverse
payments, you also must establish market power as in any other rule-of-reason case. (CX5000 at
012 (¶ 27) (Noll Report)).
1406. Professor Noll’s three-part test has never been published or peer-reviewed. (Noll, Tr.
1642).
Response to Proposed Finding No. 1406
The Proposed Finding is misleading. As Professor Noll explained, “other experts have
written similar things in their articles in journals,” and the approach is consistent with the
Supreme Court’s decision in Actavis. (Noll, Tr. 1617-18, 1642; CX4039 (Noll, Dep. at 30-31)).
Professor Noll clarified that any dispute in academic literature “is not about how you model it,”
but rather “about what it means.” (Noll, Tr. 1643).
1407. Nor has Professor Noll’s three-part test ever been accepted or utilized by any court.
(Noll, Tr. 1642).
Response to Proposed Finding No. 1407
The Proposed Finding is factually incorrect and not supported by the testimony cited.
Professor Noll testified that his framework is consistent with the Supreme Court’s decision in
Actavis. (Noll, Tr. 1617-18, 1642; CX4039 (Noll, Dep. at 30-31)).
2.

Professor Noll Opposes Reverse-Payment Settlements Generally and
Designed His Model Accordingly

1408. Professor Noll believes so-called reverse payment settlements are a problem. (Noll, Tr.
1493-94).
Response to Proposed Finding No. 1408
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Complaint Counsel objects to the term “so-called,” and the Proposed Finding
misrepresents Professor Noll’s testimony. Professor Noll stated that “[r]everse payment
settlements and excessive litigation with respect to patent infringement” are problems related to
the Hatch-Waxman Act. (Noll, Tr. 1493-94). Professor Noll does believe that the “the conduct at
issue in reverse-payment settlements causes anticompetitive harm if some purchasers of the
brand-name drug were denied the possibility that a generic substitute would be available to them
prior to the date at which the generic was permitted to enter under the settlement agreement”—
in other words if “the settlement agreement preserved and extended the market power of the
brand-name drug.” (CX5000 at 015 (¶ 34) (Noll Report)).
1409. Professor Noll believes that such payments deprive consumers “of the possibility that
generic entry will occur before the settlement date,” and claims that eliminating the risk
of competition is an anticompetitive effect worthy of punishment. (Noll, Tr. 1660, 1692).
Response to Proposed Finding No. 1409
Complaint Counsel objects to the use of the term “worthy of punishment.” Professor Noll
never made such a statement.
1410. Professor Noll consequently has worked with the FTC in opposing so-called reversepayment settlements on multiple occasions, including in the Cephalon case, in which he
offered the same three-part test and very similar opinions to those proffered here. (Noll,
Tr. 1495).
Response to Proposed Finding No. 1410
Complaint Counsel objects to the use of the term “so-called.” Complaint Counsel also
notes that Professor Noll has served as the economic expert for the FTC in only two litigations:
this matter and Cephalon. (CX5000 at 003-04 (¶ 5) (Noll Report)).
1411. The only so-called reverse-payment cases on which Professor Noll has worked have been
for the FTC. (Noll, Tr. 1490-91).
Response to Proposed Finding No. 1411
Complaint Counsel objects to the use of the term “so-called.”

639

PUBLIC

1412. In fact, Professor Noll views his three-part test as consistent with the FTC’s litigation
strategy. (Noll, Tr. 1503). He explained, “I’ve talked to them about this for years, and
there is a commonality of how they think about what the appropriate test is and what I
think the appropriate test is.” (Noll, Tr. 1503).
Response to Proposed Finding No. 1412
The Proposed Finding is misleading and incomplete. When asked by Impax’s counsel if
“you believe that your three-part test is consistent with the FTC’s litigation strategy for these
cases,” Professor Noll replied: “I don't know. I -- I actually never even have thought about that
question. You know, what their litigation strategy is I don't know about or care.” (Noll, Tr. 150102). He further explained: “I thought that the complaint, you know, if you want to say what's the
complaint in the case, I think that what I've done is consistent with the complaint, yes. But that's
different than litigation strategy. I think -- when I think of litigation strategy, I don't -- I wasn't -I thought you meant what goes on in the trial and what goes on in terms of legal arguments that
are presented to a judge, and I don't know that, anything about that.” (Noll, Tr. 1502).
The Proposed Finding is also misleading insofar that it suggests that Professor Noll
developed his economic analysis in consultation with the FTC. (See Noll, Tr. 1497-98 (the threepart test was developed with at least 10 years ago)).
1413. Professor Noll has been thinking about his three-part test since the Schering-Plough case
was decided over fifteen years ago, a case he considers to be incorrectly decided as a
matter of economics. (Noll, Tr. 1497-98).
Response to Proposed Finding No. 1413
The Proposed Finding is incomplete and misleading. First, Professor Noll explained that
he had “been thinking about what’s the right way to think about these things since ScheringPlough,” but that the “details of the three-part test didn’t come about instantaneously.” (Noll, Tr.
1497). Second, Professor Noll was clear that he believes the Eleventh Circuit’s decision in
Schering-Plough was incorrect as a matter of economics. (Noll, Tr. 1498). His view that the
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Eleventh Circuit erred is consistent with the Supreme Court’s view, which abrogated the
Eleventh Circuit’s approach in a subsequent case, FTC v. Actavis. (Noll, Tr. 1617-18, 1642;
CX4039 (Noll, Dep. at 30-31)).
1414. When Actavis was decided in 2013, Professor Noll did not change the formulation of his
three-part test, he only modified some of the nomenclature. (Noll, Tr. 1501).
Response to Proposed Finding No. 1414
The Proposed Finding is misleading and not supported by the testimony cited. Professor
Noll specifically rejected this statement: “it’s not the right way to describe it. I actually – the
reason for the change in wording is because of extensions of the model, but yes, I did – I did
relate what the conclusions of the model were to the words that were used in the Actavis
decision, because they didn’t use exactly the same words that I did.” (Noll, Tr. 1501).
Professor Noll did not have to change his three-part test because, as Professor Noll
explained at his deposition, “[i]n my view, the Actavis decision by the Supreme Court pretty
much straight down the middle adopts this three-part test.” (CX4039 (Noll, Dep. at 30-31)).
1415. Professor Noll also employs a chart in his expert report in these proceedings that is nearly
identical to a chart the FTC used in its unsuccessful litigation of the Schering-Plough
case. (Noll, Tr. 1536-37). A conceptually identical chart was also used by the FTC in
Congressional testimony in 2009. (Noll, Tr. 1537-38).
Response to Proposed Finding No. 1415
The Proposed Finding is misleading and mischaracterizes the issue. Professor Noll’s
chart has some distinct differences – namely, the charts used by the FTC were rudimentary
approximations, while Professor Noll chart is an actual visual representation of his formula,
resulting in different values and labeling. (See RXD-003; RXD-004; Noll, Tr. 1538). But more
importantly, these charts should be “conceptually identical.” The charts illustrate the consumer
harm reverse-payment settlements create: the brand and generic companies make more money by
sharing the brand firm’s monopoly profits than by competing, but their increased profits come at
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the expense of consumer savings. (RXD-003; RXD-004). This basic concept is and has always
been at the heart of why large, unjustified reverse-payment settlements are anticompetitive.
3.

Professor Noll’s Focus on Payment Size is Unsupported

1416. Professor Noll claims that he need not assess “what’s going to actually happen in the
market” because it is sufficient to look at the value of the settlement instead. (Noll, Tr.
1661).
Response to Proposed Finding No. 1416
The Proposed Finding is incomplete and misleading. In the testimony cited, Professor
Noll rejected Impax counsel’s assertion that his “opinion is that the relevant analysis in a rule of
reason case does not require a showing of actual anticompetitive effects.” (Noll, Tr. 1661).
Professor Noll explained that the elimination of the possibility of generic entry prior to the
settlement’s entry date is an “actual anticompetitive effect[s]” and that he considered actual
effects in his analysis. (Noll, Tr. 1660-62). Professor Noll explained that he did not need to
attempt to model what would have happened in the market absent the agreement because “you
can put a boundary on what would happen in the market by looking at the value of the
settlement.” (Noll, Tr. 1661).
This is because a large, unexplained reverse payment acts as an insurance policy for the
brand-name firm against the generic entering any time before the agreed-upon entry date. (CCF ¶
1022). A brand-name firm will only make such a payment if it extends its monopoly profits,
which come at the expense of consumer welfare. (CCF ¶ 1022). That extension of monopoly
profits at the expense of consumer welfare is anticompetitive. (CCF ¶ 1022). Thus, it is not
necessary to demonstrate an alternative, earlier, entry date upon which Impax would have
entered.
1417. Professor Noll’s sole focus when considering anticompetitive effects consequently is the
settlement payment. (Noll, Tr. 1669). He believes one can determine whether a
settlement is anticompetitive from payment terms alone. (Noll, Tr. 1663; CX5004-065
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(“the reverse payment itself is a reliable index of the welfare loss of consumers due to a
reverse-payment settlement”)).
Response to Proposed Finding No. 1417
The Proposed Finding is misleading and incomplete in that it suggests that Professor Noll
opined that all reverse payments are anticompetitive. Throughout his expert reports and
testimony, Professor Noll was clear that a large reverse-payment settlement is anticompetitive
only if it is unjustified and the brand company is using the large payment to protect its market
power. (Noll, Tr. 1619 (“Q. If the payment received by the generic is greater than the sum of the
litigation costs, didn’t you testify it’s necessarily anticompetitive? A. Not – you have to do the
third part, which is it’s unjustified. The size of the payment alone is insufficient.”); CX5000 at
007-11, 13 145-46 (¶¶ 11-22, 29, 333) (Noll Report); CX5004 at 007-08 (¶ 11) (Noll Rebuttal
Report)).
1418. In fact, Professor Noll believes that a large reverse-payment settlement rules out the
possibility that a settlement can be beneficial to consumers. (Noll, Tr. 1666-67). He
contends that “large, unexplained reverse payments are inherently anticompetitive.”
(CX5004-065).
Response to Proposed Finding No. 1418
The first sentence of the Proposed Finding is misleading and incomplete in that it
suggests that Professor Noll opined that all reverse payments are anticompetitive. (See
Complaint Counsel’s Response to Proposed Finding No. 1417). A brand-name firm will not
make a large and unjustified payment to a generic firm unless the agreement increases the brandname firm’s expected monopoly profits. (CX5000 at 105 (¶ 242) (Noll Report); see CCF ¶¶
1005-07). As a result, the existence of a large and unjustified payment shows that the brandname firm expects the payment to allow it to recover monopoly profits that it otherwise would
not earn if the litigation continued. (CX5000 at 105 (¶ 242) (Noll Report)).
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1419. But from an economic perspective, large payments do not make an agreement
anticompetitive. (Addanki, Tr. 2353).
Response to Proposed Finding No. 1419
The Proposed Finding is misleading and incomplete in that it suggests that Professor Noll
opined that all reverse payments are anticompetitive. (See Complaint Counsel’s Response to
Proposed Finding No. 1417). Moreover, Dr. Addanki’s testimony is contrary to controlling
Supreme Court precedent and fully refuted by Professor Noll. (Complaint Counsel’s Proposed
Conclusions of Law ¶¶ 6-7, 14; CX5004 at 064-65 (¶¶ 135-38) (Noll Rebuttal Report)). As
Professor Noll explained in his rebuttal to Dr. Addanki:
[T]he Noll Report acknowledges that disagreements about key
parameters that affect the profitability of settlement can affect both
the feasibility of a settlement and the magnitude of the reverse
payment that the brand-name firm pays to the generic firm. But
these results do not affect the core conclusions from the economics
of settlements of patent infringement cases under the HatchWaxman Act, which is that large, unexplained reverse payments
are inherently anticompetitive. The Addanki Report does not
reference the analysis of these issues in the Noll Report and
contains no analysis or evidence that refutes this conclusion.
(CX5004 at 065 (¶ 138) (Noll Rebuttal Report)).
1420. “[T]here are all kinds of reasons that firms may enter into agreements that include
payments that are nevertheless procompetitive in the effect they have on consumers.”
(Addanki, Tr. 2353).
Response to Proposed Finding No. 1420
The Proposed Finding is misleading and incomplete in that it suggests that Professor Noll
opined that all reverse payments are anticompetitive. (See Complaint Counsel’s Response to
Proposed Finding No. 1417). As Professor Noll explained in his rebuttal report, three types of
settlements including payments are not anticompetitive: (1) if it includes payment(s) from the
generic firm to the brand-name firm, meaning it is not a reverse payment; (2) if it includes a
reverse payment that is not substantially greater than expected litigation costs, meaning the
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payment is not large; and (3) if it includes a reasonable payment for goods, services, or assets
that are provided by the generic firm, meaning that the payment is justified. (CCF ¶ 1020).
The Proposed Finding is also factually and legally inaccurate. A settlement that contains
a large, unjustified reverse payment from a branded firm with market power to a generic firm is
anticompetitive. (CX5000 at 007-11, 13, 145-46 (¶¶ 11-22, 29, 333) (Noll Report)). A brandname firm will not make a large, unjustified payment to a generic company unless it is securing
the agreement of the generic company on a later entry date than it would agree to otherwise.
(CCF ¶ 1005). As Professor Noll summarized in his rebuttal:
Dr. Addanki and Mr. Figg have no answer to the question why
Endo paid so much to settle an infringement case on worse terms
than the Addanki Report and the Figg Report claim that Endo
could have expected to achieve had they just continued to litigate
the infringement case to conclusion. . . . The answer . . . is that the
only plausible explanation for why Endo entered into a reversepayment settlement that cost Endo over $100 million dollars is the
one given in the Noll Report: the agreement enabled Endo to
eliminate the possibility of generic entry until eight months before
the expiration of the patents at issue in the infringement case.
(CX5004 at 066-67 (¶ 141) (Noll Rebuttal Report)).
1421. What is more, at the time of settlement in June 2010, the fact and size of the payment
under the Endo Credit could not be calculated with any degree of certainty. (Addanki,
Tr. 2353).
Response to Proposed Finding No. 1421
The Proposed Finding is incomplete and misleading. The exact amount of the payment is
not needed to determine whether it was large enough to induce Impax to abandon its patent
challenge and accept the 2013 entry date. More importantly, the Endo Credit was a “makewhole” provision that guaranteed Impax would receive the value of the No-AG provision either
through additional profits from being the exclusive generic for 180 days or from a cash payment.
(CCF ¶¶ 270-78).
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Furthermore, the factors for determining the Endo Credit were known at the time of
settlement and explicitly incorporated into the SLA. (CCF ¶¶ 326-27). The precise numerical
input for some components of the Endo Credit were not known at the time of settlement, but the
range of possible payments could be estimated on the basis of product plans and sales forecasts,
and Impax executives were able to calculate the Endo Credit before the payment was actually
made in 2013. (CCF ¶ 463). Indeed, based on the size of Opana ER sales at the time of
settlement, the Endo Credit (if triggered) would be at least $62 million. (CCF ¶ 470).
1422. For this reason, Dr. Addanki explained that because neither party knew what would be
payable when they signed the agreement, economists have “no way to calculate any
meaningful value for that number.” (Addanki, Tr. 2356).
Response to Proposed Finding No. 1422
The Proposed Finding is misleading and incomplete. The payment terms were heavily
negotiated and included in the plain language of the SLA. (CCF ¶¶ 230-31, 258-69). Impax and
Endo knew that Impax received a No-AG provision entitling it to six months of generic
exclusivity and, if Endo harmed the market for Impax’s product in such a way as to devalue the
expected benefit of the No-AG provision, that Endo would make Impax whole through a cash
payment pursuant to the Endo Credit provision. (CCF ¶¶ 270-75, 1031-54, 1348-54). Assuming
the Endo Credit was triggered, the minimum value Impax would receive for the Endo Credit
based on sales levels at the time of settlement was $62 million (CCF ¶ 470); if the Endo Credit
was not triggered, Impax would have received value of at least $16.5 million under the No-AG
provision. (CCF ¶ 471).
The factors for determining the amount to be paid under Endo Credit were known at the
time of settlement and explicitly incorporated into the SLA, enabling anyone to estimate the
range of possible payments. Roberto Cuca, Endo’s Vice President of Financial Planning &
Analysis, did just that prior to finalizing the agreement by running at least one analysis of the
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potential financial impact of the Endo Credit provision on Endo by using “the most recent
forecast for Opana sales” and “an assumption about what the triggering event for the provision
could look like.” (CX4035 (Cuca, Dep. at 83-84)).
1423. Professor Noll certainly did not calculate the expected value of the Endo Credit or NoAuthorized Generic provisions, either together or separately. (Noll, Tr. 1590; Addanki,
Tr. 2384).
Response to Proposed Finding No. 1423
The Proposed Finding is misleading and incomplete insofar as it suggests that calculation
of the expected value of all or part of the SLA was possible or necessary to determine that the
payments at issue in this case were large. As Professor Noll explained, calculating an expected
value of these provisions is not practically possible because it is not possible to (1) identify every
conceivable event; (2) determine the present value of each event; and then (3) assign an accurate
probability to each event. (Noll, Tr. 1478 (expected value is the “probability-weighted sum of
every conceivable event”), 1577-78, 1652 (“[The Noll Report] does not contain an expected
value because that would require multiplying all the possible outcomes by their probabilities, and
that’s not possible.”)).
Although Dr. Addanki criticized Professor Noll for not calculating expected values for
the payments to Impax, he agreed with Professor Noll that calculating such expected values
would not be “in any practical sense doable.” (CX4044 (Addanki, Dep. at 114); CCF ¶ 479).
Moreover, it was not necessary to calculate the expected value of the SLA payments to
determine that they were large. Professor Noll used historical Opana ER sales data and Impax’s
own contemporaneous documents to calculate the value of the No-AG agreement and Endo
Credit to Impax in every reasonable scenario. (CCF ¶¶ 461-72). His analysis shows that, in any
such scenario, the combination of these provisions would result in a payment of at least $16.5
million to Impax, and likely far more. (CCF ¶¶ 467-72). Of course, the actual value of the Endo
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Credit turned out to be $102 million. (CCF ¶¶ 444, 479). Impax does not challenge or rebut any
of Professor Noll’s calculations.
Because the actual outcome resulted in an enormous payment, and because the vast
majority of the other possible scenarios would result in payments of tens of millions of dollars,
the expected value of the No-AG agreement and Endo Credit is greater than saved litigation
costs unless the scenario in which Impax would receive no value was overwhelming likely to
result. (CCF ¶ 488; Noll, Tr. 1479-80 (“The probability of that event happening has to be over 90
percent to get the expected value of the agreement to Impax to be less than the saved litigation
costs.”)).
In other words, the outcome that the lead negotiator for Impax – Mr. Mengler – felt was
“so unlikely it wasn’t worth worrying about” would need to have been almost certain to occur.
(CX0219 at 001 (Smolenski email to Hsu); CCF ¶¶ 480, 488). Dr. Addanki offers no evidence
that this outcome was likely, let alone almost certain. (CCF ¶¶ 476, 488). Indeed, there is simply
no credible record evidence to suggest that there was any meaningful possibility of both the NoAG and Endo Credit provisions being worthless to Impax. (CCF ¶¶ 482, 492-94). To the
contrary, substantial contemporaneous evidence proves that the combination of the Endo Credit
and No-AG provision had substantial value to Impax. (CCF ¶¶ 428-29, 431, 434-38, 482-87,
489-91).
1424. There is, consequently, no economic evidence to indicate that Impax received a large and
unjustified payment at the time of settlement under the Endo Credit or the No-Authorized
Generic term, whether taken together or separately. (Addanki, Tr. 2357-58).
Response to Proposed Finding No. 1424
The Proposed Finding is factually inaccurate and contrary to the weight of the evidence.
The fact that neither Complaint Counsel’s nor Impax’s economic expert calculated an expected
value does not mean that there is “no economic evidence” of a large, unjustified payment at the
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time of settlement. To the contrary, the weight of the evidence shows that the Endo Credit/NoAG payment, in conjunction with the $10 million cash payment under the DCA, was large
enough to induce Impax to abandon its patent challenge and agree to stay off of the market until
2013. (CCF ¶¶ 1031-54, 1348-54; see Complaint Counsel’s Response to Proposed Finding No.
1423).
1425. The actual payment under the Endo Credit was due to “a perfect storm of unpredicted
events and in particular the shutdown of the Novartis plant that essentially maximized the
amount that would be payable by Endo under the provision relating to the Endo Credit.”
(Addanki, Tr. 2354-56).
Response to Proposed Finding No. 1425
The Proposed Finding is factually inaccurate and contrary to contemporaneous
documents and fact witness testimony. Both before and after the settlement, Endo planned to
introduce its reformulated version of Opana ER as soon as possible, with a potential launch as
soon as December 2010 but no later than June 2011. (CCF ¶¶ 78, 484; CX2610 at 057 (Dec.
2010 Endo Revopan Playbook)). After entering the settlement in June 2010 and filing its
application in August 2010, Endo expected final approval from the FDA in January 2011 (CCF
¶¶ 81, 484), with “100% conversion” from Original to Reformulated Opana ER “by the end of
2011 with minimal franchise leakage.” (CX2610 at 027 (Dec. 2010 Endo Revopan Playbook)).
Endo’s actual plans only changed once FDA approval of Reformulated Opana ER was
delayed to December 2011. (CCF ¶ 83). Even after approval was delayed, Endo continued to
plan to convert the market to Opana ER as soon as possible. As of October 2011, Endo’s
“emerging view” was that it would have “Full Conversion at Retail” to Reformulated Opana ER
by April 15, 2012. (CX2738 at 008 (Oct. 12, 2011 Endo ELC 2012 Budget Review of Branded
Pharmaceuticals); CCF ¶ 484). Under Endo’s “base” case, it forecasted that full retail conversion
would be achieved before the end of September 2012. (CX2738 at 008).
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The amount to be paid under the Endo Credit was determined by a mathematical formula;
implementing a product switch in accordance with Endo’s plan to cause sales of Original Opana
ER to fall to zero prior to the fourth quarter of 2012 would necessarily trigger a substantial
payment under the provision. (CCF ¶¶ 326-27, 463, 484; CX2610 at 027 (Dec. 2010 Endo
Revopan Playbook); CX2738 at 008 (Oct. 12, 2011 Endo ELC 2012 Budget Review of Branded
Pharmaceuticals)).
1426. Absent those events, Dr. Addanki as an economist would have expected Endo to manage
its transition from original Opana ER to reformulated Opana ER to minimize any
payments, and could have done so without complication. (Addanki, Tr. 2355).
Response to Proposed Finding No. 1426
The Proposed Finding is misleading and not supported by any contemporaneous
documents. The testimony of Dr. Addanki on which the Proposed Finding relies is a hypothetical
view that ignores the facts of the case— namely, that both before and after the settlement, Endo
intended to launch Reformulated Opana ER as soon as possible, with full conversion away from
Original Opana ER by the end of 2011. (See Complaint Counsel’s Response to Proposed Finding
No. 1425). Impax cannot replace Endo’s actual transition plans with its expert’s unsupported
hypothetical.
Moreover, Dr. Addanki himself offered contrary testimony. He conceded that he did not
study whether Endo would maximize its profits by launching Reformulated Opana ER earlier
and paying the Endo Credit or launching later in an attempt to avoid the Endo Credit. (CCF ¶
477). He acknowledged that if Endo “could make profit elsewhere by incurring the Endo
[C]redit, they would.” (Addanki, Tr. at 2463; CCF ¶ 477).
The Proposed Finding is also not supported by reliable evidence. Dr. Addanki has no
basis or qualifications to support an “expert opinion” that Endo “could have done so without
complication.” Dr. Addanki has no expertise in introducing, manufacturing, or marketing new
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pharmaceutical products. Dr. Addanki did not study how many months it would have taken Endo
to switch patients from Original to Reformulated Opana ER, and he acknowledged that such a
switch typically takes months. (CCF ¶ 478).
4.

Professor Noll’s Analysis Ignores Real World Outcomes

1427. Professor Noll considers any event that occurs after execution of the settlement
agreement irrelevant. (Noll, Tr. 1624-25).
Response to Proposed Finding No. 1427
The Proposed Finding is vague in that it does not state what the post-settlement events
are irrelevant to and misrepresents the testimony cited. Professor Noll testified that the “outcome
of the cases after the settlement . . . are irrelevant.” (Noll, Tr. 1625). Professor Noll explained
why:
Because they're uncertain events at the time of the settlement, that
what -- what the settlement is about is eliminating the possibility of
bad outcomes.
So it wouldn't help the plaintiffs if the generics had won those
patent cases in the same way it wouldn't -- doesn't help the
defendants that Endo won them, because they're uncertain at the
time.
And what the settlement agreement buys and is about is
eliminating some adverse consequences that could happen to you
in the future but that are not certain.
(Noll, Tr. 1625-26).
1428. Accordingly, Professor Noll has not measured the actual competitive effects arising from
the Endo-Impax settlement. (Noll, Tr. 1665 (“Q. You did not measure what the actual
anticompetitive effects are[?] A. That’s correct. I do not measure the actual
anticompetitive harm in the market.”)).
Response to Proposed Finding No. 1428
The Proposed Finding is inaccurate and misrepresents Professor Noll’s testimony.
Professor Noll explained that “I don’t have to measure precisely what the anticompetitive effects
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are if I can say that I know they’re positive.” (Noll, Tr. 1664). Thus, Professor Noll did “not put
a dollar sign on the actual anticompetitive harm,” but rather “put a lower bound on them.” (Noll,
Tr. 1664-65). Because the “welfare loss to consumers is greater than the payment,” the lower
bound of the consumer harm is $102 million. (Noll, Tr. 1664-65).
By reaching a settlement with the first-filer, the brand company not only eliminates the
possibility of entry by the first-filer during the period before the generic entry date in the
agreement, but also eliminates the possibility of entry for six months beyond this period by other
potential generic competitors. (CCF ¶ 981). Such a settlement converts the possibility of
substantial loss of monopoly profits into the certainty that monopoly profits will be retained until
the date of generic entry in the agreement. (CCF ¶ 981). The payment represents a portion of the
monopoly profits the brand-name firm is preserving by entering into the settlement. (CCF ¶ 982).
Those monopoly profits are taken directly from the savings customers otherwise would enjoy
from generic entry. (CCF ¶ 982). Thus, the amount of the payment represents at least a lower
bound of the amount of consumer harm resulting from the reverse-payment agreement. (CCF ¶
982).
1429. Professor Noll has not assessed whether actual, post-settlement outcomes comported with
any ex ante expectations. (Noll, Tr. 1668).
Response to Proposed Finding No. 1429
The Proposed Finding is incomplete. Professor Noll explained that what matters is “what
the payment was, what the value – what the transaction was. The actual transaction was what
matters.” (Noll, Tr. 1668). The “actual transaction” was heavily negotiated and contained clear
terms of payment: Endo provided Impax with a six-month No-AG provision, the value of which
was insured by the Endo Credit provision, and $10 million cash up front. (CCF ¶¶ 214-320, 390497). The “only plausible explanation” for Endo to make such a large, unjustified payment to
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Impax is that “the agreement enabled Endo to eliminate the possibility of generic entry until
eight months before the expiration of the patents at issue in the infringement case.” (CX5004 at
066-67 (¶ 141) (Noll Rebuttal Report); CCF ¶ 1331).
1430. His three-part test does not take into consideration whether Endo’s patents were strong
enough to be upheld as valid at the time of settlement. (Noll, Tr. 1623, 1634, 1644-45).
Response to Proposed Finding No. 1430
The Proposed Finding is misleading. Both Complaint Counsel’s and Impax’s experts
agree—and the parties have stipulated (JX-001 at 008 (¶ 20))—that the outcome of the patent
litigation was uncertain at the time of the settlement. (Figg, Tr. 2008; Noll, Tr. 1644-45; Hoxie,
Tr. 2693-94). As Professor Noll explained, that uncertainty is “the entering wedge of the
analysis” (Noll, Tr. 1645); the only plausible explanation for why Endo entered into a reversepayment settlement that cost Endo over $100 million dollars is that the agreement enabled Endo
to eliminate the possibility of generic entry until eight months before the expiration of the patents
at issue in the infringement case. (CCF ¶ 1331). Independent valuation of the patent’s strength is
also not necessary because it is incorporated into the size of the payment: “the weaker the patent,
the bigger the payment will be.” (Noll, Tr. 1441).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
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The anticompetitive nature of a large reverse payment does not depend on the probability
that the patent holder (i.e., the brand-name firm) would win the underlying infringement case.
(CCF ¶ 984). The existence of the payment itself implicitly reflects the parties’ assessment of the
probability that the brand-name firm may lose the infringement case. (CCF ¶ 984). In particular,
a brand-name firm will not agree to make a large, unjustified payment to the generic firm if the
generic firm is likely to lose the infringement case. (CCF ¶ 984). At the same time, even if the
brand-name firm is likely (but not certain) to prevail in the patent infringement suit, it still has
the incentive to pay a portion of its monopoly profits to guarantee that generic entry will not
occur. Thus, the mere fact that the brand-name firm agreed to make a large payment to the
generic firm rules out the possibility the settlement was procompetitive. (CCF ¶ 984).
1431. The three-part test does not assess whether any purported competitive restraints were
within the scope of any Endo patent. (Noll, Tr. 1623).
Response to Proposed Finding No. 1431
The Proposed Finding is irrelevant, as the Supreme Court rejected the scope-of-the patent
test. Actavis, 133 S. Ct. at 2230-34. (See also Complaint Counsel’s Response to Proposed
Finding No. 1430).
1432. Professor Noll does not consider whether the SLA allowed entry prior to patent
expiration. (Noll, Tr. 1624-25).
Response to Proposed Finding No. 1432
The Proposed Finding is irrelevant, as the Supreme Court rejected the scope-of-the patent
test. Actavis, 133 S. Ct at 2230-34. (See also Complaint Counsel’s Response to Proposed Finding
No. 1430).
1433. And Professor Noll offers no opinion on who would have won the Endo-Impax patent
litigation. (Noll, Tr. 1644).
Response to Proposed Finding No. 1433
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The Proposed Finding is misleading. Both Complaint Counsel’s and Impax’s experts
agree—and the parties have stipulated (JX-001 at 008 (¶ 20))—that the outcome of the patent
litigation was uncertain at the time of the settlement. (Figg, Tr. 2008; Noll, Tr. 1644-45; Hoxie,
Tr. 2693-94).
Moreover, if who would have won the Endo-Impax patent litigation was known or
knowable, one of the parties would have little reason to enter the settlement; it is the uncertainty
of who would prevail that resulted in the reverse-payment agreement. (CCF ¶¶ 1006-08). If Endo
believed it would win the underlying patent case, it has very little incentive to settle with the
generic. (CCF ¶ 1006). Endo would save some in litigation costs, but those would be very small
compared to the potential profits from extending a monopoly. (CCF ¶ 1006). Thus, the fact that
Endo was willing to make a payment to Impax in excess of litigation costs indicates that Endo
extended its monopoly longer than it expected to if the litigation had continued. (CCF ¶ 1006).
The Proposed Finding is also inaccurate in that it suggests that the outcome of the
underlying patent litigation is determinative of whether the Impax-Endo Settlement Agreement is
anticompetitive under the rule of reason. As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct. at 2234-37. Instead, the
relevant question is whether the patent holder shared its monopoly profits to avoid the risk of
competition. Actavis, 133 S. Ct. at 2236.
1434. Nor does the three-part test account for actual court decisions upholding Endo’s lateracquired patents as valid and infringed. (Noll, Tr. 1625-26).
Response to Proposed Finding No. 1434
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1427 and 1433.
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1435. This means that the three-part test does not consider whether Impax would have lost
subsequent patent litigation that has resulted in permanent injunctions against all other
ANDA holders. (Noll, Tr. 1643-44).
Response to Proposed Finding No. 1435
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1427 and 1433.
1436. The three-part test consequently does not calculate the average period of competition that
would have resulted absent the settlement. (Noll, Tr. 1624).
Response to Proposed Finding No. 1436
The Proposed Finding misrepresents the testimony cited. Professor Noll actually stated:
“I did take into account the possibilities of competition in the absence of a settlement. Did I
predict exactly what that would be? No.” (Noll, Tr. 1624). The Proposed Finding also is
misleading and not relevant to determining whether the agreement is anticompetitive for the
reasons set forth in response to Proposed Finding Nos. 1427 and 1433.
1437. Put simply, Professor Noll’s three-part test ignores whether Impax would have actually
been able to launch a generic oxymorphone ER product before September 2013. (Noll,
Tr. 1643).
Response to Proposed Finding No. 1437
The Proposed Finding is misleading and misrepresents the testimony cited. In the
testimony cited, Professor Noll was not addressing whether Impax was capable of or legally
permitted to launch generic oxymorphone ER prior to September 2013. Impax was prepared to
potentially launch at risk upon final FDA approval, which it received on June 14, 2010. (CCF ¶¶
127-47). And Professor Noll’s analysis does assess whether “the settlement agreement
eliminate[d] the possibility of entry during some period after the date on which the FDA gave
final approval to the ANDA.” (CX5000 at 013 (¶ 29) (Noll Report)).
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In the testimony cited, Professor Noll was actually addressing the reasons why it was not
necessary to determine who would have prevailed in the patent suit had Impax and Endo not
settled to conduct his economic analysis. (Noll, Tr. 1643). As discussed above in response to
Proposed Finding Nos. 1427 and 1430, who would prevail was uncertain at the time of the
settlement, so “what the settlement agreement buys and is about is eliminating some adverse
consequences that could happen to you in the future but that are not certain.” (Noll, Tr. 1625-26).
1438. Finally, the three-part test does not attempt to calculate whether consumers would have
saved money in some alternative but-for world. (Noll, Tr. 1666).
Response to Proposed Finding No. 1438
The Proposed Finding is misleading and misrepresents the cited testimony. Professor
Noll testified that he “did not attempt to measure that particular thing. What I did is put a lower
bound on it.” (Noll, Tr. 1666). Professor Noll confirmed that a large, unjustified reverse-payment
settlement rules out the possibility that the settlement could benefit consumers. (Noll, Tr. 166667; see also Complaint Counsel’s Response to Proposed Finding Nos. 1427 and 1430).
XIII. THE SLA HAD SIGNIFICANT PROCOMPETITIVE BENEFITS
A.

Early and Continued Supply of Oxymorphone ER

1439. The broad patent license in the SLA gave Impax freedom to operate “[u]nder both the
litigated patents as well as future patents that Endo might obtain in this area.” (Figg, Tr.
1936-37).
Response to Proposed Finding No. 1439
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry. The license is immaterial to any discussion of the reverse payment that Endo made to
Impax. (CCF ¶¶ 1405-07, 1459). The reverse payment was not necessary for Impax to receive
such a license to patents that had not yet issued. This license was requested by and had value for
Impax. (CCF ¶ 1457). It would make no sense that the reverse payment was necessary to induce
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Impax to accept the license that it wanted and that would benefit Impax. (CCF ¶ 1457). Indeed,
Sandoz obtained an option to license Orange Book patents that Endo might obtain in the future
relating to Opana ER, and the Sandoz settlement—signed the same day as Impax—did not
include a reverse payment. (CCF ¶ 1457).
Finally, a patent license to future patents is not unique in the pharmaceutical industry
(CCF ¶¶ 1408-11), and the subsequent contract breach and infringement litigation demonstrates
that the license did not unambiguously provide Impax with certain freedom to operate. (CCF ¶¶
1415-30).
1440. The SLA guaranteed Impax entry on January 2013 as well as protection against any
future patents preventing continued sales of Impax’s product. (Addanki, Tr. 2376).
Response to Proposed Finding No. 1440
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding No. 1439.
1441. Those terms were unambiguous in their effect. (Hoxie, Tr. 2884). As Professor Noll
testified, as “part of the settlement agreement” Impax is “not going to be challenged on
the patents.” (Noll, Tr. 1670).
Response to Proposed Finding No. 1441
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding No. 1439. In addition, the
evidence shows that the terms of the license were not “unambiguous in their effect.” The license
Impax received in the SLA was open to contradictory interpretations. (CCF ¶¶ 1415, 1420).
After Impax began selling a generic version of Original Opana ER in January 2013, the parties
disagreed over the interpretation of the license in the SLA. (CCF ¶¶ 1419-20). On May 4, 2016,
Endo sued Impax for infringement of three patents, Endo obtained after entering into the SLA.
(CCF ¶¶ 1421-22). Impax moved to dismiss the case, which the court denied except as to one of
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the patents. (CCF ¶¶ 1423-24). Endo then provided Impax notice of termination of the SLA
requesting that Impax immediately stop selling what Endo characterized as Impax’s infringing
generic Opana ER product. (CCF ¶¶ 1425). In the notice, Endo stated “there is no legitimate
dispute that Impax’s current Opana ER generic tablets infringe Endo’s patents” and demanded
“Impax should therefore honor Endo’s patent rights and immediately cease all sales of those
infringing tablets.” (CX2944 at 003 (Oct. 31, 2016 email chain attaching letter from Endo to
Impax re: notice of termination of the license agreement); CCF ¶ 1425). Impax continued to
disagree with Endo’s interpretation of the SLA as it applied to the later-issued patents. (CCF ¶
1425). If the parties had not settled their lawsuit, Impax could have been liable for damages and
possibly even required to withdraw its generic oxymorphone ER product from the market. (CCF
¶ 1430).
1442. Although every other Opana ER ANDA filer settled patent claims asserted by Endo, no
other manufacturer negotiated similar rights to future Opana ER patents. (RX-441; RX442; RX-443; CX3192; see Snowden, Tr. 440; Figg, Tr. 1939-40, 1947; Hoxie, Tr. 2714,
2886).
Response to Proposed Finding No. 1442
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding Nos. 1439 and 1441.
1443. The immediate result of Impax’s foresight in negotiating a broad patent license was that
Endo did not assert its later-acquired patents against Impax’s generic version of original
Opana ER. (Snowden, Tr. 445, 450; Figg, Tr. 1951, 1963-64).
Response to Proposed Finding No. 1443
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding Nos. 1439 and 1441.
1444. There is “little doubt” that “Endo would have included claims of infringement against
Impax” in the subsequent patent litigation absent settlement. (Figg, Tr. 1951).
Response to Proposed Finding No. 1444
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1445. The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding Nos. 1439 and 1441.
Endo has admitted as much. In a subsequent breach of contract action between Endo and
Impax, Endo asserted that Endo would have sued Impax for infringing the ‘122 and ‘216
patents with respect to original Opana ER but for the fact that the Endo-Impax settlement
included a license to future patents. (Hoxie, Tr. 2892-93).
Response to Proposed Finding No. 1445
The Proposed Finding is factually inaccurate, as Endo did ultimately sue Impax for
infringement of the ’122 and ’216 patents with respect to Original Opana ER. (CCF ¶ 1421). The
Proposed Finding is also incomplete, misleading, and mischaracterizes the relevant inquiry for
the same reasons set forth in response to Proposed Finding Nos. 1439 and 1441.
1446. That breach of contract suit related to the SLA. Endo claimed that the SLA required a
royalty payment for oxymorphone ER sales and that Impax had breached the agreement
by not making any such payments. (Snowden, Tr. 394-95, 475-76).
Response to Proposed Finding No. 1446
The Proposed Finding is incomplete. Endo sued Impax for both breach of the SLA for
failing to negotiate with Endo in good faith a royalty for the ’122, the ’216 and the ’737 patents
(which were pending applications at the time Endo and Impax entered into the SLA) and
infringement of the same patents. (CCF ¶ 1421). The Proposed Finding is also incomplete,
misleading, and mischaracterizes the relevant inquiry for the reasons set forth in response to
Proposed Finding No. 1439 and 1441.
1447. But even in the breach of contract dispute, Endo did not seek an injunction to prevent
Impax from selling oxymorphone ER. (Hoxie, Tr. 2891).
Response to Proposed Finding No. 1447
The Proposed Finding is misleading and incomplete. Though Endo did not file for an
injunction, on October 31, 2016, Endo provided Impax notice of termination of the SLA and
requested that Impax immediately cease sales of what it characterized as Impax’s infringing
generic Opana ER product. (CCF ¶ 1425). The Proposed Finding is also incomplete, misleading,
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and mischaracterizes the relevant inquiry for the reasons set forth in response to Proposed
Finding Nos. 1439, 1441 and 1446.
1448. This meant that Impax was able to launch its product in January 2013, eight months
before the original patents expired and sixteen years before the later-acquired patents
expired, and then “continue with the sale of that product right up to the present day
because . . . Endo did not sue Impax for infringement of the second wave patents or the
third wave patents for the original Opana ER product.” (Figg, Tr. 1971-72; see Noll, Tr.
1674).
Response to Proposed Finding No. 1448
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding Nos. 1439, 1441 and 1446.
1449. Impax’s product is now the only oxymorphone ER product available to consumers. (JX003-008 (¶ 59) (Second Set of Joint Stipulations); Figg, Tr. 1972).
Response to Proposed Finding No. 1449
The Proposed Finding is misleading insofar as it suggests that the reverse payment was
necessary for Impax to receive a license to patents that had not yet issued. It was not. (CCF ¶¶
1405-07). This license was requested by, and had value for, Impax. (CCF ¶¶ 279-80, 1409-13). It
would make no sense that the reverse payment was necessary to induce Impax to accept the
license that it wanted and would benefit from. (CCF ¶¶ 1457-59).
The Proposed Finding is also misleading insofar as it suggests that the fact that a series of
unpredictable and unknowable events over a period of more than seven years after its agreement
with Endo has resulted in Impax being the only drug company selling a version of oxymorphone
ER is determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under
the rule of reason. At the time of the Agreement, it was uncertain whether (1) Impax or Endo
would prevail in the underlying patent litigation (CCF ¶¶ 361-69); (2) any new patents would
issue from Endo’s pending patent applications (CX3455 at 022-23 (Sep. 19, 2013 Endo v.
Actavis transcript)); (3) Endo would assert any patents that might issue as covering Opana ER
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(CX3455 at 022-23 (Sep. 19, 2013 Endo v. Actavis transcript)); (4) Endo or the generic company
would prevail in any hypothetical future patent litigation involving patents that may or may not
issue (CCF ¶¶ 1431-32); and (5) the FDA would determine that Endo should remove its
reformulated version of Opana ER from the market. (See CX3189 at 001-02 (Endo’s application
for reformulated Opana ER was not even filed with the FDA at the time of the Impax-Endo
Settlement Agreement)). Indeed, it is still uncertain whether the Federal Circuit will reverse the
lower court decisions that have enjoined other generic companies from marketing a generic
version of Opana ER. (CCF ¶¶ 1432). As the Supreme Court explained in Actavis, proving
anticompetitive effect does not require litigating the underlying patent claims or reconstructing
the hypothetical world absent the challenged agreement. 133 S. Ct at 2234-37. Instead, the
relevant question is whether the Endo shared its monopoly profits with Impax to avoid the risk of
competition. 133 S. Ct at 2236.
The Proposed Finding is also misleading and incomplete insofar as it suggests that the
only reason there is an oxymorphone ER product on the market today is because of the ImpaxEndo Settlement Agreement. At the time Impax entered into its agreement with Endo there were
myriad future outcomes. Impax may have launched at-risk. (CCF ¶¶ 127-213). Impax may have
proceeded with the litigation, won, and entered the market. (CCF ¶¶ 361-77). Endo may have
faced different incentives in pursuing patent approvals, acquiring patents, or licensing patents to
other companies (CCF¶¶ 1431-35). It is not possible to know what the market would look like
today if Impax and Endo had not settled. (Noll, Tr. 1578-79 (“If there had been no settlement
agreement, we do not know—it is incorrect to assert they would never have been on the
market.”); CCF ¶¶ 1431-35).
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The Proposed Finding is also incomplete in that it omits that Impax likely is the only
oxymorphone ER product available to consumers because Impax {
} (CCF ¶¶ 148592 (in camera)). {

} (CCF ¶¶ 1487-88 (in camera)). {

} (CCF ¶ 1490 (in camera)).
1450. As Mr. Figg explained, the “real-world effect [of the SLA] is that there is a product on
the market and available to consumers today that would not be there had Impax not had
the foresight to negotiate licenses to future patents.” (Figg, Tr. 1975-76; see Figg, Tr.
1972 (oxymorphone ER “wouldn’t be on the market had Impax not entered the settlement
and license agreement in June of 2010”); CX4037 (Smolenski, Dep. at 43)).
Response to Proposed Finding No. 1450
The Proposed Finding is incomplete, misleading, and mischaracterizes the relevant
inquiry for the reasons set forth in response to Proposed Finding Nos. 1439, 1446 and 1449.
1451. Dr. Addanki noted the same point, testifying that “[b]ut for the settlement, had there been
continued litigation, as I fully expect there would have been . . . and had Impax not been
willing to launch at risk, then Impax would not have launched at any date before January
1, 2013, if at all, to date, just based on the events that have actually occurred in the real
world with the ongoing litigation.” (Addanki, Tr. 2382).
Response to Proposed Finding No. 1451
The Proposed Finding is factually incorrect and contrary to the weight of the evidence.
Dr. Addanki’s opinion relies on an incorrect methodology that ignores the economics of how
reverse payments work. (CCF ¶¶ 1012-20). A brand-name firm will not make a large and
unjustified payment to a generic firm unless the agreement increases the brand-name firm’s
expected monopoly profits. (CCF ¶ 1014). As a result, the existence of a large and unjustified
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payment shows that the brand-name firm expects the payment to allow it to recover monopoly
profits that it otherwise would not earn if the litigation continued. (CCF ¶ 1014).
Neither Dr. Addanki nor Mr. Figg explains why, if the settlement accelerated entry of
generic oxymorphone ER as they claim, Endo paid so much to reach an agreement that reduced
the duration of the period in which Endo could have profited from a continued patent monopoly.
(CCF ¶ 1330). Nor do they have an explanation for why Endo paid so much to settle an
infringement case on worse terms than Dr. Addanki and Mr. Figg claim that Endo could have
expected to achieve had Endo just continued to litigate the infringement case to conclusion.
(CCF ¶ 1331). Endo did not make “a charitable contribution to Impax by paying Impax over
$100 million AND allowing Impax to enter earlier than otherwise would have been likely.”
(CCF ¶ 1310). Endo paid Impax over $100 million because it guaranteed that generic entry for
the five best-selling dosages of Opana ER would not occur until approximately eight months
prior to the expiration of the asserted patents. (CCF ¶¶ 1311-12).
Dr. Addanki’s opinion also relies on the unsupportable assumptions that continuing to
litigate until at least 2013 was the only alternative to entering the SLA. (CCF ¶¶ 1012-27). Impax
had a number of alternatives to entering into the SLA available to it, including entering into an
alternative settlement (CCF ¶¶ 1015-20) or launching at risk while the litigation remained
pending (CCF ¶¶ 127-213, 1023-25). Impax also may have been able to launch oxymorphone
free and clear of legal risk prior to January 2013. (CCF ¶ 1026-27).
1452. And one “can infer that the settlement was actually procompetitive,” because Impax
negotiated the right to enter earlier than it otherwise could have without facing significant
patent risk. (Addanki, Tr. 2208-09, 2382).
Response to Proposed Finding No. 1452
The Proposed Finding is factually incorrect and contrary to the weight of the evidence for
the reasons set forth in response to Proposed Finding No. 1451.
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1453. There is no evidence that these benefits could have been achieved without the SLA. In
fact, Complaint Counsel’s economic expert, Professor Noll, admits that consumers are
better off today because Impax is selling oxymorphone ER. (Noll, Tr. 1669).
Response to Proposed Finding No. 1453
The Proposed Finding is factually incorrect, is contrary to the weight of the evidence, and
mischaracterizes the relevant inquiry. The license Impax obtained is immaterial to any discussion
of the reverse payment that Endo made to Impax. (CCF ¶¶ 1405-07, 1459). The reverse payment
was not necessary for Impax to receive such a license to patents that had not yet issued. This
license was requested by and had value for Impax. (CCF ¶ 1457). It would make no sense that
the reverse payment was necessary to induce Impax to accept the license that it wanted and that
would benefit Impax. (CCF ¶ 1457; see Complaint Counsel’s Response to Proposed Finding No.
1439).
Moreover, the anticompetitive harm occurred between June 2010 and January 2013 when
Impax’s agreement with Endo guaranteed no generic competition until 2013. (CCF ¶ 1394).
Subsequent decisions from other patent litigations do not change that harm to consumers. (CCF ¶
1394).
Finally, at the time Impax and Endo entered into the Impax-Endo Settlement Agreement,
there were myriad future outcomes. Impax may have launched at risk. (CCF ¶¶ 127-213, 1431).
Impax may have proceeded with the litigation, won, and entered the market. (CCF ¶¶ 361-77,
1431). Endo may have faced different incentives in pursuing patent approvals and acquiring
patents. (CCF ¶¶ 1431-35). It is not possible to know what the market would look like today if
Impax and Endo had not settled. (CCF ¶ 1431).
1454. Complaint Counsel’s medical expert, Dr. Savage, also agrees that consumers are better
off because they have access to oxymorphone ER. For some patients oxymorphone is
“an especially good medication” and “having diversity in our choice of opioids improves
patient care and outcomes.” (Savage, Tr. 818).
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Response to Proposed Finding No. 1454
The Proposed Finding mischaracterizes the relevant inquiry for the reasons set forth in
response to Proposed Finding No. 1453.
1455. Dr. Savage further explained that “as a physician, certainly the more options we have
available for clinical treatment, the better. (CX4041 (Savage, Dep. at 102); see Savage,
Tr. 821 (patient care is improved “from having a diversity of options”)).
Response to Proposed Finding No. 1455
The Proposed Finding mischaracterizes the relevant inquiry for the reasons set forth in
response to Proposed Finding No. 1453.
1456. The loss of Impax’s oxymorphone ER product would have been bad for consumers
because it would have caused “transient negative changes for some patients” and anxiety
among others. (Savage, Tr. 817-18, 819).
Response to Proposed Finding No. 1456
The Proposed Finding mischaracterizes the relevant inquiry for the reasons set forth in
response to Proposed Finding No. 1453.
1457. Complaint Counsel’s patent expert does not dispute that consumers have benefited. Mr.
Hoxie offers no opinion that any consumer was harmed as a result of the SLA. (Hoxie,
Tr. 2745). In fact, Mr. Hoxie does not offer any opinions about the effect of the SLA
period. (Hoxie, Tr. 2745, 2903 (conceding that he did not “offer any opinions about the
effect of the settlement and license agreement in the long-acting opioid market”)).
Response to Proposed Finding No. 1457
The first sentence of the Proposed Finding is factually inaccurate and not supported by
any citation to the evidence. The remainder of the Proposed Finding is misleading and
misrepresents both Mr. Hoxie’s role and opinion. Mr. Hoxie is an expert in pharmaceutical
patent licensing, pharmaceutical patent litigation, and pharmaceutical patent prosecution. (Hoxie,
Tr. 2663). He has no expertise in industrial economics or antitrust law. Thus, it would be
inappropriate for Mr. Hoxie to opine on the competitive effects of the reverse-payment
settlement between Impax and Endo.
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B.

Professor Bazerman’s Claims that an Alternative Settlement Theoretically
was Possible Are Not Substantiated

1458. Complaint Counsel’s economic expert, Professor Noll, did not attempt to determine
whether an alternative settlement with an earlier entry date was feasible. (Noll, Tr. 159697, 1648).
Response to Proposed Finding No. 1458
The Proposed Finding is misleading and incomplete, as Professor Noll testified that he
was “sure there could have been” an alternative settlement. (Noll, Tr. 1648; CCF ¶¶ 1438-52).
But Professor Noll did not try to identify a specific alternative settlement or offer an opinion
about alternative settlements because it is not necessary to determine the specific date on which a
generic would have entered in order to conclude that a reverse-payment agreement is
anticompetitive. (CCF ¶ 986 (citing CX5004 at 76-77 (¶ 160) (Noll Rebuttal Report)); CX4039
(Noll, Dep. at 58-59); Noll, Tr. 1648). Professor Noll explained that if the brand company is
willing to make a large payment to the generic that exceeds saved litigation costs and/or the
reasonable costs of goods, services, or assets exchanged by the generic company, then the brand
company believed there was a means—an alternative settlement, an at-risk launch, a court
victory, etc.—through which the generic could have gotten in earlier than the licensed entry date;
that shows the reverse-payment settlement is anticompetitive. (CCF ¶¶ 986-87, 1019-20).
Moreover, as Impax’s economic expert acknowledged, determining Impax’s and Endo’s
reservation dates cannot be determined from their positions in negotiations. (CCF ¶¶ 1017-18).
Thus, a framework that requires proof of specific alternative entry dates in a no-payment
settlement is unworkable. (CCF ¶ 1018).
The Proposed Finding is also misleading to the extent that it assumes Complaint Counsel
must prove that a settlement with an earlier entry date would have occurred. As the Supreme
Court explained in Actavis, proving anticompetitive effect does not require litigating the
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underlying patent claims or reconstructing the hypothetical world absent the challenged
agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S. Ct. at 2236)).
Instead, the relevant question is whether the patent holder shared its monopoly profits to avoid
the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint Counsel’s
Proposed Conclusions of Law, ¶ 7).
1459. Instead, Professor Noll opined that the feasibility of an alternative settlement was
irrelevant to his analysis. (Noll, Tr. 1484, 1597).
Response to Proposed Finding No. 1459
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1458.
1460. Complaint Counsel consequently proffered Professor Max Bazerman as an expert in
negotiation and managerial decision-making. (Bazerman, Tr. 844).
Response to Proposed Finding No. 1460
Complaint Counsel objects to the word “consequently.” The Proposed Finding is
factually inaccurate and not supported by the evidence cited to the extent it states that Professor
Bazerman was offered as an expert as a consequence of anything that was included or not
included in Professor Noll’s report or testimony.
1461. Professor Bazerman opined that that Endo-Impax settlement “was linked to the noAG/Endo credit agreement and also linked to the development and co-promotion
agreement.” (Bazerman, Tr. 877).
Response to Proposed Finding No. 1461
Complaint Counsel has no specific response.
1462. The linkage between those terms and the settlement agreement purportedly “served as a
means for Endo to compensate Impax to accept the January 2013 date.” (Bazerman, Tr.
877).
Response to Proposed Finding No. 1462
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Complaint Counsel objects to the word “purportedly,” which was not in Professor
Bazerman’s testimony. (Bazerman, Tr. 877).
1463. These terms also purportedly “served to move the entry date to a later point in time” than
if the parties had pursued and accepted an “entry-only” agreement. (Bazerman, Tr. 877).
Response to Proposed Finding No. 1463
Complaint Counsel objects to the word “purportedly,” which was not in Professor
Bazerman’s testimony. (Bazerman, Tr. 877).
1464. It is Professor Bazerman’s opinion that absent these terms, Endo and Impax could
theoretically have negotiated an alternative settlement with an earlier entry date.
(Bazerman, Tr. 907).
Response to Proposed Finding No. 1464
Complaint Counsel objects to the word “theoretically,” because Professor Bazerman
opined that the payment logically pushes back the expected entry date and that there are reasons
to expect that the parties could have settled without payment. (See Complaint Counsel’s
Response to Proposed Finding No. 1465).
1465. But Professor Bazerman’s opinion is not based on any actual analysis, and reflects his
categorical opposition to reverse-payment settlements. There consequently is no
economic analysis or record evidence suggesting that the substantial procompetitive
benefits enjoyed by consumers could have been achieved without the SLA.
Response to Proposed Finding No. 1465
The Proposed Finding is factually inaccurate, and Respondent does not even attempt to
cite evidence to support the Proposed Finding.
Professor Bazerman testified that he assesses each reverse-payment settlement based “on
the specific facts of that case,” and that is what he did in this case. (Bazerman, Tr. 895).
Professor Bazerman reviewed hundreds of documents, including the settlement agreement
between Endo and Impax, documents from the negotiation of the settlement agreement, Endo’s
settlements for generic Opana ER with other generic companies, and deposition and
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investigational hearing transcripts of Endo’s and Impax’s employees. (Bazerman, Tr. 860-61;
CX5001 at 064-69 (List of Materials Considered) (Bazerman Report); CX5005 at 015 (List of
Additional Materials Considered) (Bazerman Rebuttal Report)). Professor Bazerman used these
numerous sources and his expertise in negotiation theory to provide very specific reasons how
the reverse payments in this case were linked to the licensed entry date and how economics and
logic dictate that the effect of such payments would be to push back the entry date compared to a
settlement without payments. (CCF ¶¶ 994 (reverse payments expand the range of settlement
negotiations), 999 (No-AG Provision), 1005 (Endo Credit), 1067-68 (DCA), 1076 (DCA);
Bazerman, Tr. 863-77). Professor Bazerman further offered specific reasons why he opined that
a settlement without reverse payments and an earlier entry date for Impax was possible. (CCF ¶
1441; Bazerman, Tr. 873-74).
Not only did Professor Bazerman provide numerous sources of evidence to support his
opinions, he also assessed the primary sources of Respondent’s experts to determine if they
offered any facts that would impact his analysis. (Bazerman, Tr. 861-62). Respondent’s experts
offered no facts to change his opinion. (Bazerman, Tr. 862). Indeed, those experts’ reports
strengthened Professor Bazerman’s opinions because he found that Respondent’s experts could
not come up with a “coherent story” that considered the facts of the case. (Bazerman, Tr. 862 (“I
was struck by a few pieces, one the lack of a coherent story of what – of what happened in this
story between Endo and Impax that would account for all the facts”)). Professor Bazerman
further noted inconsistencies between the stories being told by Respondent’s experts. For
example, with respect to the payments, Professor Bazerman observed that Respondent’s
economic expert and patent expert differed on the role of the reverse payments, with the former
implying that the payments moved back the entry date in a logical way, and the latter implying
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the reverse payment had no effect. (Bazerman, Tr. 862). Professor Bazerman’s opinion is, thus,
based on analysis of the actual facts in this case and the specific effects of Endo’s payments to
Impax.
Complaint Counsel also objects to the term “categorical opposition to reverse-payment
settlements” as factually inaccurate for the reasons set forth in response to Proposed Finding No.
1466.
1.

Professor Bazerman Opposes Any Transfer of Value From a Brand
Drug Company to a Generic Drug Company

1466. Professor Bazerman believes that every reverse-payment settlement is both “nefarious”
and “parasitic,” which together are “similarly negative” qualities. (Bazerman, Tr. 90001).
Response to Proposed Finding No. 1466
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified that he is suspicious of reverse-payment settlements because there
is generally no reason for a brand company to pay a generic company to reach a settlement, and
the dynamics of the pharmaceutical industry give rise to the potential for parasitic value creation,
a concept that Professor Bazerman developed in 1997, long before he worked on any reversepayment case. (Bazerman, Tr. 853-54, 872). Parasitic value creation occurs when the negotiating
parties benefit by taking value from parties not at the negotiating table. (Bazerman, Tr. 855-56).
There is the potential for parasitic value creation in reverse-payment settlements because the
brand company makes more from being able to sell the branded product without generic
competition than the generic company makes from selling an equivalent generic, as branded
products have higher prices. (Bazerman, Tr. 871-72). Having a brand company pay the generic
not to enter the market could be a way for both companies to financially enrich themselves, but
take value from consumers. (Bazerman, Tr. 872).
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But finding reverse-payment settlements to be suspicious does not mean Professor
Bazerman finds every reverse-payment to be automatically negative. Contrary to the Proposed
Finding, Professor Bazerman testified that he would assess each reverse-payment settlement on a
case-by-case basis and if there were claims that “consumers would benefit on an expected value
basis at the time of the agreement [… he] would want to dig in and learn more.” (Bazerman, Tr.
901-02; see also Bazerman, Tr. 895 (“My opinions about any specific case would depend on the
specific facts of that case.”)). The Proposed Finding disregards this testimony to draw a false
conclusion.
1467. Professor Bazerman is suspicious of the very existence of any reverse payment between a
brand drug company and a generic drug company. (Bazerman, Tr. 900).
Response to Proposed Finding No. 1467
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1466.
1468. Professor Bazerman wants Congress to make a “legislative change to address what [he]
refer[s] to as pay-for-delay cases” because the legal system “has resulted in a set of
decisions that are harmful to consumers.” (Bazerman, Tr. 895).
Response to Proposed Finding No. 1468
The Proposed Finding is misleading and incomplete in that it omits Professor Bazerman’s
discussion that a legislative solution would be desirable to eliminate the “enormous litigation
costs” that result from reverse-payment settlement cases. (Bazerman, Tr. 895).
1469. Indeed, Professor Bazerman cannot imagine a scenario in which consumers are better off
under an agreement that contains a reverse payment. (Bazerman, Tr. 901-02).
Response to Proposed Finding No. 1469
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1466.
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1470. Professor Bazerman consequently testifies against pharmaceutical settlements in what he
describes as “the pursuit of justice,” serving as an expert witness for the FTC in four
separate cases challenging reverse-payment settlements. (Bazerman, Tr. 882, 904-05).
Response to Proposed Finding No. 1470
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1466.
1471. In each of those cases, Professor Bazerman testified that the terms in the settlement
agreements were linked. (Bazerman, Tr. 886-87).
Response to Proposed Finding No. 1471
The Proposed Finding is misleading and incomplete to the extent that it implies Professor
Bazerman opposes all reverse-payment settlements. Professor Bazerman assesses each reversepayment settlement based on the facts of that case and bases his opinions on those facts.
(Bazerman, Tr. 895).
1472. And in each case, Professor Bazerman opinioned that the linkage served to delay generic
entry. (Bazerman, Tr. 887).
Response to Proposed Finding No. 1472
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1471.
1473. Indeed, Professor Bazerman’s views on reverse-payment settlements have not changed
since his expert work for the FTC in the Schering-Plough case over fifteen-years ago.
(Bazerman, Tr. 895).
Response to Proposed Finding No. 1473
The Proposed Finding is misleading, incomplete, and not supported by the evidence
cited. Professor Bazerman testified only that his views “as a matter of legislative opportunities
have not changed substantially” since his testimony in Schering-Plough. (Bazerman, Tr. 895)
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(emphasis added). He then reiterated that he assesses each reverse-payment case on “the specific
facts of that case.” (Bazerman, Tr. 895).
1474. Each time Professor Bazerman is hired by the FTC to oppose purported reverse-payment
settlements he accepts the work “because [he] care[s] about justice.” (Bazerman, Tr.
905).
Response to Proposed Finding No. 1474
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1471.
1475. As Professor Bazerman testified, “as I think about taking this work, I don’t think I want
to work for the FTC, I think I want to create justice for consumers.” (Bazerman, Tr.
905).
Response to Proposed Finding No. 1475
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1471.
1476. For this reason, Professor Bazerman has never been employed as an expert for a drug
company in so-called reverse-payment litigation or any other form of litigation.
(Bazerman, Tr. 906).
Response to Proposed Finding No. 1476
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified that he has never been employed as an expert witness by a drug
company, but did not provide any reasons. (Bazerman, Tr. 906). The Proposed Finding is pure
speculation about Professor Bazerman’s reasoning. Respondent offers no evidence—and
Complaint Counsel finds none in the record—that Professor Bazerman has ever even been asked
by a drug company to serve as an expert witness. Moreover, Professor Bazerman testified that he
does not enjoy working as an economic expert and does not serve as an expert witness for
financial gain, as he donates all of the money earned from working for the FTC to charity.
(Bazerman, Tr. 904-05, 935).
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The Proposed Finding is also factually inaccurate and not supported by the evidence
insofar as it suggests that Professor Bazerman is biased against pharmaceutical companies.
Professor Bazerman testified that he “love[s] pharmaceutical companies” and believes “they’re
one of the most important industries in the U.S.” (Bazerman, Tr. 932). Indeed, Professor
Bazerman has consulted more with the pharmaceutical industry than any other industry,
including companies such as AstraZeneca, Pfizer, Abbott, Biogen, Bristol-Myers, and Johnson &
Johnson. Professor Bazerman’s consulting work for these companies span a “wide range of
topics from procurement to sales to business development to advising firms in the midst of
litigation.” (Bazerman, Tr. 840-41).
1477. Indeed, Professor Bazerman is disinclined to consult for any company that even raises the
idea of a reverse payment settlement. (Bazerman, Tr. 899-900).
Response to Proposed Finding No. 1477
The Proposed Finding is misleading in that it suggests Professor Bazerman would not
work for any company that had ever considered a reverse-payment settlement. Professor
Bazerman suggested nothing of this sort. He testified that he would not be inclined to work in a
consulting role for a specific negotiation in which a reverse payment was being considered.
(Bazerman, Tr. 901). But even then Professor Bazerman testified that he would want to
understand the situation and the potential effects on consumers before making any decision.
(Bazerman, Tr. 901-02).
The Proposed Finding is also factually inaccurate and not supported by the evidence
insofar as it suggests that Professor Bazerman is biased against pharmaceutical companies for the
reasons set forth in response to Proposed Finding No. 1476.
1478. Professor Bazerman is similarly disinclined to work for any company that is willing to
consider a No-Authorized Generic term in settlement negotiations. (Bazerman, Tr. 901).
Response to Proposed Finding No. 1478
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The Proposed Finding is misleading and factually inaccurate for the reasons set forth in
response to Proposed Finding Nos. 1476 and 1477.
1479. Any such work would violate Professor Bazerman’s personal set of ethics. (Bazerman,
Tr. 899-900).
Response to Proposed Finding No. 1479
The Proposed Finding is misleading and factually inaccurate for the reasons set forth in
response to Proposed Finding Nos. 1476 and 1477.
1480. As just one example of how Professor Bazerman’s ethics are applied in practice,
Professor Bazerman testified about contingency contracts. (Bazerman, Tr. 926-28).
Response to Proposed Finding No. 1480
The Proposed Finding is factually inaccurate and not supported by the evidence cited,
which makes no reference to Professor Bazerman’s code of ethics applied in practice or in
relation to contingency contracts. (Bazerman, Tr. 926-28).
1481. Ordinarily, Professor Bazerman loves contingency contracts. (Bazerman, Tr. 926).
Response to Proposed Finding No. 1481
Complain Counsel has no specific response.
1482. He believes they create value by allowing negotiators to stop arguing about their
divergent beliefs and instead leverage their differences through bets that both sides expect
to win. (Bazerman, Tr. 926-27).
Response to Proposed Finding No. 1482
The Proposed Finding is factually inaccurate, as Professor Bazerman testified that he
“would edit that [language] to say ‘can create value.’” (Bazerman, Tr. 926-27).
1483. This includes licensing agreements whereby the licensor either receives money if the
licensed product sells well or owes money if the licensed product does not sell well.
(Bazerman, Tr. 927-28).
Response to Proposed Finding No. 1483
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The Proposed Finding is incomplete to the extent that it omits Professor Bazerman’s
testimony that such agreements “can”—but don’t necessarily—create value. (Bazerman, Tr. 927;
see also Complaint Counsel’s Response to Proposed Finding No. 1482).
1484. The Endo Credit and Royalty provisions are an example of a contingency contract that
addressed Impax’s and Endo’s different beliefs about what was going to happen to Opana
ER sales. (Bazerman, Tr. 928).
Response to Proposed Finding No. 1484
The Proposed Finding is misleading and incomplete by failing to differentiate between
contingency contracts that exchange value between the negotiating parties and contingency
contracts that create value for the negotiating parties by taking it from those who are not part of
the negotiations. Professor Bazerman calls the latter type of agreement parasitic value creation.
(Bazerman, Tr. 855-56). Impax and Endo discussed a contingency contract that would exchange
value between those parties, specifically, an acceleration provision that would allow Impax to
sell generic Opana ER before January 1, 2013 if the market for generic Opana ER eroded by a
certain percentage (e.g., if Endo started to move the market to a reformulated product). (CCF ¶
1050 (citing CX5001 at 027-28 (¶ 53) (Bazerman Report))). The parties rejected that type of
contingency contract. (CCF ¶¶ 1050-51). Instead, Endo and Impax agreed to the Endo Credit,
which in essence paid Impax for the value of its exclusivity period if Endo reformulated and
included a longer period for Endo to sell branded product without generic competition. (CCF ¶¶
1002, 1051 (citing CX5001 at 028 (¶ 53) (Bazerman Report))). The Endo Credit had benefits for
Endo (by granting it a longer period of branded sales) and Impax (by guaranteeing the value of
being the only generic in the market for six months), but harmed consumers who were not part of
negotiations by denying them access to less expensive pharmaceutical products. (CCF ¶ 1053
(citing CX5001 at 028 (¶ 53) (Bazerman Report))).
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1485. Professor Bazerman nevertheless condemns the terms because he has an ethical objection
to the use of a contingency contract in this particular case. (Bazerman, Tr. 928).
Response to Proposed Finding No. 1485
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1484.
1486. Still, Professor Bazerman concedes that an entry-date only settlement, his preferred
outcome to the Endo-Impax litigation, would have included a transfer of value to the
generic company. (Bazerman, Tr. 882).
Response to Proposed Finding No. 1486
The Proposed Finding is misleading and incomplete by suggesting that an entry-only
settlement and a reverse-payment settlement create the same type of value for a generic
company. Professor Bazerman testified that in typical patent settlement negotiations, the parties
have reservation values based on factors such as the patent merits and the costs of litigation.
(CX4040 (Bazerman, Dep. at 60-61)). Settlements can be valuable if they align with each party’s
reservation value and save both parties the costs of litigation. (CX5001 at 006 (¶ 10) (Bazerman
Report)). A reverse payment can artificially expand a generic company’s reservation value and
induce it to accept a date later than it would otherwise accept. (CCF ¶ 994 (citing CX5001 at 035
(¶ 66) (Bazerman Report))). Having a brand company pay a generic to push back the entry date
can benefit both pharmaceutical companies, but at the expense of consumers not at the table.
(CCF ¶ 994 (citing CX5001 at 035 (¶ 66) (Bazerman Report))). Reverse-payment settlement
agreements can therefore be parasitic value creation, whereas an entry-date only settlement
would not be parasitic.
1487. Entry-date only settlements similarly eliminate the risk of competition from the generic
company. (Bazerman, Tr. 882).
Response to Proposed Finding No. 1487
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The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1486.
2.

Professor Bazerman’s Lack of Analysis Reflects the Pure Speculation
Underlying His Opinion of an Alternative Settlement

1488. Professor Bazerman opined that Endo and Impax could have secured an earlier entry date
with an “entry-only” agreement. (Bazerman, Tr. 845-46, 877).
Response to Proposed Finding No. 1488
The Proposed Finding is misleading, incomplete, and not supported by the evidence
cited. Professor Bazerman testified that Impax could have negotiated an entry date earlier than
January 2013 without reverse payments and that Impax “should have known that they could have
based on a reasonable analysis of thinking about the perspective of the other party, Endo.”
(Bazerman, Tr. 907-08). But he says that he does “not offer the opinion that they definitely
would have.” (Bazerman, Tr. 907). Professor Bazerman explains that most cases, including
pharmaceutical patent litigations, settle because of efficiencies in terms of legal costs and
expenditure of executive time. (CX5005 at 007 (¶ 10) (Bazerman Rebuttal Report)). He cites
several factors supporting the opinion that Impax and Endo could have negotiated a settlement
for entry earlier than January 2013 without payments. For example, Endo would have been
willing, as a matter of simple negotiation logic, to offer some earlier date if it did not have to
make a large payment to Impax. (CCF ¶ 1441; Bazerman, Tr. 873-74). Further, Endo had
negotiated settlements with several other generics that had earlier entry dates—from July 2011
through September 2012—and no reverse payments. (Bazerman, Tr. 876-77; CX5005 at 010-12
(¶¶ 17, 20) (Bazerman Rebuttal Report). For many reasons, Professor Bazerman therefore
testified that Impax and its experts cannot support their conclusion that there was zero chance
that dropping the reverse payments would have led to a negotiated entry date earlier than January
1, 2013. (Bazerman, Tr. 873-74; CX5005 at 009-10 (¶ 15) (Bazerman Rebuttal Report)).
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Moreover, the cited sources do not support the Proposed Finding, as the cited sources
relate to Professor Bazerman’s discussion of how a reverse payment logically can push back the
entry date, not about the likelihood that Endo and Impax could have reached an earlier entry date
in a settlement without payments.
1489. In forming his opinions, Dr. Bazerman did not speak to any individual employed by Endo
or Impax. (Bazerman, Tr. 880).
Response to Proposed Finding No. 1489
The Proposed Finding is misleading, incomplete, and conflates what Professor Bazerman
wrote in his initial report and the opinions to which he testified at trial. To draft his initial report,
Professor Bazerman reviewed transcripts from depositions of Impax’s and Endo’s employees—
at which Respondent’s counsel asked many questions—and from investigational hearings of
Impax’s and Endo’s employees. (Bazerman, Tr. 861). Further, Professor Bazerman reviewed
hundreds of party documents. (Bazerman, Tr. 860). The FTC provided him any additional
materials he requested. (Bazerman, Tr. 860). Professor Bazerman further drew upon his
significant experience consulting with pharmaceutical companies. (Bazerman, Tr. 847-48).
After submitting his initial report, Professor Bazerman considered additional sources
identified by Respondent, its counsel, and its expert witnesses. For example, Professor Bazerman
reviewed reports from two of Impax’s experts, Dr. Addanki and Mr. Figg, and relevant materials
cited by those experts. (CX5005 at 003, 015 (¶ 2, List of Additional Materials Considered)
(Bazerman Rebuttal Report)). Review of that material only strengthened Professor Bazerman’s
beliefs in his opinion. (Bazerman, Tr. 861-62; CX5005 at 003 (¶ 2) (Bazerman Rebuttal Report)).
Professor Bazerman also noted that he considered sources that Respondent failed (or chose not
to) provide to its experts. (CX5005 at 006 (¶ 9) (Bazerman Rebuttal Report)). Further, Professor
Bazerman spoke with counsel employed by Impax at a deposition and considered any materials
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provided by Impax’s counsel. (See generally CX4040 (Bazerman Deposition Transcript)).
Professor Bazerman testified about the opinions he formed based on this multitude of sources.
1490. Professor Bazerman only spoke to FTC staff. (Bazerman, Tr. 879). Indeed, it was the
FTC staff that identified which documents Professor Bazerman should read and which
portions of deposition transcripts he should review. (Bazerman, Tr. 881).
Response to Proposed Finding No. 1490
The Proposed Finding is factually inaccurate for the reasons set forth in response to
Proposed Finding No. 1489.
1491. Accordingly, any suggestion that the “parties would have agreed to a settlement that was
materially different from the settlement they actually agreed to, the one before us, is pure
speculation.” (Addanki, Tr. 2359).
Response to Proposed Finding No. 1491
The Proposed Finding is factually inaccurate and against the weight of the evidence for
the reasons set forth in response to Proposed Finding Nos. 1465 and 1488. Moreover, Professor
Bazerman considered sources that Respondent failed (or chose not to) provide to its experts.
(CX5005 at 006, 008-09 (¶¶ 9, 14) (Bazerman Rebuttal Report); CX5001 at 064-69 (List of
Materials Considered) (Bazerman Report); RX-547 at 0093-102 (Documents Considered)
(Addanki Report)).
1492. The reason for this is because there are no facts suggesting an alternative settlement
would actually have been acceptable to the parties. “To hypothesize a settlement and say
they would have agreed to it would be the purest speculation.” (Addanki, Tr. 2374).
Response to Proposed Finding No. 1492
The Proposed Finding is factually inaccurate and against the weight of the evidence for
the reasons set forth in response to Proposed Finding Nos. 1465, 1488, and 1491.
a.

No Analysis Regarding the Settlement’s Impact on Consumers

1493. Professor Bazerman testified that Endo-Impax settlement was “parasitic.” (Bazerman,
Tr. 896).
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Response to Proposed Finding No. 1493
The Proposed Finding is misleading and incomplete to the extent that it uses “parasitic”
separate from the context of Professor Bazerman’s discussion of “parasitic value creation.” (See
Complaint Counsel’s Response to Proposed Finding No. 1466).
1494. Professor Bazerman opines that the negotiations between Impax and Endo created a
structure that was likely to be bad for consumers. (Bazerman, Tr. 896-97).
Response to Proposed Finding No. 1494
Complaint Counsel has no specific response.
1495. But Professor Bazerman has not analyzed whether the settlement agreement between
Impax and Endo was actually anticompetitive. (Bazerman, Tr. 928-29 (“I haven’t used
the word ‘anticompetitive’ anywhere in my report.”)).
Response to Proposed Finding No. 1495
Complaint Counsel objects to the term “anticompetitive” as vague. To the extent that
Respondent uses it in the legal sense, Complaint Counsel notes that Professor Bazerman is not a
lawyer and did not offer any legal opinions. (Bazerman, Tr. 879). The Proposed Finding is
factually inaccurate and not supported by the evidence cited. Professor Bazerman did not testify
whether or not he had analyzed the settlement agreement as anticompetitive. (Bazerman, Tr. 92829).
1496. Professor Bazerman does not address what actually happened in the real world as a result
of the settlement agreement between Endo and Impax, explaining that his “opinions were
not dependent on . . . outcomes.” (Bazerman, Tr. 897).
Response to Proposed Finding No. 1496
The Proposed Finding is misleading in that it suggests that ex-post events are
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
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the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
Professor Bazerman did discuss how the Impax-Endo Settlement Agreement would be
expected to harm consumers through parasitic value creation. Professor Bazerman opined that,
based on the negotiation history, Impax would not have accepted an entry date of January 1,
2013 without payment from Endo. (CX 5001 at 029-30 (¶ 55) (Bazerman Report)). But because
Endo made more from selling the branded product without generic competition than Impax
would make from selling an equivalent generic, Endo could profitably pay Impax not to enter the
market until January 1, 2013, such that both companies found the reverse-payment settlement to
be more profitable than an alternative settlement without a reverse payment or an at-risk launch
by Impax. (Bazerman, Tr. 870-71; CX 5001 at 023-24 (¶¶ 46-48) (Bazerman Report)). But
consumers would not have access to a generic until January 1, 2013, versus an earlier entry date
that would be expected in a settlement without a reverse payment. (CX5001 at 035 (¶ 66)
(Bazerman Report)).
1497. Professor Bazerman has not analyzed what has transpired since the settlement to
determine the settlement’s overall impact on consumers, including whether it was
actually bad for them. (Bazerman, Tr. 897, 929).
Response to Proposed Finding No. 1497
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1496.
1498. And Professor Bazerman has not assessed the benefits consumers received as a result of
the settlement agreement when compared the benefits they might have gotten if there had
been another settlement. (Bazerman, Tr. 897).
Response to Proposed Finding No. 1498

683

PUBLIC

The Proposed Finding is factually inaccurate, as Professor Bazerman testified in the
relevant section that he had assessed the alternative settlement and “offered an opinion about the
direction of [the benefits to consumers under each settlement].” (Bazerman, Tr. 897). Indeed,
Professor Bazerman opined that an entry-date-only settlement between Endo and Impax was
possible and that the entry date without payments would be earlier than January 1, 2013. (CCF ¶
1441; Bazerman, Tr. 873-74). The benefit that consumers would have received under an entrydate-only settlement was access to generic Opana earlier than January 1, 2013. And that entrydate-only settlement could have included a license to pending patents similar to the SLA, as the
scope of the license was not tied to the entry date in the Impax-Endo Settlement Agreement.
(CCF ¶ 1405 (citing CX5001 at 030 (¶ 56) (Bazerman Report))).
Specifically relating to the Endo Credit, Professor Bazerman also testified about the
difference of including an acceleration provision instead of the Endo Credit. He testified that the
difference for consumers was that “an acceleration trigger would be much more likely to bring
the generic product to market earlier than the Endo Credit.” (Bazerman, Tr. 874-75).
Finally, the Proposed Finding is misleading for the reasons set forth in response to
Proposed Finding No. 1496. The Proposed Finding is also misleading to the extent that it
assumes Complaint Counsel must prove that a settlement with an earlier entry date would have
occurred. As the Supreme Court explained in Actavis, proving anticompetitive effect does not
require litigating the underlying patent claims or reconstructing the hypothetical world absent the
challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S. Ct. at
2236)). Instead, the relevant question is whether the patent holder shared its monopoly profits to
avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
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1499. Indeed, Professor Bazerman does not offer an opinion about whether the settlement
between Endo and Impax was bad for consumers when compared to any outcome that
would have occurred absent the settlement. (Bazerman, Tr. 929).
Response to Proposed Finding No. 1499
The Proposed Finding is factually inaccurate and misleading for the reasons set forth in
response to Proposed Finding No. 1498.
1500. Professor Bazerman has not assessed whether consumers would have been better off if
Impax had continued to litigate against Endo, with or without an at-risk launch.
(Bazerman, Tr. 897, 930).
Response to Proposed Finding No. 1500
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1496.
1501. Professor Bazerman admits, moreover, that if Impax continued to litigate against Endo
and lost, consumers would not have benefited. (Bazerman, Tr. 906).
Response to Proposed Finding No. 1501
The Proposed Finding is misleading for the reasons set forth in response to Proposed
Finding No. 1496.
Moreover, the Proposed Finding is misleading in that it suggests, without evidence, that
Impax would have lost if it continued to litigate. The ultimate outcome of the underlying patent
litigation was uncertain. (CCF ¶ 1270).
1502. Professor Bazerman did not conduct any analysis regarding consumer impact even
though he has the technical skills to do so. (Bazerman, Tr. 897-99).
Response to Proposed Finding No. 1502
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman did conduct an analysis of consumer impact using his expertise in
negotiation, testifying that “the process of the negotiations between Impax and Endo created a
structure that is likely to be bad for consumers.” (Bazerman, Tr. 896-97). Specifically, by
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negotiating reverse payments as part of the settlement, the negotiated entry date would be
expected to be later than an entry date in a settlement in which Impax did not get paid, because
there is no other reason for Endo to be making a payment. (Bazerman, Tr. 846; CCF ¶¶ 994-95).
Further, Professor Bazerman testified that to determine the value requested by Respondent’s
counsel in the cited passage, he “would probably need more data that I didn’t have access to do
that kind of work.” (Bazerman, Tr. 898). There is no indication that the types of data Professor
Bazerman would need have even been provided by Endo and Impax during Complaint Counsel’s
investigation or this litigation.
Finally, the Proposed Finding is misleading to the extent it suggests that consumer impact
is dependent on specific ex-post events for the reasons set forth in response to Proposed Finding
No. 1496.
b.

No Analysis Regarding an Earlier Entry Date

1503. Professor Bazerman opined that Endo and Impax theoretically could have negotiated an
earlier entry date. (Bazerman, Tr. 907).
Response to Proposed Finding No. 1503
Complaint Counsel has no specific response.
1504. But Professor Bazerman cannot identify what the earlier entry date would have been.
(Bazerman, Tr. 907).
Response to Proposed Finding No. 1504
The Proposed Finding is misleading and incomplete. No person has access to both Endo’s
and Impax’s internal negotiation strategy at the time of settlement, so it is impossible to identify
with certainty and specificity an entry date to which Endo and Impax would have agreed without
the reverse payments. (CCF ¶¶ 1443-46 (Impax’s economic expert conceding that “I do not
know what the true reservation date was for Endo”)). But Professor Bazerman explains that Endo
had no reason to provide what turned out to be over $100 million in compensation to secure an
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entry date that Impax would have been willing to accept without any payment. (CX5001 at 30-31
(¶ 55) (Bazerman Report)). Professor Bazerman also discusses potential earlier entry dates that
the evidence suggests would have been acceptable to both parties. For example, Professor
Bazerman noted that Endo settled with numerous other generics without reverse payments for
entry dates in September 2012, including a settlement with Sandoz that was finalized on the
same day as the Impax-Endo Settlement Agreement. (CX5005 at 010 (¶ 17) (Bazerman Rebuttal
Report) (citing September 2012 entry date in other settlements and concluding “these other
settlements show that Endo was willing to settle Opana ER patent litigation with entry dates
earlier than January 2013”); CCF ¶ 1009). At the time of the Impax-Endo Settlement Agreement,
Endo expected to begin selling its reformulated product by mid-2011. (CCF ¶¶ 77-78). Thus,
there is reason to think that Endo would have been willing to give Impax the same date if it did
not need to make reverse payments, which ended up costing Endo $112 million between the
Endo Credit payment and upfront payment in the DCA. (Bazerman, Tr. 873-74; CX5001 at 016,
028-29 (¶¶ 34, 54) (Bazerman Report)). Consumers would also have benefitted from access to
generic Opana ER months earlier than under the Impax-Endo Settlement Agreement. Professor
Bazerman therefore referenced an earlier entry date that the evidence suggests the parties would
have accepted.
The Proposed Finding is also misleading to the extent that it assumes Complaint Counsel
must prove that a settlement with an earlier entry date would have occurred. As the Supreme
Court explained in Actavis, proving anticompetitive effect does not require litigating the
underlying patent claims or reconstructing the hypothetical world absent the challenged
agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S. Ct. at 2236)).
Instead, the relevant question is whether the patent holder shared its monopoly profits to avoid
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the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint Counsel’s
Proposed Conclusions of Law, ¶ 7).
1505. Professor Bazerman cannot even identify the zone of possible entry-date agreements for
Endo and Impax. (Bazerman, Tr. 913-14).
Response to Proposed Finding No. 1505
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1504.
1506. In fact, Professor Bazerman cannot say with certainty that an alternative settlement was
possible in this case. (Bazerman, Tr. 914).
Response to Proposed Finding No. 1506
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1504.
1507. Professor Bazerman admits that Impax asked for earlier entry dates and Endo rejected
them. (Bazerman, Tr. 907).
Response to Proposed Finding No. 1507
The Proposed Finding is misleading and incomplete, as it focuses only on Impax’s
request for one specific entry date, July 2011. Professor Bazerman observed that there were no
discussions or proposals between Endo and Impax with entry in 2011 after July or any point in
2012. (CX5005 at 009-10 (¶ 15) (Bazerman Rebuttal Report)). As Professor Bazerman testified,
if Endo would not accept entry in July 2011, “[t]hey could have continued to negotiate” for other
dates earlier than January 2013. (Bazerman, Tr. 916). Instead, the parties negotiated a settlement
with reverse payments.
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 1504.
1508. Impax also asked for a date-only settlement with entry in 2011, which Endo rejected.
(Bazerman, Tr. 915-16).
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Response to Proposed Finding No. 1508
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1504 and 1507. Further, because Endo preferred to pay Impax rather
than allow earlier entry, negotiations immediately turned to sweetening the payments in the DCA
after Endo rejected the July 2011 entry date. (CCF ¶ 278).
1509. Professor Bazerman, moreover, has not seen any evidence in the record that Endo offered
an earlier entry date. (Bazerman, Tr. 907).
Response to Proposed Finding No. 1509
The Proposed Finding is misleading and incomplete because Professor Bazerman stated
that he never saw any offer from Endo without reverse payments. (CX5001 at 015-16 (¶ 32)
(Bazerman Rebuttal Report)). Reverse payments would be expected to push back the entry date
to a later date than would occur in a settlement without payments. (Bazerman, Tr. 846; CCF ¶¶
994-95).
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 1504, including the discussion of Endo’s settlements with
other generic companies with entry dates earlier than January 2013 and no reverse payments.
1510. In any event, Professor Bazerman testified about the importance of reservation values—
the alternative dates that negotiating parties would have agreed to before walking away
from the negotiations—when assessing settlements. (Bazerman, Tr. 853).
Response to Proposed Finding No. 1510
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified about the concept of reservation values, but he did not state that it
is important to know any party’s reservation value to assess a specific reverse-payment
pharmaceutical settlement. To the contrary, he testified that a reverse payment would be
expected to expand the generic company’s reservation value to a point later than the generic
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company would otherwise accept. (CCF ¶ 994). Indeed, there would generally be no reason for a
brand company to make the reverse payment except to push back the entry date a generic would
accept. (Bazerman, Tr. 863; CX5001 at 029-30 (¶ 55) (Bazerman Report)). Absent an alternative
reason for the brand company making the reverse payment—which Professor Bazerman did not
find in the Impax-Endo Settlement Agreement—the effect of the reverse payment on the
reservation value is logical and predictable without knowing each party’s specific reservation
value(s). (Bazerman, Tr. 845-46, 863).
1511. Professor Bazerman, however, did not identify Impax’s reservation date with respect to
the Endo patent license. (Bazerman, Tr. 912; see Addanki, Tr. 2496-97).
Response to Proposed Finding No. 1511
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1510.
1512. Nor did Professor Bazerman identify Endo’s reservation date. (Bazerman, Tr. 913; see
Addanki, Tr. 2497).
Response to Proposed Finding No. 1512
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1510.
1513. Endo’s reservation date could be impacted by the psychological precedent created by
Endo’s settlement with Actavis, requiring a later date for Impax. (Bazerman, Tr. 918).
Response to Proposed Finding No. 1513
The Proposed Finding is factually inaccurate and contrary to the evidence cited. Professor
Bazerman stated that Endo’s settlement with Actavis created a psychological precedent, but he
testified the effect was an expectation that Impax would be able to enter in July 2011, because
that was the entry date given to the other first filer for generic Opana ER (on different dosage
strengths than Impax). (Bazerman, Tr. 918; CX5005 at 012 (¶ 20) (Bazerman Rebuttal Report)
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(“such an early entry date for Actavis would create a precedent and anchor for Endo’s
subsequent negotiations with Impax as first filer for all of the other dosages”)). Indeed, after the
Endo-Actavis settlement, both Impax and Endo assume a July 2011 entry date for all dosage
strengths of generic Opana ER in internal documents and forecasts. (CX5005 at 012-13 (¶¶ 2021) (Bazerman Rebuttal Report)). Thus, the psychological effect created by the Actavis
settlement would therefore be to make the entry date much earlier than January 2013, Impax’s
entry date. But unlike with Actavis, Impax received a reverse payment in its settlement for
generic Opana ER. (CX5001 at 034-35 (¶ 65) (Bazerman Report) (“The Endo-Actavis settlement
included no branded-to-generic payments, and it is useful to note that this entry date is much
earlier than Endo’s patent settlement with Impax.”)).
1514. Endo’s reservation date would also be impacted by its expectations about the patent
litigation with Impax. (Bazerman, Tr. 913).
Response to Proposed Finding No. 1514
The Proposed Finding is misleading, incomplete, and unnecessary to determining the
effect of including a reverse payment in a settlement for the reasons set forth in response to
Proposed Finding No. 1510.
1515. Impax’s reservation date would be impacted by Impax’s expectations regarding the
outcome of its patent litigation against Endo. (Bazerman, Tr. 913).
Response to Proposed Finding No. 1515
The Proposed Finding is misleading, incomplete, and unnecessary to determining the
effect of including a reverse payment in a settlement for the reasons set forth in response to
Proposed Finding No. 1510.
1516. Yet Professor Bazerman offers no opinions regarding the parties’ expectations with
respect to the patent suits. (Bazerman, Tr. 913).
Response to Proposed Finding No. 1516
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The Proposed Finding is misleading, incomplete, and unnecessary to determining the
effect of including a reverse payment in a settlement for the reasons set forth in response to
Proposed Finding No. 1510.
1517. Professor Bazerman also pointed to the settlement agreement between Endo and Actavis
as an example of an earlier entry date. (Bazerman, Tr. 877).
Response to Proposed Finding No. 1517
Complaint Counsel has no specific response.
1518. But Professor Bazerman has not done any analysis of the Actavis settlement. (Bazerman,
Tr. 916-17).
Response to Proposed Finding No. 1518
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Although Professor Bazerman testified that he “didn’t do a thorough analysis of that negotiation
process or agreement,” he “read about [the] pieces,” “understood the context and how it differs
from this case,” and understood “contextual issues.” (Bazerman, Tr. 917). Respondent does not
indicate what additional analysis is required to determine that Actavis negotiated an entry date
approximately 18 months before Impax’s entry date and that Actavis did not receive a payment.
Further, Respondent does not appear to contest either of these facts.
1519. He admits, moreover, that one of the reasons Endo settled with Actavis was because the
two dosages on which Actavis was the first to file did not represent a meaningful portion
of Endo’s Opana ER sales. (Bazerman, Tr. 917).
Response to Proposed Finding No. 1519
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified that he agreed with Respondent’s counsel that one reason Endo
might settle with Actavis was because of the dosage strengths for which Actavis was the first to
file. (Bazerman, Tr. 917). Professor Bazerman does not, however, talk about Endo’s actual
reasons for settling. Moreover, Professor Bazerman opined that, if Endo was thinking along the

692

PUBLIC

lines outlined by Respondent’s counsel, it would have structured the provisions in the Actavis
settlement differently because, as written, the Actavis settlement created the potential for Actavis
to launch on all seven dosages of generic Opana ER in certain circumstances (which would be
contrary to Respondent’s hypothesis). (CX5005 at 012-13 (¶ 21) (Bazerman Rebuttal Report)).
1520. And Professor Bazerman admits that the negotiations and settlement agreement with
Impax were likely more important to Endo than the negotiations and settlement with
Actavis. (Bazerman, Tr. 917-18).
Response to Proposed Finding No. 1520
Complaint Counsel objects to the term “likely more important” as vague. When asked if
the Impax negotiations were more important to Endo, Professor Bazerman testified “[y]es or no
doesn’t quite capture it, but I’d go more with yes, but I would add on” that the Actavis settlement
might create expectations for Impax. (Bazerman, Tr. 917-18).
The Proposed Finding is also misleading and incomplete for the reasons set forth in
response to Proposed Finding No. 1519.
c.

No Analysis Regarding the Endo Credit Term

1521. Professor Bazerman never calculated the expected value of the Endo Credit. (Bazerman,
Tr. 923).
Response to Proposed Finding No. 1521
The Proposed Finding is misleading and incomplete. Professor Bazerman testified that
the No-AG provision and the Endo Credit worked together to ensure Impax got value and it is
not possible to analyze one without the other. (Bazerman, Tr. 867, 873, 908-09, 911-12). Further,
he testified that “the value of the combined no-AG agreement plus Endo credit is worth, even at
the point of signing, worth many tens of millions of dollars on an expected value basis.”
(CX4040 (Bazerman, Dep. at 58)). This is consistent with analysis done by Professor Noll in his
expert report, which Professor Bazerman considered in forming his opinions. (CCF ¶¶ 469-72;
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CX5005 at 004, 015 (¶ 5, List of Additional Materials Considered) (Bazerman Rebuttal Report)).
Professor Bazerman also relied upon Impax’s document and testimony, which shows that Impax
structured the Endo Credit to replicate the value of the No-AG provision if Endo reformulated
Opana ER and expected to profit from either the No-AG provision or the Endo Credit.
(Bazerman, Tr. 867, 873; CX5001 at 028-29 (¶ 54) (Bazerman Report)).
1522. Nor has Professor Bazerman seen any analysis in which Impax valued the Endo Credit
prior to settlement. (Bazerman, Tr. 912).
Response to Proposed Finding No. 1522
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1521.
1523. Professor Bazerman has not, for example, seen any calculations prepared by Impax
assessing the value of the Endo Credit during settlement negotiations. (Bazerman, Tr.
923).
Response to Proposed Finding No. 1523
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1521.
1524. Professor Bazerman similarly has not seen any calculations prepared by Endo assessing
the value of the Endo Credit during settlement negotiations. (Bazerman, Tr. 923).
Response to Proposed Finding No. 1524
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1521.
1525. Professor Bazerman admits, moreover, that once Impax signed the settlement agreement
with Endo, it had no control over the existence or size of any Endo Credit payment.
(Bazerman, Tr. 912, 923).
Response to Proposed Finding No. 1525
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1521. Whether Impax got value from the No-AG provision or from the
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Endo Credit would be governed by post-settlement events over which Impax did not have
complete control, but that Impax would get value from the No-AG/Endo Credit payment was all
but ensured by the SLA and did not depend on post-settlement events. (CX5001 at 028-29 (¶ 54)
(Bazerman Report)). Because of this, Professor Bazerman refers to the combination of the Endo
Credit and the No-AG provision as “the guaranteed 180-day payment,” because Impax would
realize value of its first-filer exclusivity period without competition from an authorized generic
through one means or the other. (CX5001 at 012-13 (¶ 26) (Bazerman Report)).
1526. Endo similarly lacked complete control over the events that led to the Endo Credit
Payment. (Bazerman, Tr. 923).
Response to Proposed Finding No. 1526
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1521 and 1525.
To the extent that the Proposed Finding draws conclusions beyond just Professor
Bazerman’s testimony and reports, the Proposed Finding is misleading and incomplete in that it
suggests that neither Endo nor Impax had any control over whether an Endo Credit payment
would be made. The magnitude of the Endo Credit depended primarily on whether and when
Endo introduced a reformulated version of Opana ER prior to January 2013. Endo had
significant control over this decision. (CCF ¶¶ 482-87, 491). Recognizing Endo’s control over
the potential introduction of a reformulated product, Impax heavily negotiated the Endo Credit
provision, ensuring that all of the assumptions would be in its favor and requiring that Endo
agree to “aggressive numbers.” (CCF ¶ 260).
1527. Once the FDA shut down the Novartis plant, the existence and size of an Endo Credit
payment were no longer in Endo’s hands. (Bazerman, Tr. 924).
Response to Proposed Finding No. 1527
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The Proposed Finding is misleading and incomplete in that it implies that Professor
Bazerman believes Endo could have avoided making an Endo Credit payment if the Novartis
plant did not shut down. To the contrary, Professor Bazerman testified that it would have been
very difficult for Endo to time reformulation in a way that allowed Endo to avoid making an
Endo Credit payment and simultaneously fully convert the marketplace to reformulated product.
(CX4040 (Bazerman, Dep. at 135-36); see also CCF ¶ 80 (“Generally, it takes six to nine months
to transition a market from an original branded product to a reformulated branded product”)
(citing testimony from Impax and Endo employees); RX-095 at 0002 (discussing Endo being
“particularly concerned” about trying to transition to reformulated Opana ER in a few months
“as we knew that Purdue’s OxyContin transition took 6 months”)). And because of the
magnitude of potential sales of Reformulated Opana ER, a rational decisionmaker would choose
to make the Endo Credit payment rather than risk a partial transition. (Addanki, Tr. 2463 (“[I]f
[Endo] could make profit elsewhere by incurring the Endo [C]redit, they would”); CX4040
(Bazerman Dep. at 135-36) (“the amount of funds that [Endo] would forgo of lost sales [of] a
branded Opana product would be larger than the money that they would save by not paying out
the Endo Credit”)). As such, the Endo Credit payment would be “simply a cost of doing
business.” (CX4040 (Bazerman Dep. at 136)). Indeed, even after the Impax-Endo Settlement
Agreement, Endo planned to get approval for Reformulated Opana ER later in 2010 or early in
2011 and to launch as soon as possible. (CCF ¶¶ 78-81, 484 (citing CX1108 at 004 (Nov. 2010
presentation to the Endo board of directors)), 486-87).
1528. Before that point, Professor Bazerman admits that he had not seen any analysis in which
Endo expected to make a payment to Impax pursuant to the Endo Credit. (Bazerman, Tr.
912).
Response to Proposed Finding No. 1528
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The Proposed Finding is misleading and incomplete as it omits that Respondent’s counsel
directed Professor Bazerman in the cited passage to separate the No-AG provision from the Endo
Credit and answer relating only to the Endo Credit. (Bazerman, Tr. 912). For the reasons set
forth in response to Proposed Finding Nos. 1526 and 1527, Professor Bazerman viewed the Endo
Credit and the No-AG Provision in combination, so asking him about only one is misleading and
incomplete as to his views.
1529. And Professor Bazerman never modeled or calculated how likely it was that Endo would
have shifted demand to a reformulated product without having to pay anything under the
Endo Credit. (Bazerman, Tr. 924).
Response to Proposed Finding No. 1529
The Proposed Finding is not supported by the evidence cited, in which Professor
Bazerman was asked whether he provided such models or calculations in his expert report and
which he answered on that basis. (Bazerman, Tr. 924). The Proposed Finding is also misleading
and incomplete for the reasons set forth in response to Proposed Finding Nos. 1526 and 1527.
1530. At bottom, Professor Bazerman cannot say what impact the Endo Credit provision had on
the entry date in the Settlement and License Agreement. (Bazerman, Tr. 910).
Response to Proposed Finding No. 1530
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified that the combination of the No-AG provision, the Endo Credit, and
the Development and Co-Promotion Agreement would have the effect of “moving the entry date
later,” even if he could not specify “the number of days, week or months” by which the entry
date was pushed back. (Bazerman, Tr. 910-11). Professor Bazerman testified that those payments
to Impax in the Impax-Endo Settlement Agreement would push back the entry date by expanding
the range of settlement dates that Impax would accept and allow the parties to agree to a
settlement with an entry date for Impax beyond what would have been expected without the
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payment. (CCF ¶ 994). Indeed, there would generally be no reason for Endo to make a reverse
payment except to push back the entry date Impax would accept. (Bazerman, Tr. 863; CX5001 at
029-30 (¶ 55) (Bazerman Report)). Professor Bazerman therefore concluded that the reverse
payments increased Endo’s and Impax’s total profits—by allowing Endo to maintain a monopoly
until the pushed-back entry date and to provide Impax with sufficient compensation—at the
expense of consumers. (CCF ¶ 994).
d.

No Analysis Regarding the No-Authorized Generic Term

1531. Professor Bazerman similarly did not calculate the expected value of the No-Authorized
Generic term. (Bazerman, Tr. 924).
Response to Proposed Finding No. 1531
The Proposed Finding is misleading and incomplete. Professor Bazerman testified that
the No-AG provision and the Endo Credit worked together to ensure Impax got value and it is
not possible to analyze one without the other. (Bazerman, Tr. 867, 873, 908-09, 911-12). Further,
he testified that “the value of the combined no-AG agreement plus Endo credit is worth, even at
the point of signing, worth many tens of millions of dollars on an expected value basis.”
(CX4040 (Bazerman, Dep. at 58)). This is consistent with analysis done by Professor Noll in his
expert report, which Professor Bazerman considered in forming his opinions. (CCF ¶¶ 469-72;
CX5005 at 004, 015 (¶ 5, List of Additional Materials Considered) (Bazerman Rebuttal Report)).
Professor Bazerman also relied upon Impax’s document and testimony, which shows that Impax
insured the value of the No-AG provision with the Endo Credit in case Endo reformulated Opana
ER, such that Impax expected to profit from either the No-AG provision or the Endo Credit.
(Bazerman, Tr. 867, 873; CX5001 at 028-29 (¶ 54) (Bazerman Report)).
1532. And although Professor Bazerman believes that No-Authorized Generic and Endo Credit
provisions are linked, he did not calculate an expected value for the combination of the
No-Authorized Generic and Endo Credit terms. (Bazerman, Tr. 890, 924).

698

PUBLIC

Response to Proposed Finding No. 1532
The Proposed Finding is misleading, incomplete, and contrary to the weight of the
evidence for the reasons set forth in response to Proposed Finding No. 1531.
1533. Professor Bazerman has not seen any analysis prior to settlement where Impax valued the
no-Authorized Generic provision. (Bazerman, Tr. 912).
Response to Proposed Finding No. 1533
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1531. Moreover, Professor Bazerman reviewed forecasts from Impax
that show months in which Impax predicts Endo does not sell an authorized generic in
competition with Impax and how Impax’s revenues are affected by being the only generic. (CCF
¶¶ 413-14 (citing, for example, CX2825 at 008-17); CX5001 at 064-65 (List of Materials
Considered) (Bazerman Report) (list includes CX2825 with a Bates number of IMPAXOPANA-CID00007096)).
1534. For these reasons, Professor Bazerman cannot say what impact the No-Authorized
Generic term had on the entry date in the Endo-Impax settlement agreement. (Bazerman,
Tr. 910).
Response to Proposed Finding No. 1534
The Proposed Finding is factually inaccurate and not supported by the evidence cited for
the reasons set forth in response to Proposed Finding No. 1530.
e.

No Analysis Regarding the Development and Co-Promotion
Agreement

1535. Professor Bazerman did not calculate an expected value for the Development and CoPromotion Agreement. (Bazerman, Tr. 924).
Response to Proposed Finding No. 1535
The Proposed Finding is misleading and incomplete. Professor Bazerman described the
range of Endo’s payment to Impax under the DCA as $10-40 million, with $10 million provided
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upfront. The payments to Endo were negotiated without Endo knowing what rights it was getting
or even what product was the subject of the agreement. (CX5001 at 018-19 (¶ 37) (Bazerman
Report)). Across all of his experience consulting with pharmaceutical firms, Professor Bazerman
has never encountered a brand company negotiating how much they would pay without knowing
what they were paying to obtain. (CX5001 at 018-19 (¶ 37) (Bazerman Report)). Professor
Bazerman opined that Endo did know what it was paying for, specifically, Impax staying out of
the market until January 2013. (Bazerman, Tr. 845; CX5001 at 018-19 (¶ 37) (Bazerman
Report)). Professor Bazerman observed numerous other factors linking the settlement agreement
and the DCA, including that (1) the DCA is incorporated into the settlement agreement; (2) the
settlement and DCA were negotiated together in fall 2009 and then again in May/June 2010 and
analyzed in the same documents; (3) the two agreements were held in escrow to ensure that both
took effect at the same time, even though one is dated a day earlier; and (4) Impax and Endo did
not have a relationship conducive to a value-creating agreement relating to a different product for
which Impax owned a competing product. (Bazerman, Tr. 865-69; CCF ¶¶ 1067-68, 1074, 107681; CX5001 at 016-22 (¶¶ 34-43) (Bazerman Report)).
1536. This means that Professor Bazerman did not calculate the value of the profit-sharing
rights Endo received under the DCA. (Bazerman, Tr. 925).
Response to Proposed Finding No. 1536
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1535.
1537. Despite failing to value the rights Endo received, Professor Bazerman nevertheless
declares that Endo overpaid Impax. (Bazerman, Tr. 925-26).
Response to Proposed Finding No. 1537
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1535.
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1538. Professor Bazerman believes Endo should have paid Impax less than $10 million.
(Bazerman, Tr. 926). Yet Professor Bazerman does not opine how much less than $10
million Endo should have paid Impax. (Bazerman, Tr. 926).
Response to Proposed Finding No. 1538
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1535.
1539. In fact, Professor Bazerman admits that had Endo and Impax entered the same
Development and Co-Promotion Agreement years after their settlement, the DCA would
not create any problems from Professor Bazerman’s perspective. (Bazerman, Tr. 925).
Response to Proposed Finding No. 1539
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1535. Specifically, Professor Bazerman opined that Endo made the
payment under the DCA in return for Impax’s agreement not to sell generic Opana ER before
January 2013. (CX5001 at 018-19 (¶ 37) (Bazerman Report)). Thus, there is no reason to believe
that the DCA would be entered into years after settlement. Indeed, even after paying $10 million
upfront, Endo preferred to terminate the agreement five years later rather than switch to a new
compound when the compound referenced in the DCA failed in testing. (CCF ¶ 1246). This is
consistent with Professor Bazerman’s opinion that Endo and Impax did not have a relationship
conducive to a value-creating development agreement and that the focus of the DCA was Endo
obtaining Impax’s agreement not to sell generic Opana ER until January 2013. (Bazerman, Tr.
845; CX5001 at 020-22 (¶¶ 41-44) (Bazerman Report)).
1540. Indeed, had the same Development and Co-Promotion agreement been entered years after
the Endo-Impax settlement, Professor Bazerman would “have no reason to suspect that it
would be an example of parasitic value creation.” (Bazerman, Tr. 926).
Response to Proposed Finding No. 1540
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1535 and 1539.
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1541. And once again, Professor Bazerman cannot say what impact the DCA had on the entry
date found in the Settlement and License Agreement. (Bazerman, Tr. 911).
Response to Proposed Finding No. 1541
The Proposed Finding is factually inaccurate and not supported by the evidence cited.
Professor Bazerman testified that the combination of the No-AG provision, the Endo Credit, and
the Development and Co-Promotion Agreement would have the effect of “moving the entry date
later,” even if he could not specify “the number of days, week or months” by which the entry
date was pushed back. (Bazerman, Tr. 910-11). Professor Bazerman testified that those payments
to Impax in the Impax-Endo Settlement Agreement would push back the entry date by expanding
the range of settlement negotiations that Impax would accept and allow the parties to agree to a
settlement with an entry date for Impax beyond what would have been expected without the
payment. (CCF ¶ 994). Indeed, there would generally be no reason for Endo to make a reverse
payment except to push back the entry date Impax would accept. (Bazerman, Tr. 863; CX5001 at
029-30 (¶ 55) (Bazerman Report)). Professor Bazerman therefore concluded that the reverse
payments increased Endo’s and Impax’s total profits—by allowing Endo to maintain a monopoly
until the pushed-back entry date and to provide Impax with sufficient compensation—at the
expense of consumers. (CCF ¶ 994).
f.

No Analysis Regarding the Broad Patent License

1542. Professor Bazerman did not assess the quantitative value of the broad patent license
Impax received under the Settlement and License Agreement. (Bazerman, Tr. 925).
Response to Proposed Finding No. 1542
The Proposed Finding is misleading in that it suggests that ex-post events are
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
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the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
The Proposed Finding is misleading and incomplete because the reason that Professor
Bazerman did not assess the quantitative value of what Respondent calls “the broad patent
license” (and what Professor Bazerman called the “license to future patents” in his expert report)
was that he believes it is unnecessary to his opinions about the settlement agreement. (CX5001 at
030-31 (¶ 56) (Bazerman Report); CCF ¶ 1405). Indeed, Professor Bazerman called the license
to future patents “immaterial to any discussion of the payments that Endo made to Impax”
because the scope of the patent license and the payment under the SLA were not linked.
(CX5001 at 030-31 (¶ 56) (Bazerman Report); CCF ¶ 1405). Professor Bazerman saw no
indication that the payments to Impax changed as a result of adding the license to future patents,
and it would make no sense that Impax would need to be paid to take such a license. (CX5001 at
030-31 (¶ 56) (Bazerman Report); CCF ¶ 1405). The license to future patents, therefore, did not
change Professor Bazerman’s opinion that the payment’s purpose was to expand the range of
entry dates later than what Impax would otherwise accept. (CX5001 at 030-31 (¶ 56) (Bazerman
Report); CCF ¶ 1405). Further, Professor Bazerman opined that a settlement with an earlier entry
date and no payments to Impax was a possible outcome of the negotiations. (Bazerman, Tr. 87374). The effects of the license to future patents are therefore not unique to the Impax-Endo
Settlement Agreement.
1543. In fact, Professor Bazerman does not offer any opinions related to the licenses.
(Bazerman, Tr. 925).
Response to Proposed Finding No. 1543
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The Proposed Finding is misleading in that it suggests that ex-post events are
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
The Proposed Finding is further misleading and incomplete with respect to the substance
of Professor Bazerman’s testimony. Professor Bazerman testified that he was not offering “direct
opinions” about the scope of the license and its value. But that is because Professor Bazerman
opined that the license to future patents was not related to the entry date and that it did not
change his analysis of the negotiations of the Impax-Endo Settlement Agreement. (See
Complaint Counsel’s Response to Proposed Finding No. 1542). Indeed, Professor Bazerman
called the license to future patents a “red herring.” (CX5001 at 030-31 (¶ 56) (Bazerman
Report)).
1544. He is aware, however, that Actavis—which also settled with Endo regarding Opana ER
patent litigation—did not receive the same broad patent license that Impax secured.
(Bazerman, Tr. 918).
Response to Proposed Finding No. 1544
The Proposed Finding is misleading and incomplete to the extent that it suggests that the
Impax-Endo Settlement Agreement was better for consumers than the Actavis settlement based
on events that occurred years after the two settlements were entered. Ex-post events are not
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
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not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)).
1545. Professor Bazerman is also aware that because Actavis did not secure the same broad
patent license, it is not selling Opana ER today. (Bazerman, Tr. 918).
Response to Proposed Finding No. 1545
The Proposed Finding is misleading in that it suggests that ex-post events are
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
1546. Yet Professor Bazerman has not done any analysis regarding which settlement agreement
has been better for consumers. (Bazerman, Tr. 918-20).
Response to Proposed Finding No. 1546
The Proposed Finding is misleading and incomplete because it suggests that the ImpaxEndo Settlement Agreement was better for consumers than the Actavis settlement based on
events that occurred years after the two settlements were entered. But ex-post events are not
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
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profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
Moreover, the Proposed Finding is factually inaccurate in that Professor Bazerman
testified that he was able to review “features of those two settlements in a comparative way and
talk about how features would [ ] comparatively affect consumers.” (Bazerman, Tr. 919-20). The
payments to Impax would be expected to push back the date of Impax’s entry compared to an
entry date-only agreement. (Bazerman, Tr. 846). The Actavis settlement had no payment to
Actavis and allowed generic entry in July 2011, approximately 18 months before Impax’s entry
date. (Bazerman, Tr. 877).
1547. Professor Bazerman has not done an analysis of the expected value of the Actavis
settlement to consumers. (Bazerman, Tr. 919).
Response to Proposed Finding No. 1547
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1546.
1548. And Professor Bazerman has not calculated an expected value for consumers of the
Impax settlement. (Bazerman, Tr. 919).
Response to Proposed Finding No. 1548
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1546.
g.

No Analysis Regarding Best Alternatives to the Negotiated
Settlement

1549. “In any important negotiation one of the first steps would be to . . . identify your own”
best alternative to negotiated agreement. (Bazerman, Tr. 902).
Response to Proposed Finding No. 1549
Complaint Counsel has no specific response.
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1550. To identify a best alternative to negotiated agreement, it is good practice to “play out
almost in decision tree format what are the possible events that would occur and try to
estimate the probability of those various events and calculate the value of those events for
Impax.” (Bazerman, Tr. 902-03).
Response to Proposed Finding No. 1550
The Proposed Finding is misleading and incomplete. Professor Bazerman testified that it
is a good practice for the company approaching a negotiation to identify its best alternative to a
negotiated agreement (or BATNA) and the best alternative for the other party, not that recreating
a party’s BATNA or its perceptions of the other party’s BATNA was required to assess a
particular negotiation that had already occurred. (Bazerman, Tr. 902-03). Indeed, Professor
Bazerman testified that when “looking at a historic event,” he could have a “rough understanding
of a BATNA without doing” a full decision tree or a probabilistic assessment of the different
scenarios facing a negotiating party. (Bazerman, Tr. 903). Moreover, the range of acceptable
outcomes for a settling party would be broader than its BATNA and include other factors, such
as costs associated with litigation that are saved by settlement. (CX5001 at 005-06 (¶¶ 9-10)
(Bazerman Report)). In the case of a large reverse payment such as the No-AG/Endo Credit
payment—which actually resulted in a payment of more than a million dollars from Endo to
Impax—Professor Bazerman explained that it is simple negotiation logic that Endo would have
agreed to an earlier date without that amount being paid. (Bazerman, Tr. 873-74).
The Proposed Finding is also misleading and incomplete because it suggests that
Professor Bazerman could have replicated Impax’s “best alternative to a negotiated agreement”
in 2010. But to the contrary, Professor Bazerman testified with respect to decision trees that he
did not have “access to all the data that [he] would have access to if we imagined that [he] was
advising Impax about whether or not to take a settlement.” (CX4040 (Bazerman, Dep. at 47)).
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Impax’s economic expert agreed that he lacked the information necessary to determine Impax’s
or Endo’s reservation date (or BATNA). (CCF ¶¶ 1443, 1445-46).
1551. This process requires a probabilistic assessment of the different possible scenarios Impax
was facing. (Bazerman, Tr. 903).
Response to Proposed Finding No. 1551
The Proposed Finding is misleading and incomplete for the reason set forth in response to
Proposed Finding No. 1550.
1552. Professor Bazerman did not perform the decision tree analysis to determine Impax’s best
alternative to negotiated agreement. (Bazerman, Tr. 903).
Response to Proposed Finding No. 1552
The Proposed Finding is misleading and incomplete for the reason set forth in response
to Proposed Finding No. 1550.
1553. Professor Bazerman did not calculate the expected values of the possible outcomes facing
Impax. (Bazerman, Tr. 903).
Response to Proposed Finding No. 1553
The Proposed Finding is misleading and incomplete for the reason set forth in response to
Proposed Finding No. 1550.
1554. Even for alternatives like continuing to litigate against Endo or launching at-risk,
Professor Bazerman has not quantitatively evaluated possible outcomes. (Bazerman, Tr.
904).
Response to Proposed Finding No. 1554
The Proposed Finding is misleading and incomplete for the reason set forth in response to
Proposed Finding No. 1550.
h.

No Analysis Regarding an At-Risk Launch

1555. Professor Bazerman also testified that there was a possibility that Impax would have
launched at risk. (Bazerman, Tr. 920).
Response to Proposed Finding No. 1555
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Complaint Counsel has no specific response.
1556. But Professor Bazerman could not put odds on the possibility that Impax would have
launched at risk. He could not, for instance, say that an at-risk launch was more likely
than not. (Bazerman, Tr. 921-22; see Bazerman, Tr. 876 (not opining that Impax
“definitely would have launched generic Opana at risk”)).
Response to Proposed Finding No. 1556
The Proposed Finding is misleading and incomplete in that it erroneously suggests
Professor Bazerman’s expert opinions require proof that Impax would have launched at risk.
They do not. Professor Bazerman describes the many steps that Impax took to prepare for an atrisk launch, including validating its manufacturing process, getting DEA quota, buying API,
producing finished products for launch, and making the Impax Board aware of the potential for
an at-risk launch. (Bazerman, Tr. 875-76; CX5001 at 031-33 (¶ 60-61) (Bazerman Report)). But
Professor Bazerman’s opinion is not that Impax would definitely have launched at risk; instead,
he opines that Impax posed a credible threat to Endo and that Endo overcame that competitive
threat by paying Impax. (Bazerman, Tr. 876). Indeed, Endo—which planned to launch
Reformulated Opana ER in late 2010 or early 2011 but was concerned about a generic launch
before then—would have no reason to pay Impax unless it viewed an at-risk launch as a realistic
threat. (CX5001 at 034 (¶ 64) (Bazerman Report)). Even if Impax never actually launched at
risk, the possibility of an at-risk launch (and the corresponding threat to Endo’s branded sales)
would improve Impax’s potential negotiated outcomes and may have ultimately influenced
whether Endo would agree to an entry-date-only settlement. (Bazerman, Tr. 921; CX4040
(Bazerman, Dep. at 41 (Endo’s BATNA affected by potential for Impax entering at risk”))). But
Endo paid Impax rather than face this risk of competition. (Bazerman, Tr. 876 (discussing the
credible risk of Impax entering); CX5001 at 034 (¶ 64) (Bazerman Report)).
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The potential for Impax to launch at-risk also relates to Impax’s agreement to stay out of
the market until January 2013. Impax’s at-risk launch preparations created expectations within
Impax about Opana ER sales. For example, the president of Impax’s generics division told
Impax’s CEO that he was concerned about postponing Impax’s launch of generic Opana ER
because that would result in lost sales for Impax. (CCF ¶ 224). Having undertaken preparations
to launch as early as 2010, Impax would face potential losses by staying out of the market until
January 2013. (CCF ¶ 1046; CX5001 at 034 (¶ 63) (Bazerman Report)). Thus, as Professor
Bazerman opines, “[t]he branded-to-generic payments provide a bridge to compensate Impax for
sacrificing those potential near-term and future profits” (CX5001 at 034 (¶ 63) (Bazerman
Report); CCF ¶ 1046), in essence, allowing Endo to avoid the risk of competition by sharing its
monopoly profits with Impax.
Finally, the Proposed Finding is further misleading and incomplete by omitting Professor
Bazerman’s testimony that, absent the Impax-Endo Settlement Agreement, the incentives for an
at-risk launch by Impax would have increased because Impax could lose the value of its firstfiler exclusivity if the market for Opana ER moved to a reformulated product before Impax
launched. (CX5001 at 033-34 (¶ 62) (Bazerman Report)).
1557. Professor Bazerman similarly did not quantitatively analyze the risks to Impax of an atrisk launch. (Bazerman, Tr. 921).
Response to Proposed Finding No. 1557
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1556. Furthermore, the Proposed Finding is misleading and incomplete
by omitting Professor Bazerman’s testimony that he qualitatively analyzed the risk associated
with an at-risk launch. (Bazerman, Tr. 921).
1558. This may be because Professor Bazerman has never advised a generic drug company
considering an at-risk launch. (Bazerman, Tr. 920).
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Response to Proposed Finding No. 1558
Complaint Counsel objects to the phrase “may be because” as pure speculation without
any support from the evidence cited. For the reasons set forth in response to Proposed Finding
No. 1556, Professor Bazerman did not need to quantify the odds of an at-risk launch for the
opinions to which he testified. With respect to Professor Bazerman’s experiences in the
pharmaceutical industry, the Proposed Finding is also misleading and incomplete by omitting
that Professor Bazerman has consulted on at-risk launches and has worked with numerous
branded pharmaceutical companies including AstraZeneca, Pfizer, Abbott, Biogen, Astra Merck,
Bristol-Myers Squibb, and Johnson & Johnson. (Bazerman, Tr. 840-41, 920).
1559. Professor Bazerman admitted, however, that there are very serious penalties if Impax
would have launched at risk and then lost its patent case against Endo. (Bazerman, Tr.
922).
Response to Proposed Finding No. 1559
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1556.
1560. Those penalties would be measured with reference to Endo’s lost profits, which could be
up to ten times as much as Impax’s profits. (Bazerman, Tr. 922).
Response to Proposed Finding No. 1560
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1556. The Proposed Finding is also misleading and incomplete insofar
as it suggests that branded pharmaceutical companies like Endo are usually successful in
recouping lost profits for infringement by generics. Complaint Counsel does not dispute the
theoretical availability of lost profits damages. But the evidence shows that most generic
companies that were found to have infringed paid less than the brand-name firm’s lost profits.
(CCF ¶ 1025). In fact, at-risk launches often result in settlements that involve no payment to the
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brand-name company. (CCF ¶ 1025). The Proposed Finding is also misleading and incomplete
insofar as it suggests that Endo’s lost profits might be up to ten times as much as Impax’s profits.
As the first-to-file generic, Impax projected that its oxymorphone ER would be introduced at
55% of the brand’s WAC price. (CCF ¶¶ 585, 591). Thus, the ratio of Endo’s lost profits to
Impax’s sales would be less than two.
1561. Such penalties mean that any generic company deciding whether to launch at risk must
make its decision with care. (Bazerman, Tr. 922).
Response to Proposed Finding No. 1561
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding Nos. 1556 and 1560.
1562. Professor Bazerman did not calculate the likelihood that the court presiding over the
Endo-Impax challenge would have ruled in favor of Impax. (Bazerman, Tr. 922).
Response to Proposed Finding No. 1562
The Proposed Finding is misleading in that it suggests that ex-post events are
determinative of whether the Impax-Endo Settlement Agreement is anticompetitive under the
rule of reason. As the Supreme Court explained in Actavis, proving anticompetitive effect does
not require litigating the underlying patent claims or reconstructing the hypothetical world absent
the challenged agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S.
Ct. at 2236)). Instead, the relevant question is whether the patent holder shared its monopoly
profits to avoid the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint
Counsel’s Proposed Conclusions of Law, ¶ 7).
The Proposed Finding is also incomplete in that both Impax’s patent expert and
Complaint Counsel’s patent expert agree that the outcome of Impax-Endo patent litigation was
uncertain (CCF ¶ 1270 (citing Figg, Tr. 1905, 2007; Hoxie, Tr. 2665; Noll, Tr. 1644)).
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1563. Professor Bazerman admitted, moreover, that Impax needed to pose a credible threat of
launching at risk for settlement negotiation purposes. (Bazerman, Tr. 920-21).
Response to Proposed Finding No. 1563
The Proposed Finding is misleading and incomplete because it erroneously suggests that
Impax was undertaking launch preparations for settlement purposes—such as improving its
negotiating position by bluffing—rather than preparing for a potential at-risk launch. Professor
Bazerman outlined numerous concrete steps that Impax was taking to prepare for an at-risk
launch, including validating its manufacturing process, getting DEA quota, buying API, and
producing finished products for launch. (Bazerman, Tr. 875-76; CX5001 at 032-33 (¶ 61)
(Bazerman Report)). Professor Bazerman also described Impax’s internal discussions at the
board level about a possible at-risk launch. (CX5001 at 031-32 (¶ 60) (Bazerman Report)).
Professor Bazerman testified that he saw no evidence consistent with Impax taking such steps to
improve its negotiating position by bluffing about the possibility of launching at risk. (Bazerman,
Tr. 930-31). In fact, Professor Bazerman observed activities that reject bluffing as Impax’s
motive for at-risk launch preparations. If Impax was bluffing, it would have taken steps to ensure
that Endo was aware of the at-risk launch preparations. (Bazerman, Tr. 931). In contrast, Impax
tried to conceal its efforts from Endo. (Bazerman, Tr. 931). For example, with respective to the
DEA quota request process, Impax initially avoided getting “letters of intent” from customers
because of concerns Endo would find out. (CCF ¶ 183). When the DEA required Impax to obtain
such letters from potential customers to justify the quota requests, Impax had customers enter
confidential disclosure agreements. (CX2864 at 001 (email discussing CDA with Walgreens)).
Moreover, surprising Endo seems consistent with Impax’s forecasts from the time of settlement,
which show Endo taking one-and-a-half months to launch an authorized generic if Impax began
selling in June 2010, but Endo selling an authorized generic immediately if Impax launched in
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July 2011 (when another generic, Actavis, was licensed to enter on other dosage strengths and
Endo could be prepared for generic sales). (CCF ¶ 1320). Impax’s desire to maintain secrecy is
consistent with an actual intention to launch, rather than mere bluffing. (CCF ¶ 183).
1564. Appearing as a credible threat to launch at risk improves Impax’s potential negotiation
outcomes, even if it is a form of bluffing. (Bazerman, Tr. 920-21).
Response to Proposed Finding No. 1564
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1563.
3.

There is No Economic Basis to Assume an Alternative Settlement was
Possible

1565. Despite Professor Bazerman’s claims that an alternative settlement was theoretically
possible, there is no economic evidence to suggest that some purportedly less-restrictive
alternative was feasible.
Response to Proposed Finding No. 1565
The Proposed Finding is factually inaccurate and ignores the reverse payments in the
Impax-Endo Settlement Agreement. There are various economic reasons why a no-payment
settlement between Impax and Endo was feasible. First, as Professor Bazerman explains, most
patent litigations, including pharmaceutical patent litigations, settle because of efficiencies in
terms of legal costs and expenditure of executive time. (CX5005 at 007 (¶ 10) (Bazerman
Rebuttal Report); CX5001 at 010-11 (¶¶ 20-21) (Bazerman Report)). Indeed, since 2004, nearly
77% of pharmaceutical patent litigations settled without a reverse payment. (CCF ¶ 1440). In this
case, through the No-AG/Endo Credit payment and the DCA, Endo would be expected to pay
Impax tens of millions of dollars under the Impax-Endo Settlement Agreement. (CCF ¶¶ 448-51,
466-72; CX5001 at 024-29 (¶ 49-54) (Bazerman Report)). Economics and simple negotiation
logic dictate that Endo would have been willing to accept some earlier entry date if it did not
have to make such a large payment to Impax. (CCF ¶ 995; Bazerman, Tr. 874). Professor
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Bazerman discusses potential earlier entry dates that the evidence suggests would have been
economically acceptable. For example, Professor Bazerman noted that Endo settled with
numerous other generics without reverse payments for entry dates in September 2012, including
a settlement with Sandoz that was finalized on the same day as the Impax-Endo Settlement
Agreement. (CX5005 at 010 (¶ 17) (Bazerman Rebuttal Report) (citing September 2012 entry
date in other settlements and concluding “these other settlements show that Endo was willing to
settle Opana ER patent litigation with entry dates earlier than January 2013”); CCF ¶ 1009). At
the time of the Impax-Endo Settlement Agreement, Endo expected to begin selling its
reformulated product by mid-2011, so there is reason to think that Endo would have been willing
to give Impax the same date if it did not need to make reverse payments, which ended up costing
Endo $112 million between the Endo Credit payment and upfront payment in the DCA.
(Bazerman, Tr. 873-74; CX5001 at 016, 028-29 (¶¶ 34, 54) (Bazerman Report)).
The Proposed Finding is also misleading to the extent that it assumes Complaint Counsel
must prove that a settlement with an earlier entry date would have occurred. As the Supreme
Court explained in Actavis, proving anticompetitive effect does not require litigating the
underlying patent claims or reconstructing the hypothetical world absent the challenged
agreement. (See Complaint Counsel’s Pretrial Brief at 43 (citing Actavis, 133 S. Ct. at 2236)).
Instead, the relevant question is whether the patent holder shared its monopoly profits to avoid
the risk of competition. (See Complaint Counsel’s Pretrial Brief at 43; Complaint Counsel’s
Proposed Conclusions of Law, ¶ 7).
1566. For patent litigation to settle solely on some division of the remaining patent term (also
referred to as a term-split or entry-date only settlement), both sides must prefer settlement
to continued litigation. (RX-547.0061).
Response to Proposed Finding No. 1566
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The Proposed Finding is misleading and incomplete by suggesting that both sides must
prefer settlement over continued litigation only when entering an entry-date-only settlement. For
any settlement, both sides prefer settlement to continued litigation. (See CX5001 at 006 (¶ 10)
(Bazerman Report)). But pharmaceutical companies settling patent litigation may prefer settling
with reverse payments over settling for just an entry date. (See CX5001 at 008-09 (¶¶ 16-17)
(Bazerman Report)). Because the brand company makes more from being able to sell the
branded product without generic competition than the generic company makes from selling an
equivalent generic, having a brand company pay the generic to push back acceptable entry dates
could be an attractive way for both companies to financially enrich themselves compared to an
entry-date only settlement. (Bazerman, Tr. 871-72). But agreeing in this manner to push back the
entry date compared to an entry-date-only settlement creates value for the two pharmaceutical
companies by taking value from consumers. (Bazerman, Tr. 871-72).
1567. Since the outcome of any litigation is uncertain, each party must rely on its own
assessment of their chances to prevail and, by extension, the likelihood that generic entry
will occur soon (patentee loses) or much later (patentee loses). (RX-547.0061; Hoxie, Tr.
2665, 2753).
Response to Proposed Finding No. 1567
The Proposed Finding is misleading and incomplete in that is assumes that the only factor
affecting settlement is a company’s chance of prevailing in litigation. Other factors, including the
possibility of an at-risk launch or possible reformulation of a product, can affect the entry dates a
party would accept. (CX4040 (Bazerman, Dep. at 41-42 (not as simple as looking at just
continuing litigation “because other events could occur,” including at risk launch and switching
to a new product))). The litigation costs that a company saves from not continuing to litigate can
also affect what entry dates a company is willing to accept in settlement. (CCF ¶ 973; CX5001 at
006 (¶ 10) (Bazerman Report)).
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1568. Those assessments affect the parties’ willingness to accept a settlement, and there is no
economic basis to assume that parties will hold identical assessments. (RX-547.0062).
Response to Proposed Finding No. 1568
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1567. The Proposed Finding is also misleading and incomplete in
suggesting that the brand firm and generic firm must hold identical assessments rather than
negotiations involving a bargaining zone, which consists of a range of acceptable dates between
the two parties’ reservation values. (Bazerman, Tr. 852). Based on the perceived outcome of
litigation, a brand company has a reservation value and will accept entry dates after that value.
(CX5001 at 005-06 (¶ 9) (Bazerman Report)). The generic firm has a reservation value and will
accept entry dates before that value. (CX5001 at 005-06 (¶ 9) (Bazerman Report)). To find a
settlement, the parties do not need to have the same reservation value. Indeed, there may be a
range of dates that are later than the brand’s reservation value and earlier than the generic’s
reservation value in which settlement is possible. (CX5001 at 005-06, 037 (¶ 9, Figure 1)
(Bazerman Report)). Both the brand firm’s and the generic firm’s reservation value can be
further affected and expanded by factors such as saved litigation costs and risk aversion.
(CX5001 at 006 (¶ 10) (Bazerman Report)).
1569. Asymmetric information regarding future demand further undermines the likelihood of a
term-split agreement by driving a wedge between the entry dates the parties deem
preferable. (RX-547.0063).
Response to Proposed Finding No. 1569
The Proposed Finding is misleading and incomplete because it assumes that the only type
of information asymmetry relates to future demand. The brand and generic companies would
also have asymmetrical information about other issues, including the generic company’s
willingness to launch at risk. (Bazerman, Tr. 921). An at-risk launch could pose a significant
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threat to the brand company and impact its willingness to enter a specific settlement. (Bazerman,
Tr. 920-21; CX4040 (Bazerman, Dep. at 41 (Endo’s BATNA affected by potential for Impax
entering at risk”))). Indeed, when the generic company suspects that future demand may decrease
because of product reformulation, the generic may have increased incentives to launch at risk to
realize value from its investment in the generic product. (CX5001 at 033-34 (¶ 62) (Bazerman
Report)). The chances of an at-risk launch—and the related risk to the brand company from lost
branded sales—may therefore expand acceptable entry dates for the brand company and align the
entry dates each party deems acceptable, rather than driving a wedge between them.
1570. This type of asymmetry in information existed between Endo and Impax given Endo’s
plans to launch a reformulated version of Opana ER and Endo’s refusal to confirm those
plans at the time of settlement. (CX4017 (Levin, Dep. at 100-01); CX4010 (Mengler,
IHT at 41-42); CX0117-002).
Response to Proposed Finding No. 1570
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1569.
Complaint Counsel also object to the term “refusal to confirm” as vague and not
supported by the evidence cited. Endo did not just refuse to comment on reformulation plans, it
flatly denied such plans. (CX4010 (Mengler, IHT at 41-42 (quoting Endo representative as
saying “We are absolutely not switching this product. I promise you”))).
1571. Finally, the existence of a new product—even if known to both parties during
negotiations—may render a term-split settlement infeasible. (RX-547.0065-66).
Response to Proposed Finding No. 1571
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1569.
1572. Expected profits for the generic manufacturer—which are often driven by demand for an
equivalent branded product—turn on whether it can enter the market before the launch of
the new product. (RX-547.0065-66). Entry dates after the projected launch consequently
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are worth much less to the would-be entrant than entry dates before the projected launch.
(RX-547.0066).
Response to Proposed Finding No. 1572
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1569.
1573. The opposite is true for patentees, driving a wedge between the earliest entry date the
patentee is willing to offer and the last entry date a would-be entrant is willing to accept.
(RX-547.0066).
Response to Proposed Finding No. 1573
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1569.
1574. This renders the prospect of any term-split agreement unlikely. (RX-547.0066).
Response to Proposed Finding No. 1574
The Proposed Finding is misleading and incomplete for the reasons set forth in response
to Proposed Finding No. 1569. The Proposed Finding is also not supported by the evidence cited,
as the cited materials do not discuss the likelihood of a term-split agreement. (RX-547 at 0066).
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COMPLAINT COUNSEL’S RESPONSE TO RESPONDENT IMPAX’S PROPOSED
CONCLUSIONS OF LAW
I.

BURDEN OF PROOF

1.

The parties’ burdens of proof are governed by Federal Trade Commission Rule 3.43(a),
16 C.F.R. § 3.43(a), and the Administrative Procedure Act (“APA”), 5 U.S.C. § 556(d).

Response to Proposed Conclusion No. 1
Complaint Counsel has no specific response, but notes that, under Actavis, Impax has the
burden of proof to explain or justify its reverse payments. FTC v. Actavis, 133 S. Ct. 2223, 2236
(2013) (“An antitrust defendant may show in the antitrust proceeding that legitimate
justifications are present, thereby explaining the presence of the challenged term and showing the
lawfulness of that term under the rule of reason.”); id. at 2237 (“[O]ne who makes such a
payment may be unable to explain and to justify it.”); King Drug Co. of Florence, Inc. v.
Smithkline Beecham Corp., 791 F.3d 388, 412 (3d Cir. 2015) (“Lamictal”) (“Second, the burden
shifts to the defendant to show that legitimate justifications are present, thereby explaining the
presence of the challenged term and showing the lawfulness of that term under the rule of
reason.”) (internal quotation omitted).
2.

Pursuant to Commission Rule 3.43(a), “[c]ounsel representing the Commission . . . shall
have the burden of proof, but the proponent of any factual proposition shall be required to
sustain the burden of proof with respect thereto.” 16 C.F.R. § 3.43(a).

Response to Proposed Conclusion No. 2
Complaint Counsel has no specific response, but notes that, under Actavis, Impax has the
burden of proof to explain or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (“An
antitrust defendant may show in the antitrust proceeding that legitimate justifications are present,
thereby explaining the presence of the challenged term and showing the lawfulness of that term
under the rule of reason.”); id. at 2237 (“[O]ne who makes such a payment may be unable to
explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the burden shifts to the defendant

720

PUBLIC

to show that legitimate justifications are present, thereby explaining the presence of the
challenged term and showing the lawfulness of that term under the rule of reason.”) (internal
quotation omitted).
3.

Under the APA, “which is applicable to administrative adjudicatory proceedings unless
otherwise provided by statute,” In re Rambus Inc., No. 9302, 2006 FTC LEXIS 101, at
*45 (F.T.C. Aug. 20, 2006) (quoting Steadman v. SEC, 450 U.S. 91, 95–102 (1981)),
Complaint Counsel must establish “[e]ach element of the case must be established by a
preponderance of the evidence.” In re Adventist Health Sys./West, No. 9234, 1994 FTC
LEXIS 54, at *28 (F.T.C. Apr. 1, 1994); see also In re Chicago Bridge & Iron Co., 138
F.T.C. 1024, 1027 n.4 (2005) (“[W]e take it as settled law that regardless of the standard
under which a reviewing court must accept the Commission’s findings of fact, the
Commission (and the [Administrative Law Judge]) normally must base findings upon a
‘preponderance of the evidence.’”) (citing Carter Prods., Inc. v. FTC, 268 F.2d 461, 487
(9th Cir. 1959))).

Response to Proposed Conclusion No. 3
Complaint Counsel has no specific response, but notes that, under Actavis, Impax has the
burden of proof to explain or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (“An
antitrust defendant may show in the antitrust proceeding that legitimate justifications are present,
thereby explaining the presence of the challenged term and showing the lawfulness of that term
under the rule of reason.”); id. at 2237 (“[O]ne who makes such a payment may be unable to
explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the burden shifts to the defendant
to show that legitimate justifications are present, thereby explaining the presence of the
challenged term and showing the lawfulness of that term under the rule of reason.”) (internal
quotation omitted).
4.

The Sherman Act and burdens applied by federal courts under it apply to Complaint
Counsel in this case. See, e.g., Fashion Originators’ Guild, Inc. v. FTC, 312 U.S. 457,
463–64 (1941); FTC v. Ind. Fed’n of Dentists, 476 U.S. 447, 451–52 (1986).

Response to Proposed Conclusion No. 4
Complaint Counsel has no specific response, but notes that, under Actavis, Impax has the
burden of proof to explain or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (“An

721

PUBLIC

antitrust defendant may show in the antitrust proceeding that legitimate justifications are present,
thereby explaining the presence of the challenged term and showing the lawfulness of that term
under the rule of reason.”); id. at 2237 (“[O]ne who makes such a payment may be unable to
explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the burden shifts to the defendant
to show that legitimate justifications are present, thereby explaining the presence of the
challenged term and showing the lawfulness of that term under the rule of reason.”) (internal
quotation omitted).
5.

The Court may rely upon Sherman Act cases to determine a violation of law under § 5 of
the FTC Act. See Polygram Holding, Inc. v. FTC, 416 F.3d 29, 32 (D.C. Cir. 2005)
(“[T]he analysis under § 5 of the FTC Act is the same . . . as it would be under § 1 of the
Sherman Act.”).

Response to Proposed Conclusion No. 5
Complaint Counsel has no specific response, but notes that Actavis itself was decided
under § 5 of the FTC Act. Actavis, 133 S. Ct. at 2229-30.
II.

THE RULE OF REASON IS THE APPROPRIATE TEST IN THIS CASE

6.

The Supreme Court held that cases involving alleged reverse-payment settlements
“should proceed by applying the rule of reason.” FTC v. Actavis, Inc., 133 S. Ct. 2223,
2237 (2013); see also Opinion and Order of the Commission at 8–11, In re Impax Labs.,
Inc., No. 9373 (F.T.C. Oct. 27, 2017) [hereinafter “Comm’n Decision”].

Response to Proposed Conclusion No. 6
Complaint Counsel has no specific response.
7.

Thus, this case should be decided pursuant to the “traditional, full-fledged rule of reason
standard.” King Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3d 388,
398 n.15 (3d Cir. 2015), cert. denied, 137 S. Ct. 446 (2016).

Response to Proposed Conclusion No. 7
Complaint Counsel has no specific response, but notes that Actavis reaffirmed the
principle set forth in California Dental Ass’n v. FTC, 526 U.S. 756, 780 (1999), that in rule of
reason cases “[t]here is always something of a sliding scale in appraising reasonableness” and
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that “the quality of proof required should vary with the circumstances.” 133 S. Ct. at 2237-38
(internal quotation marks and citations omitted). Accordingly, the rule of reason analysis in a
reverse-payment case does not require Complaint Counsel to “present every possible supporting
fact” or “theory irrespective of the minimal light it may shed on the basic question—that of the
presence of significant unjustified anticompetitive consequences.” Actavis, 133 S. Ct. at 2237-38.
8.

Thus, the fact that Complaint Counsel has fashioned its claims to allege a reversepayment settlement does not justify a departure from the “well-mapped” rule of reason
analysis. King Drug, 791 F.3d at 411; see id. at 399 (Actavis did “not redefine . . . the
already well-established rule of reason analysis”); In re Loestrin 24 Fe Antitrust Litig.,
814 F.3d 538, 551 n.12 (1st Cir. 2016) [hereinafter “Loestrin I”] (“considerations” listed
in Actavis “should not overhaul the rule of reason”); In re Adderall XR Antitrust Litig.,
754 F.3d 128, 133 (2d Cir. 2014) (Actavis mandates “traditional ‘rule of reason’”).

Response to Proposed Conclusion No. 8
Complaint Counsel has no specific response, but notes that Actavis reaffirmed the
principle set forth in California Dental, 526 U.S. at 780, that in rule of reason cases “[t]here is
always something of a sliding scale in appraising reasonableness” and that “the quality of proof
required should vary with the circumstances.” 133 S. Ct. at 2237-38 (internal quotation marks
and citations omitted). Accordingly, the rule of reason analysis in a reverse-payment case does
not require Complaint Counsel to “present every possible supporting fact” or “theory irrespective
of the minimal light it may shed on the basic question—that of the presence of significant
unjustified anticompetitive consequences.” Actavis, 133 S. Ct. at 2237-38.
III.

COMPLAINT COUNSEL DID NOT PROVE THAT IMPAX RECEIVED A
“LARGE & UNJUSTIFIED” PAYMENT

9.

An alleged reverse-payment settlement is not subject to antitrust scrutiny under the rule
of reason unless Complaint Counsel proves that the generic company received a payment
that was both large and unjustified. See Actavis, 133 S. Ct. at 2237 (“a reverse payment,
where large and unjustified, can bring with it the risk of significant anticompetitive
effects.”).

Response to Proposed Conclusion No. 9
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The Proposed Conclusion is incorrect and should be rejected. Impax cites no case holding
that Actavis imposes on Complaint Counsel a threshold burden of proving that a payment is large
and unjustified before application of the rule of reason. Impax’s argument has been specifically
rejected. See King Drug Co. of Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d 402, 414 (E.D.
Pa. 2015) (“[N]owhere in the Actavis opinion does the Supreme Court state that plaintiffs bear a
‘threshold burden’ of demonstrating that the reverse payment was large and unjustified.”). And
every court to address burdens of proof under Actavis has held that the plaintiff must establish a
“large” payment as part of its prima facie case under the rule of reason—not as a threshold
burden—and the defendant then bears the burden to show a sufficient justification for the
payment. See, e.g., In re Lipitor Antitrust Litig., 868 F.3d 231, 256-57 (3d Cir. 2017) (Actavis
“clearly placed the onus of explaining or justifying a large reverse payment on antitrust
defendants.”) (emphasis in original). Impax’s approach would require a court to inquire into
these very same elements twice, the difference being that in the first iteration, the plaintiff is
forced to anticipate and negate possible justifications that the defendant might or might not
actually offer. Such an unprecedented and inefficient approach to application of the rule of
reason makes no sense. If the Supreme Court had intended such a dramatic departure from
standard rule-of-reason analysis, it surely would have said so.
A.
10.

Burden of Proof

Complaint Counsel has the burden of proving that each challenged payment term was
large and unjustified. See Actavis, 133 S. Ct. at 2237 (“a reverse payment, where large
and unjustified, can bring with it the risk of significant anticompetitive effects.”).

Response to Proposed Conclusion No. 10
The Proposed Conclusion is incorrect and should be rejected. Under Actavis, Impax has
the burden of proof to explain or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (2013)
(“An antitrust defendant may show in the antitrust proceeding that legitimate justifications are
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present, thereby explaining the presence of the challenged term and showing the lawfulness of
that term under the rule of reason.”); id. at 2237 (“[O]ne who makes such a payment may be
unable to explain and to justify it.”); see also Lamictal, 791 F.3d at 412 (“Second, the burden
shifts to the defendant to show that legitimate justifications are present, thereby explaining the
presence of the challenged term and showing the lawfulness of that term under the rule of
reason.”) (internal quotation omitted). The Proposed Conclusion is also incorrect to the extent it
suggests that Complaint Counsel is required to prove that each challenged payment term is large.
Under Actavis, Complaint Counsel must prove that Impax received a large payment in return for
staying off the market. Actavis, 133 S. Ct. at 2235-36.
11.

In order to meet its burden of establishing that a reverse payment is both large and
unjustified, Complaint Counsel must present evidence that would allow the Court to
“assess the value” of the alleged reverse payment terms and to determine which portion,
if any, of that value is unjustified. See In re Loestrin 24 Fe Antitrust Litig., No. 1:13-md2472-S-PAS, — F. Supp. 3d —, 2017 WL 3600938, at *21 (D.R.I. Aug. 8, 2017)
[hereinafter “Loestrin II”] (“The deal must be valued at the time the parties entered the
deal.”).

Response to Proposed Conclusion No. 11
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
that Complaint Counsel must calculate a precise mathematical value for the payment. See
Actavis, 133 S. Ct. at 2237-38 (FTC need not “present every possible supporting fact” or “theory
irrespective of the minimal light it may shed on the basic question—that of the presence of
significant unjustified anticompetitive consequences”). The Proposed Conclusion is also
incorrect and should be rejected to the extent it suggests that Impax does not bear the burden of
justifying the payments. See Actavis, 133 S. Ct. at 2236 (2013) (“An antitrust defendant may
show in the antitrust proceeding that legitimate justifications are present, thereby explaining the
presence of the challenged term and showing the lawfulness of that term under the rule of
reason.”); Actavis, 133 S. Ct. at 2237 (“[O]ne who makes such a payment may be unable to
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explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the burden shifts to the defendant
to show that legitimate justifications are present, thereby explaining the presence of the
challenged term and showing the lawfulness of that term under the rule of reason.”) (internal
quotation omitted).
12.

In Actavis, the Supreme Court held that a large reverse payment may be unjustified—and
therefore subject to antitrust scrutiny—only where it constitutes “payment in return for
staying out of the market.” See 133 S. Ct. at 2234–37; King Drug, 791 F.3d at 412 (“the
plaintiff must prove payment for delay”).

Response to Proposed Conclusion No. 12
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
a threshold burden to trigger “antitrust scrutiny” prior to the rule of reason analysis. Impax cites
no case holding that Actavis imposes a threshold burden of proof before application of the rule of
reason. Impax’s argument has been specifically rejected elsewhere. See King Drug Co. of
Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d at 414 (“[N]owhere in the Actavis opinion does
the Supreme Court state that plaintiffs bear a ‘threshold burden’ of demonstrating that the reverse
payment was large and unjustified.”). And every court to address burdens of proof under Actavis
has held that the plaintiff must establish a “large” payment as part of its prima facie case under
the rule of reason and the defendant then bears the burden to show a sufficient justification for
the payment. See, e.g., In re Lipitor Antitrust Litig., 868 F.3d at 256-57 (Actavis “clearly placed
the onus of explaining or justifying a large reverse payment on antitrust defendants.”) (emphasis
in original). Under Actavis, a payment is large if it exceeds saved litigation costs and is sufficient
to induce the generic to give up its patent challenge. (See Complaint Counsel’s Response to
Proposed Conclusion No. 16). If a plaintiff proves both market power and a large payment, the
Defendant can try to justify the payment. (See Complaint Counsel’s Response to Proposed
Conclusion No. 1). Impax’s approach, however, would require a court to inquire into these very
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same elements twice, the difference being that in the first iteration, the plaintiff is forced to
anticipate and negate possible justifications that the defendant might or might not actually offer.
Such an unprecedented and inefficient approach to application of the rule of reason makes no
sense. If the Supreme Court had intended such a dramatic departure from standard rule-of-reason
analysis, it surely would have said so.
B.
13.

“Large” and “Unjustified” Are Separate And Discrete Requirements

Under Actavis, “large” and “unjustified” are discrete requirements. See Lipitor, 868 F.3d
at 251 (“Reverse payment settlement agreements give rise to those antitrust concerns . . .
when the payments are both ‘large and unjustified.’”) (quoting Actavis, 133 S. Ct. at
2237).

Response to Proposed Conclusion No. 13
Complaint Counsel has no specific response, except to note that proving any
justifications is Impax’s burden. See Complaint Counsel’s Response to Proposed Conclusion No.
1.
14.

A settlement agreement does not “bring with it the risk of significant anticompetitive
effects”—and therefore is not subject to antitrust scrutiny—unless it conveyed to the
generic company a payment that is both “large and unjustified.” 133 S. Ct. at 2237; see
In re Lipitor Antitrust Litig., 868 F.3d 231, 251 (3d Cir. 2017); In re Actos End Payor
Antitrust Litig., No. 13-CV-9244 (RA), 2015 WL 5610752, at *13 (S.D.N.Y. Sept. 22,
2015), rev’d on other grounds, 848 F.3d 89 (2d Cir. 2017).

Response to Proposed Conclusion No. 14
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
a threshold burden to trigger “antitrust scrutiny” prior to the rule of reason analysis. Impax cites
no case holding that Actavis imposes a threshold burden of proof before application of the rule of
reason. Impax’s argument has been specifically rejected elsewhere. See King Drug Co. of
Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d at 414 (“[N]owhere in the Actavis opinion does
the Supreme Court state that plaintiffs bear a ‘threshold burden’ of demonstrating that the reverse
payment was large and unjustified.”). And every court to address burdens of proof under Actavis
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has held that the plaintiff must establish a “large” payment as part of its prima facie case under
the rule of reason and the defendant then bears the burden to show a sufficient justification for
the payment. See, e.g., In re Lipitor Antitrust Litig., 868 F.3d at 256-57 (Actavis “clearly placed
the onus of explaining or justifying a large reverse payment on antitrust defendants.”) (emphasis
in original). Impax’s approach, however, would require a court to inquire into these very same
elements twice, the difference being that in the first iteration, the plaintiff is forced to anticipate
and negate possible justifications that the defendant might or might not actually offer. Such an
unprecedented and inefficient approach to application of the rule of reason makes no sense. If the
Supreme Court had intended such a dramatic departure from standard rule-of-reason analysis, it
surely would have said so.
15.

Actavis provides a “safe harbor” for small reverse payments. In re Aggrenox Antitrust
Litig., 94 F. Supp. 3d 224, 243 (D. Conn. 2015). It likely provides a safe harbor for
payments that are justified. See Actavis, 133 S. Ct. at 2237.

Response to Proposed Conclusion No. 15
Complaint Counsel has no specific response but notes that Aggrenox defines a “small
reverse payment” as “smaller than avoided litigation costs.” 94 F. Supp. 3d 224.
16.

In its proposed framework, Complaint Counsel improperly merges the discrete “large”
and “unjustified” payment elements by defining “large” as anything that exceeds
expected future litigation costs. Saved litigation costs were cited by the Supreme Court
as an example of a payment that is “justified,” not whether the payment is large. See
Actavis, 133 S. Ct. at 2236 (saved litigation costs are a “justification[]”). By defining
“large” as anything that exceeds expected litigation costs, Complaint Counsel also
renders the Supreme Court’s “large” requirement a nullity.

Response to Proposed Conclusion No. 16
The Proposed Conclusion is incorrect and should be rejected. Actavis instructed that the
reverse payment’s size should be assessed “in relation to the payor’s anticipated future litigation
costs.” Actavis, 133 S. Ct. at 2237. Every court applying Actavis has held that “large” is
measured in reference to saved litigation costs. See, e.g., In re Opana ER Antitrust Litig., 162 F.
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Supp. 3d 704, 718 (N.D. Ill. 2016) (“A ‘large’ payment is anything more than the value of the
avoided litigation costs plus any other services provided from the generic to the brand
manufacturer.”); King Drug Co. of Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d at 417 (“[A]
reverse payment is sufficiently large if it exceeds saved litigation costs and a reasonable jury
could find that the payment was significant enough to induce a generic challenger to abandon its
patent claim.”); United Food & Commercial Workers Local 1776 & Participating Employers
Health & Welfare Fund v. Teikoku Pharma USA, Inc., 74 F. Supp. 3d 1052, 1071 (N.D. Cal.
2014) (lower bound for “large payment” is likely “anything more than the value of the avoided
litigation costs plus any other services provided from the generic to the brand manufacturer”).
17.

Moreover, not all payments that exceed litigation costs are necessarily “large” under
Actavis. Were this the case, Actavis would “subject virtually any settlement to antitrust
scrutiny—a result the Court [in Actavis] could not have intended.” Actos End Payor,
2015 WL 5610752, at *14; see Sergeants Benevolent Ass’n Health & Welfare Fund v.
Actavis, PLC, No. 15-cv-6549 (CM), 2016 WL 4992690, at *13 (S.D.N.Y. Sept. 13,
2016) (“To trigger antitrust concern under Actavis, a settlement term must be (1) a
‘payment’ that is (2) made in ‘reverse’ . . . and is [3] ‘large,’ and (4) ‘unexplained.’”)
(quotation omitted).

Response to Proposed Conclusion No. 17
The Proposed Conclusion is incorrect and should be rejected. Every court applying
Actavis has held that “large” is measured in reference to saved litigation costs. See, e.g., In re
Opana ER Antitrust Litig., 162 F. Supp. 3d at 718 (“A ‘large’ payment is anything more than the
value of the avoided litigation costs plus any other services provided from the generic to the
brand manufacturer.”); King Drug Co. of Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d at 417
(“[A] reverse payment is sufficiently large if it exceeds saved litigation costs and a reasonable
jury could find that the payment was significant enough to induce a generic challenger to
abandon its patent claim.”); United Food & Commercial Workers Local 1776 & Participating
Employers Health & Welfare Fund v. Teikoku Pharma USA, Inc., 74 F. Supp. 3d at 1071 (lower
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bound for “large payment” is likely “anything more than the value of the avoided litigation costs
plus any other services provided from the generic to the brand manufacturer”). Actos is not to the
contrary. That decision addresses a plaintiff’s burden at the pleading stage and merely states that
“a reading of Actavis that would compel antitrust scrutiny of a settlement regardless of whether
its terms could reasonably be construed as a large and unjustified reverse payment” would
“subject virtually any settlement to antitrust scrutiny.” 2015 WL 5610752, at *14. Complaint
Counsel does not dispute that only large and unjustified reverse-payment agreements are
unlawful.
18.

Nor are all reverse payments in excess of saved litigation costs necessarily “unjustified.”
For example, the Supreme Court found that a reverse payment may be “justified” by the
value of goods or services the patent holder received in exchange for the payment. See
Actavis, at 133 S. Ct. at 2236 (“That payment may reflect compensation for other services
that the generic has promised to perform—such as distributing the patented item or
helping to develop a market for that item.”). The Supreme Court explicitly held that
there “may be other justifications” in addition to saved litigation costs. See id.

Response to Proposed Conclusion No. 18
Complaint Counsel has no specific response but notes that any justification for a reverse
payment must be connected to, and explain the presence of, the payment. Actavis, 133 S. Ct. at
2236 (“An antitrust defendant may show in the antitrust proceeding that legitimate justifications
are present, thereby explaining the presence of the challenged term and showing the lawfulness
of that term under the rule of reason.”) (emphases added); NCAA v. Bd. of Regents of Univ. of
Okla., 468 U.S. 85, 113-14, 118-19 (1984) (rejecting proffered justification because the
defendant failed to show that the challenged conduct, a limit on televised college football games,
in fact served the legitimate objective of maintaining competitive balance among teams);
Realcomp II, Ltd. v. FTC, 635 F.3d 815, 834-35 (6th Cir. 2011) (rejecting free rider justification
because Realcomp had not demonstrated the necessary connection between the challenged
restraint (a rule barring certain discount, limited-service agency listings from the Realcomp’s
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website) and the prevention of free-riding); N. Tex. Specialty Physicians v. FTC, 528 F.3d 346,
368-70 (5th Cir. 2008) (rejecting an organization’s asserted justification that its business model
fostered higher quality care because there was “no logical nexus between better performance by
NTSP physicians and NTSP’s dissemination of polling results or its other challenged
practices.”); 7 Areeda, at ¶ 1505a (“An allegedly legitimate objective is, of course, entirely
immaterial unless it is served by the challenged restraint.”).
C.
19.

Complaint Counsel Failed to Prove that the DCA Conveyed a Large and
Unjustified Payment

There is nothing inherently illegal about negotiating and entering a development and copromotion deal while also negotiating and entering a settlement agreement of a HatchWaxman patent infringement case. See DOJ & FTC, Antitrust Guidelines For
Collaborations Among Competitors §§ 2.1, 3.31(a) (2000) (stating that “most” research
and development collaborations are “pro-competitive” because they “may enable
participants more quickly or more efficiently to research and develop new or improved
goods”). Therefore, like any agreement including a payment in an alleged reversepayment case, Complaint Counsel must prove any payments under the DCA are both
large and unjustified.

Response to Proposed Conclusion No. 19
The Proposed Conclusion is incorrect and should be rejected to the extent it asserts that
Complaint Counsel must prove that any payments are unjustified. Under Actavis, Impax has the
burden of proof to explain or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (“An
antitrust defendant may show in the antitrust proceeding that legitimate justifications are present,
thereby explaining the presence of the challenged term and showing the lawfulness of that term
under the rule of reason.”); id. at 2237 (“[O]ne who makes such a payment may be unable to
explain and to justify it.”); Lamictal, 791 F.3d at 412 (3d Cir. 2015) (“Second, the burden shifts
to the defendant to show that legitimate justifications are present, thereby explaining the
presence of the challenged term and showing the lawfulness of that term under the rule of
reason.”) (internal quotation omitted).
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20.

In order to meet its burden of establishing a reverse payment that is both large and
unjustified, Complaint Counsel must present evidence that would allow this Court to
“assess the value” of the alleged payment terms, Loestrin 24 Fe, 814 F.3d at 551, at the
time of the deal, see In re Loestrin 24 Fe Antitrust Litig., No. 1:13-md-2472-S-PAS, —
F. Supp. 3d —, 2017 WL 3600938, at *21 (“The deal must be valued at the time the
parties entered the deal.”), and to determine which portion, if any, of that value is
“unjustified.”

Response to Proposed Conclusion No. 20
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
that Complaint Counsel must calculate a precise mathematical value for the payment. See
Actavis, 133 S. Ct. at 2237-38 (FTC need not “present every possible supporting fact” or “theory
irrespective of the minimal light it may shed on the basic question—that of the presence of
significant unjustified anticompetitive consequences”). The Proposed Conclusion is also
incorrect and should be rejected to the extent it suggests that Impax does not bear the burden of
justifying the payments. See Actavis, 133 S. Ct. at 2236 (“An antitrust defendant may show in the
antitrust proceeding that legitimate justifications are present, thereby explaining the presence of
the challenged term and showing the lawfulness of that term under the rule of reason.”); id. at
2237 (“[O]ne who makes such a payment may be unable to explain and to justify it.”); Lamictal,
791 F.3d at 412 (“Second, the burden shifts to the defendant to show that legitimate justifications
are present, thereby explaining the presence of the challenged term and showing the lawfulness
of that term under the rule of reason.”) (internal quotation omitted).
21.

Complaint counsel has not met its burden with regard to the DCA.

Response to Proposed Conclusion No. 21
The Proposed Conclusion is incorrect and should be rejected. First, this Proposed
Conclusion is not “supported by applicable legal authority” as required by the mandatory rules
for post-trial briefs. Order on Post-Trial Briefs (Nov. 17, 2017) at 2 (“All legal contentions,
including, but not limited to, contentions regarding liability and the proposed remedy, shall be
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supported by applicable legal authority.”). Second, Complaint Counsel showed that the DCA
payment was large. (CCF ¶ 460). Third, under Actavis, Impax has the burden of proof to explain
or justify its reverse payments. Actavis, 133 S. Ct. at 2236 (“An antitrust defendant may show in
the antitrust proceeding that legitimate justifications are present, thereby explaining the presence
of the challenged term and showing the lawfulness of that term under the rule of reason.”); id. at
2237 (“[O]ne who makes such a payment may be unable to explain and to justify it.”); Lamictal,
791 F.3d at 412 (“Second, the burden shifts to the defendant to show that legitimate justifications
are present, thereby explaining the presence of the challenged term and showing the lawfulness
of that term under the rule of reason.”) (internal quotation omitted). Fourth, Impax has failed to
meet its burden to show that the profit-sharing rights Endo received under the DCA explain or
justify its $10 million payment. The “relevant antitrust question” under Actavis is the reason for
the reverse payment. 133 S. Ct. at 2237. Where a reverse payment “reflects traditional settlement
considerations,” such as a payment for independent business services, “there is not the same
concern that a patentee is using its monopoly profits to avoid the risk of patent invalidation or a
finding of noninfringement,” and the parties “may have provided for a reverse payment without
having sought or brought about the anticompetitive consequences” the Court identified. Actavis,
133 S. Ct. at 2236. Here, the record evidence demonstrates that the $10 million payment was not
made in exchange for the profit-sharing rights Endo received under the DCA. (See CC Br. at 6164, CC Reply Br. Argument, II.A).
22.

If Endo received “fair value” in exchange for the payment it made and agreed to make
pursuant to the DCA, those payment obligations were not “unjustified” pursuant to
Actavis. 133 S. Ct. at 2236, 2239.

Response to Proposed Conclusion No. 22
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
that Complaint Counsel needs to quantify the precise value of the services exchanged. First, it is
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Impax’s burden to justify the payment by showing that it was exchanged for the services in the
DCA. Actavis, 133 S. Ct. at 2236, 2237; Lamictal, 791 F.3d at 412. Second, the “relevant
antitrust question” under Actavis is the reason for the reverse payment. 133 S. Ct. at 2237. Where
a reverse payment “reflects traditional settlement considerations,” such as a payment for
independent business services, “there is not the same concern that a patentee is using its
monopoly profits to avoid the risk of patent invalidation or a finding of noninfringement,” and
the parties “may have provided for a reverse payment without having sought or brought about
the anticompetitive consequences” the Court identified. Actavis, 133 S. Ct. at 2236. Thus, courts
evaluating reverse payments have not required a mathematical calculation of value and have
instead considered evidence of the totality of the circumstances surrounding an allegedly
separate business deal in order to determine whether a side business arrangement was in fact the
reason for a reverse payment. (See CC Reply Br. at Argument, II.A.2).
23.

Complaint Counsel failed to prove that the DCA payment obligations did not represent
“fair value” for the profit-sharing rights obtained by Endo obtained under the DCA. See
Actavis, 133 S. Ct. at 2234.

Response to Proposed Conclusion No. 23
The Proposed Conclusion is incorrect and should be rejected. It is Impax’s burden to
justify the payment by showing that it was exchanged for the services in the DCA. Actavis, 133
S. Ct. at 2236, 2237; Lamictal, 791 F.3d at 412. Impax has failed to meet its burden to show that
the profit-sharing rights Endo received under the DCA explain or justify its $10 million payment.
The “relevant antitrust question” under Actavis is the reason for the reverse payment. 133 S. Ct.
at 2237. Where a reverse payment “reflects traditional settlement considerations,” such as a
payment for independent business services, “there is not the same concern that a patentee is
using its monopoly profits to avoid the risk of patent invalidation or a finding of
noninfringement,” and the parties “may have provided for a reverse payment without having
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sought or brought about the anticompetitive consequences” the Court identified. Actavis, 133 S.
Ct. at 2236. Here, the record evidence demonstrates that the $10 million payment was not made
in exchange for the profit-sharing rights Endo received under the DCA. (See CC Br. at 61-64,
CC Reply Br. at Argument, II.A.2).
24.

The purported expert testimony offered by Complaint Counsel relating to the DCA does
not even speak to the issue of fair value, and thus does not meet Complaint Counsel’s
burden.

Response to Proposed Conclusion No. 24
The Proposed Conclusion is incorrect and should be rejected. First, this Proposed
Conclusion is not “supported by applicable legal authority” as required by the mandatory rules
for post-trial briefs. (Order on Post-Trial Briefs (Nov. 17, 2017) at 2 (“All legal contentions,
including, but not limited to, contentions regarding liability and the proposed remedy, shall be
supported by applicable legal authority.”)). Second, under Actavis, Impax has the burden of
proof to explain or justify its reverse payments. It is Impax’s burden to justify the payment by
showing that it was exchanged for the services in the DCA. Actavis, 133 S. Ct. at 2236, 2237;
Lamictal, 791 F.3d at 412. Impax has failed to meet its burden to show that the profit-sharing
rights Endo received under the DCA explain or justify its $10 million payment. (CC Br. at 61-64,
CC Reply Br. at Argument, II.A.2). Third, the “relevant antitrust question” under Actavis is the
reason for the reverse payment. 133 S. Ct. at 2237. Where a reverse payment “reflects traditional
settlement considerations,” such as a payment for independent business services, “there is not the
same concern that a patentee is using its monopoly profits to avoid the risk of patent invalidation
or a finding of noninfringement,” and the parties “may have provided for a reverse payment
without having sought or brought about the anticompetitive consequences” the Court identified.
Actavis, 133 S. Ct. at 2236. Courts evaluating reverse payments made as part of side business
agreements have not required a precise mathematical valuation and have instead found expert
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testimony about whether the deal was consistent with industry standards as not only relevant but
also sufficient to rebut a defendant’s justification. (See CC Reply Br. at Argument, II.A.2).
25.

Specifically, Dr. John Geltosky’s testimony suggesting that the parties’ diligence was
“strikingly superficial,” In re Schering-Plough Corp. (“Schering I”), No. 9297, 2002 WL
1488085, at *50, *93 (F.T.C. June 27, 2002), and “fell astonishingly short of industry
standards,” Schering-Plough v. FTC (“Schering II”), 402 F.3d 1056, 1069 (11th Cir.
2005), does not speak to—let alone establish—that the agreement was anything other
than “a bona fide side deal for fair value.” Schering I, 2002 WL 1488085, at *94–95; see
Schering II, 402 F.3d at 1071.

Response to Proposed Conclusion No. 25
The Proposed Conclusion is incorrect and should be rejected. First, the Proposed
Conclusion is misleading because it appears to attribute opinions to Dr. Geltosky that are in fact
quotations from In re Schering-Plough Corp. In Schering-Plough, neither this Court nor the
Eleventh Circuit found the testimony of the parties’ pharmaceutical business development
experts irrelevant. And the DCA is nothing like the side deal in Schering-Plough: in ScheringPlough, the Court of Appeals found that 1) the brand company acquired a late-stage drug, not an
unformulated concept as in this case; 2) the brand evaluated clinical research results showing that
the drug was an improvement over existing therapies; 3) the valuation was conducted by
employees who were unaware of the patent case and was corroborated by a separate valuation
done on a similar product outside the context of any patent settlement; and 4) the payment and
deal structure were similar to deals the brand had done before. Schering-Plough v. FTC, 402 F3d
1056, 1059, 1068-70 (11th Cir. 2005). None of these four features are present in this case.
Second, Dr. Geltosky’s unrebutted opinions that the DCA was negotiated in a small fraction of
the time it would normally take, that Endo failed to follow its own documented diligence
process, and that the structure of the DCA is highly unusual for an early-stage product are
corroborated by contemporaneous Endo business documents and witness testimony. Courts
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applying Actavis have found similar testimony not only relevant but sufficient to rebut a
defendant’s justification. (CC Reply Br. at Argument, II.A.2).
26.

Likewise, Dr. Geltosky’s testimony that the $10 million upfront payment was “unusually
large” for an early stage development collaboration, absent an opinion that the payment
exceeds the value of Endo’s DCA profit-sharing rights by a large amount, does not speak
to whether the payment was large or unjustified.

Response to Proposed Conclusion No. 26
The Proposed Conclusion is incorrect and should be rejected. First, this Proposed
Conclusion is not “supported by applicable legal authority” as required by the mandatory rules
for post-trial briefs. (Order on Post-Trial Briefs (Nov. 17, 2017) at 2 (“All legal contentions,
including, but not limited to, contentions regarding liability and the proposed remedy, shall be
supported by applicable legal authority.”)). Second, the $10 million payment under the DCA far
exceeded saved litigation costs and was therefore large. (CCF ¶ 460). Third, with respect to any
justifications for the DCA payment, the “relevant antitrust question” under Actavis is the reason
for the reverse payment. 133 S. Ct. at 2237. Where a reverse payment “reflects traditional
settlement considerations,” such as a payment for independent business services, “there is not the
same concern that a patentee is using its monopoly profits to avoid the risk of patent invalidation
or a finding of noninfringement,” and the parties “may have provided for a reverse payment
without having sought or brought about the anticompetitive consequences” the Court identified.
Actavis, 133 S. Ct. at 2236. Courts evaluating reverse payments made as part of side business
agreements have not required a precise mathematical valuation and have instead found expert
testimony about whether the deal was consistent with industry standards as not only relevant but
also sufficient to rebut a defendant’s justification. (See CC Reply Br. at Argument, II.A.2). Dr.
Geltosky’s conclusion that the $10 million upfront reverse payment was unusually large supports
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a finding that Endo was not actually paying it to obtain the profit-sharing rights in the DCA.
(CCF ¶¶ 1220-22).
27.

The DCA does not “represent[] an unexplained large transfer of value from the patent
holder to the alleged infringer,” and is therefore not “subject to antitrust scrutiny.” King
Drug, 791 F.3d at 399, 402–03.

Response to Proposed Conclusion No. 27
The Proposed Conclusion is incorrect and should be rejected. First, it is Impax’s burden
to justify the payment by showing that it was exchanged for the services in the DCA. Actavis,
133 S. Ct. at 2236, 2237; Lamictal, 791 F.3d at 412. There is no threshold burden of proof to
trigger “antitrust scrutiny” prior to the rule of reason analysis. None of the cases cited by Impax
hold that Actavis imposes a threshold burden of proof before application of the rule of reason,
and Impax’s argument has been specifically rejected elsewhere. Every court to address burdens
of proof under Actavis has held that the plaintiff must establish a “large” payment as part of its
prima facie case under the rule of reason and the defendant then bears the burden to show a
sufficient justification for the payment. See, e.g., In re Lipitor Antitrust Litig., 868 F.3d at 256-57
(Actavis “clearly placed the onus of explaining or justifying a large reverse payment on antitrust
defendants.”) (emphasis in original). Second, Impax has failed to meet its burden to show that
the profit-sharing rights Endo received under the DCA explain or justify its $10 million payment.
The “relevant antitrust question” under Actavis is the reason for the reverse payment. 133 S. Ct.
at 2237. Where a reverse payment “reflects traditional settlement considerations,” such as a
payment for independent business services, “there is not the same concern that a patentee is
using its monopoly profits to avoid the risk of patent invalidation or a finding of
noninfringement,” and the parties “may have provided for a reverse payment without having
sought or brought about the anticompetitive consequences” the Court identified. Actavis, 133 S.
Ct. at 2236. Here, the record evidence demonstrates that the $10 million payment was not made
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to obtain the profit-sharing rights in the DCA. (See CC Br. at 61-64, CC Reply Br. at Argument,
II.A.2).
D.
28.

Complaint Counsel Failed to Prove The SLA Included a Large and
Unjustified Payment

At the time of the deal, both of the alleged payment terms under the SLA—the Endo
Credit term and co-exclusive license or No-AG term—were contingent in nature; whether
Impax would receive something of value under either or both—and if so, how much
value—was uncertain and depended on future events outside Impax’s control.

Response to Proposed Conclusion No. 28
The Proposed Conclusion is misleading because it ignores that Impax expected the
combination of these two provisions would result in a large payment under any plausible
scenario and that it would therefore have “a reasonable outcome almost no matter what
happens.” (CCF ¶ 438). Impax either would make tens of millions of dollars in additional sales
of oxymorphone ER because it was not facing competition from an Endo AG, or, if those
additional sales did not materialize, it would receive “an approximation of th[ose] profits”
through a “make good” payment under the Endo Credit. (CCF ¶¶ 274-75, 438, 466; see also CC
Reply Br. at Argument, II.B). The potential scenario in which Impax did not make tens of
millions of dollars under one of these provisions was “so unlikely it wasn’t worth worrying
about.” (CCF ¶ 480; see also CC Reply Br. at Argument, II.B.2).
29.

To value a contingent liability, “it is necessary to discount it by the probability that the
contingency will occur and the liability become real.” In re Xonics Photchem., Inc., 841
F.2d 198, 200 (7th Cir. 1988) (Posner, J.); see also id. (“By definition, a contingent
liability is not certain—and often is highly unlikely—ever to become an actual
liability.”); Box v. Northrop Corp., 459 F. Supp. 540, 553 (S.D.N.Y. 1978) (“The present
value of these payments is a function of both the expected amount of these payments and
the probability that that amount will be paid.”); see also In re Loestrin II, 2017 WL
3600938, at *21 (“The deal must be valued at the time the parties entered the deal.”).

Response to Proposed Conclusion No. 29
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The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
that one must specifically determine the probability of a contingent liability in order to determine
whether it has value or to identify a range of values. The fact of uncertainty about what the
precise value of a contingent liability is does not mean there is uncertainty about whether that
contingency will have value. (See CC Reply Br. at Argument, II.B.2). Here, we know that at the
time of settlement, the DCA payment was a least $10 million and the value of the No-AG/Endo
Credit was at least $16.5 million. (CCF ¶¶ 329, 466-72, 1226).
30.

“Tempting as it is to correct uncertain probabilities by the now certain fact,” value must
be assessed “as of the time when the act is done.” Ithaca Trust Co. v. United States, 279
U.S. 151, 155 (1929) (Holmes, J.).

Response to Proposed Conclusion No. 30
Complaint Counsel has no specific response, but notes that later facts may shed light on
the parties’ understandings of value at the time of the act.
31.

In order to estimate the value to Impax of the Endo Credit and No-AG terms, one would
have to account for their uncertain and contingent nature of the terms. See Xonics
Photchem., Inc., 841 F.2d at 200 (“By definition, a contingent liability is not certain—
and often is highly unlikely—ever to become an actual liability. To value the contingent
liability it is necessary to discount it by the probability that the contingency will occur
and the liability become real.”); Box v. Northrop Corp., 459 F. Supp. 540, 553 (S.D.N.Y.
1978) (“The present value of these payments is a function of both the expected amount of
these payments and the probability that that amount will be paid.”).

Response to Proposed Conclusion No. 31
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
that one must specifically determine the probability of a contingent liability in order to determine
whether it has value or to identify a range of values. The fact of uncertainty about what the
precise value of a contingent liability is does not mean there is uncertainty about whether that
contingency will have value. (See CC Reply Br. at Argument, II.B.2). Here, we know that at the
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time of settlement, the DCA payment was a least $10 million and the value of the No-AG/Endo
Credit was at least $16.5 million. (CCF ¶¶ 329, 466-72, 1226).
32.

Payment obligations contingent on highly uncertain outcomes often carry little to no
expected value. See Burnet v. Logan, 283 U.S. 404, 413 (1931) (where “the promise of
future money payments [is] wholly contingent upon facts and circumstances not possible
to foretell with anything like fair certainty,” the contingent promise “ha[s] no
ascertainable fair market value”).

Response to Proposed Conclusion No. 32
The Proposed Conclusion is incorrect and should be rejected to the extent that it equates
uncertainty about what the precise value of a contingent liability is with uncertainty about
whether that contingency will have value. (See CC Reply Br. at Argument, II.B.2). A contingent
obligation like a lottery ticket, with an extremely low chance of being worth a lot and an
enormous chance of being worth nothing, has a small expected value. But a contingent obligation
with many possible values, most of them large, has a large expected value. For example, if a
scratch-off has a 5% chance of no payment, a 20% chance of $20 million, a 30% chance of $30
million, a 25% chance of $40 million, a 15% chance of $50 million, and a 5% chance of $100
million, the expected value is enormous ($35 million), even though there is considerable
uncertainty about the precise payout. (See CC Reply Br. at Argument, II.B.2). Here, we know
that at the time of settlement, the DCA payment was a least $10 million and the value of the NoAG/Endo Credit was at least $16.5 million. (CCF ¶¶ 329, 466-72, 1226).
33.

Because Complaint Counsel failed to offer evidence or expert testimony calculating the
probability-weighted expected value of the alleged SLA payment terms at the time of the
deal, Complaint Counsel cannot establish that either or both of them constitute a large
and unjustified payment to Impax. See Loestrin I, 814 F.3d at 551 (the “court or
factfinder” must be able to “assess the value of the payment”); Actos End Payor, 2015
WL 5610752, at *13 (“in order for the Court to find an unlawful reverse payment, it must
be able to estimate the value of the term, at least to the extent of determining whether it is
‘large’ and ‘unjustified’”).

Response to Proposed Conclusion No. 33
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The Proposed Conclusion is incorrect and should be rejected. First, one need not
specifically determine the probability of a contingent liability in order to determine whether it
has value or to identify a range of values. The fact of uncertainty about what the precise value of
a contingent liability is does not mean there is uncertainty about whether that contingency will
have value. (See CC Reply Brief at Argument, II.B.2). Second, Complaint Counsel proved that
the expected value of the No-AG provision and Endo Credit were substantially larger than saved
litigation costs in any plausible scenario. (CCF ¶¶ 466-472). The unrebutted record evidence
shows that Impax expected the absence of an AG to be worth more than $20 million and that the
Endo Credit, if triggered, would make Impax whole for those profits by providing it with a cash
payment. (CCF ¶¶ 275, 413-14). This evidence, by itself, is sufficient to show that the NoAG/Endo Credit provisions represented a large payment to Impax. (See CC Reply Br. at
Argument, II.B.1). Additionally, Complaint Counsel’s economic expert, Professor Noll,
calculated the minimum values to Impax of the No-AG provision and Endo Credit, as of June
2010, in every plausible scenario. His analysis shows that, in any such scenario, the combination
of these provisions would result in a payment of at least $16.5 million to Impax, and likely far
more. (See CC Reply Br. at Argument, II.B.1).
As Impax’s own economic expert concedes, calculating a precise expected value for
these payment terms was not “in any practical sense doable.” (CCF ¶ 479; Addanki, Tr. 2444
(“you cannot” calculate the expected value)). And Dr. Addanki does not criticize or rebut
Professor Noll’s analysis of the range of expected values. (CC Reply Br. at Argument, II.B.1).
Indeed, Professor Noll’s analysis confirms Impax’s own expectations of the value of the
agreement. If the Endo Credit was not triggered, Impax would have made at least $16.5 million
in additional profits as a result of the No-AG provision. (CCF ¶¶ 467-69, 471). If the Endo
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Credit were triggered, Impax would make at least $62 million. (CCF ¶ 470). In all of these
scenarios, the value of the No-AG provision and Endo Credit was at least three times larger than
saved litigation costs. The scenario in which Impax did not receive a payment under either the
No-AG provision or the Endo Credit was “so unlikely it wasn’t worth worrying about.” (CCF ¶
480). Professor Noll’s analysis, therefore, confirms what Impax’s own documents and testimony
demonstrate: that the No-AG provision and Endo Credit is a large payment. (See CC Reply Br. at
Argument, II.B).
Finally, the Proposed Conclusion is also incorrect and should be rejected to the extent it
suggests that Impax does not bear the burden of justifying the payments. See Actavis, 133 S. Ct.
at 2236 (“An antitrust defendant may show in the antitrust proceeding that legitimate
justifications are present, thereby explaining the presence of the challenged term and showing the
lawfulness of that term under the rule of reason.”); id. at 2237 (“[O]ne who makes such a
payment may be unable to explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the
burden shifts to the defendant to show that legitimate justifications are present, thereby
explaining the presence of the challenged term and showing the lawfulness of that term under the
rule of reason.”) (internal quotation omitted).
34.

Relying on the ultimate amount of a contingent payment (even if discounted to the
present value at the time of the agreement) is inappropriate because it introduces
“hindsight bias.” See Paloian v. LaSalle Bank, N.A., 619 F.3d 688, 693 (7th Cir. 2010)
(Easterbrook, J.) (“Hindsight is wonderfully clear, but in determining the Hospital’s
solvency in mid-1997 it was necessary to determine the expected value of this liability as
of mid-1997, not the actual value as of 1999 or 2000. Hindsight bias is to be fought
rather than embraced.”); Cty. of Harding v. Frithiof, 483 F.3d 541, 548 (8th Cir. 2007)
(“Equating the value of the chance with the value of the realized contingency is
somewhat analogous to equating the value of a lottery ticket with the value of the
jackpot.”) (emphasis added).

Response to Proposed Conclusion No. 34
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The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
either Complaint Counsel or Professor Noll “relied on the ultimate amount” of the Endo Credit
payment ($102 million) to prove that the No-AG provision and Endo Credit was a large payment
as of June 2010. Complaint Counsel established this payment was large with unrebutted
contemporaneous documents and testimony showing that, at the time of the agreement, Impax
expected to make more than $20 million in additional sales due to not facing an AG or receive an
“approximation of th[ose] profits” under the Endo Credit. (CCF ¶¶ 275, 413-14). This evidence
does not rely on the actual $102 million payment to Impax. Complaint Counsel also provided the
unrebutted analysis of Professor Noll, who used historical Original Opana ER sales data and
Impax’s own contemporaneous documents to calculate the value to Impax, as of June 2010, of
the No-AG provision and Endo Credit in every plausible scenario. (CCF ¶¶ 466-472). Professor
Noll’s analysis shows that, in any such scenario, the combination of these provisions would
result in a payment of at least $16.5 million to Impax, and likely far more. (See CC Reply Br. at
Argument, II.B.1). This analysis also does not rely on the actual $102 million payment to Impax.
In addition, information about the future value of a payment is relevant to the extent it
informs us about the value to Impax in 2010. Here, for example, Professor Noll considered the
actual $102 million payment in a separate analysis in which he evaluates whether the possibility
that a hypothetical “zero payment” scenario could lower the expected value of the No-AG
provision and Endo Credit enough so that it was not large. (CCRF ¶ 639). Professor Noll notes,
as Dr. Addanki concedes, that at the time of the agreement, one possible value of the No-AG
provision was $102 million. (CCRF ¶ 639; CCF ¶ 479). (Since it happened, it must have been
possible.) Professor Noll explains that, because such a large payment was one possibility, in
order for the “zero value” scenario to effectively cancel it out and lower the expected value to at
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or near saved litigation costs, the possibility of that scenario would have to be enormous. (See
CC Br. at Argument, II.B.2). But Impax itself viewed this outcome as extremely unlikely. (See
CC Br. at Argument, II.B.2).
35.

Complaint Counsel’s economic expert’s analysis of the alleged “payment” terms is
unreliable because it relies on the ultimate payment made under the Endo Credit terms,
rather than calculating the probability-weighted expected value of the alleged “payment”
terms as of the time of the settlement.

Response to Proposed Conclusion No. 35
The Proposed Conclusion is incorrect and should be rejected. Professor Noll used
historical Original Opana ER sales data and Impax’s own contemporaneous documents to
calculate the value to Impax, as of June 2010, of the No-AG provision and Endo Credit in every
plausible scenario. (CCF ¶¶ 466-472). Professor Noll’s analysis shows that, in any such scenario,
the combination of these provisions would result in a payment of at least $16.5 million to Impax,
and likely far more. (See CC Reply Br. at Argument, II.B.1). Professor Noll considered the
actual $102 million payment in a separate analysis in which he evaluates whether the possibility
that a hypothetical “zero payment” scenario could lower the expected value of the No-AG
provision and Endo Credit enough so that it was not large. (CCRF ¶ 639). Professor Noll notes,
as Dr. Addanki concedes, that at the time of the agreement, one possible value of the No-AG
provision was $102 million. (CCRF ¶ 639; CCF ¶ 479). (Since it happened, it must have been
possible.) Professor Noll explains that because such a large payment was one possibility, in order
for the “zero value” scenario to effectively cancel it out and lower the expected value to at or
near saved litigation costs, the possibility of that scenario would have to be enormous. (See CC
Br. at Argument, II.B.2). But Impax itself viewed this outcome as extremely unlikely. (See CC
Br. at Argument, II.B.2).
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Nor is it necessary to calculate the precise expected value of a contingent liability in
order to determine whether it has value or to identify a range of values. (See CC Reply Brief at
Argument, II.B). As Impax’s own economic expert concedes, calculating a precise expected
value for these payment terms was not “in any practical sense doable.” (CCF ¶ 479; Addanki, Tr.
2444 (“you cannot” calculate the expected value)). And Dr. Addanki does not criticize or rebut
Professor Noll’s analysis of the range of expected values. (CC Reply Br. at Argument, II.B.1).
Indeed, Professor Noll’s analysis confirms Impax’s own expectations of the value of the
agreement. If the Endo Credit was not triggered, Impax would have made at least $16.5 million
in additional profits as a result of the No-AG provision. (CCF ¶¶ 467-69, 471). If the Endo
Credit were triggered, Impax would make at least $62 million. (CCF ¶ 470). In all of these
scenarios, the value of the No-AG provision and Endo Credit was at least three times larger than
saved litigation costs. The scenario in which Impax did not receive a payment under either the
No-AG provision or the Endo Credit was “so unlikely it wasn’t worth worrying about.” (CCF ¶
480). Professor Noll’s analysis, therefore, confirms what Impax’s own documents and testimony
demonstrate: that the No-AG provision and Endo Credit is a large payment. (See CC Reply Br. at
Argument, II.B.1).
36.

Therefore, Complaint counsel’s methodology for valuing the alleged “payment” terms in
the SLA fails to meet Complaint Counsel’s burden of proving that those terms conveyed
a “large” and “unjustified” payment to Impax at the time the SLA was executed.

Response to Proposed Conclusion No. 36
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel proved
that the expected value of the No-AG provision and Endo Credit was substantially larger than
saved litigation costs in any plausible scenario. The unrebutted record evidence shows that
Impax expected the absence of an AG to be worth more than $20 million and that the Endo
Credit, if triggered, would make Impax whole for those profits by providing it with a cash
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payment. (CCF ¶¶ 275, 413-14). This evidence, by itself, is sufficient to show that the NoAG/Endo Credit provisions represented a large payment to Impax. (See CC Reply Brief at
Argument, II.B.1). Additionally, Complaint Counsel’s economic expert, Professor Noll,
calculated the possible values of the No-AG provision and Endo Credit to Impax depending
primarily on what happened to Original Opana ER sales between June 2010 (the date of the
agreement) and January 2013 (the date of Impax’s entry). He used historical Original Opana ER
sales data and Impax’s own contemporaneous documents to calculate the value to Impax, as of
June 2010, of the No-AG provision and Endo Credit in every plausible scenario. His analysis
shows that, in any such scenario, the combination of these provisions would result in a payment
of at least $16.5 million to Impax, and likely far more. (See CC Reply Br. at Argument, II.B.1).
As Impax’s own economic expert concedes, calculating a precise expected value for
these payment terms was not “in any practical sense doable.” (CCF ¶ 479; Addanki, Tr. 2444
(“you cannot” calculate the expected value)). And Dr. Addanki does not criticize or rebut
Professor Noll’s analysis of the range of expected values. (CC Reply Br. at Argument, II.B.1).
Indeed, Professor Noll’s analysis confirms Impax’s own expectations of the value of the
agreement. If the Endo Credit was not triggered, Impax would have made at least $16.5 million
in additional profits as a result of the No-AG provision. (CCF ¶¶ 467-69, 471). If the Endo
Credit were triggered, Impax would make at least $62 million. (CCF ¶ 470). In all of these
scenarios, the value of the No-AG provision and Endo Credit was at least three times larger than
saved litigation costs. The scenario in which Impax did not receive a payment under either the
No-AG provision or the Endo Credit was “so unlikely it wasn’t worth worrying about.” (CCF ¶
480). Professor Noll’s analysis, therefore, confirms what Impax’s own documents and testimony
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demonstrate: that the No-AG provision and Endo Credit is a large payment. (See CC Reply Br. at
Argument, II.B).
Finally, the Proposed Conclusion is also incorrect and should be rejected to the extent it
suggests that Impax does not bear the burden of justifying the payments. See Actavis, 133 S. Ct.
at 2236 (“An antitrust defendant may show in the antitrust proceeding that legitimate
justifications are present, thereby explaining the presence of the challenged term and showing the
lawfulness of that term under the rule of reason.”); id. at 2237 (“[O]ne who makes such a
payment may be unable to explain and to justify it.”); Lamictal, 791 F.3d at 412 (“Second, the
burden shifts to the defendant to show that legitimate justifications are present, thereby
explaining the presence of the challenged term and showing the lawfulness of that term under the
rule of reason.”) (internal quotation omitted).
IV.

COMPLAINT COUNSEL HAS NOT MET ITS BURDEN OF ESTABLISHING
AN ANTITRUST VIOLATION UNDER THE APPLICABLE RULE OF
REASONS ANALYSIS
A.

37.

Complaint Counsel Did Not Prove That Endo Possessed Monopoly Power in
a Properly Defined Relevant Market

The antitrust laws do “not purport to afford remedies for all torts committed by or against
persons engaged in interstate commerce.” Hunt v. Crumboch, 325 U.S. 821, 826 (1945).

Response to Proposed Conclusion No. 37
Complaint Counsel has no specific response.
38.

“Substantial market power is an indispensable ingredient of every claim under the full
Rule of Reason.” Chicago Prof’l Sports Ltd. P’ship v. Nat’l Basketball Ass’n, 95 F.3d
593, 600 (7th Cir. 1996).

Response to Proposed Conclusion No. 38
Complaint Counsel has no specific response.
39.

“Proving the existence of monopoly power through indirect evidence requires a definition
of the relevant market.” Mylan Pharm. Inc. v. Warner Chilcott Pub. Ltd. Co., 838 F.3d
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421, 435 (3d Cir. 2016) (quoting Broadcom Corp. v. Qualcomm, Inc., 501 F.3d 297, 307
(3d Cir. 2007).
Response to Proposed Conclusion No. 39
Complaint Counsel has no specific response.
40.

A cognizable relevant market is comprised of all products that are “reasonably
interchangeable by consumers for the same purposes.” United States v. E.I. du Pont de
Nemours & Co., 351 U.S. 377, 395 (1956); see In re N.C. Bd. of Dental Exam’rs, 152
F.T.C. 75, 161 (2011) (“courts have found the ‘reasonable interchangeability’ standard to
be the essential test for ascertaining the relevant product market”), aff’d, 152 F.T.C. 640
(2011).

Response to Proposed Conclusion No. 40
Complaint Counsel has no specific response, but notes that “reasonable
interchangeability” is determined by high cross-elasticity of demand. See Times-Picayune Pub.
Co. v. United States, 345 U.S. 594, 612 n.31 (1953) (antitrust product market must “be drawn
narrowly to exclude any other product to which, within reasonable variations in price, only a
limited number of buyers will turn; in technical terms, products whose ‘cross elasticities of
demand’ are small”); Telecor Comm’cns Inc. v. Sw. Bell Tel. Co., 305 F.3d 1124, 1131 (10th Cir.
2002) (reasonable interchangeability “may be measured by, and is substantially synonymous
with, cross-elasticity” (citing Brown Shoe Co. v. United States, 370 U.S. 294, 325 (1962))).
Products that are functionally interchangeable or even identical may not be in the same relevant
antitrust market. See U.S. Anchor Mfg., Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993)
(excluding functionally similar products where there was insufficient evidence of crosselasticity); United States v. Archer-Daniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988)
(functionally interchangeable sweeteners in separate markets because “a small change in the
price of [one] would have little or no effect on demand for [the other]”); In re Loestrin 24 Fe
Antitrust Litig., 261 F. Supp. 3d 307, 327 (D.R.I. 2017) (“Products are not reasonably
interchangeable merely because they share similar forms or functions, but rather ‘[s]uch limits
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are drawn according to the cross-elasticity of demand for the product in question—the extent to
which purchasers will accept substitute products in instances of price fluctuation and other
changes.’”) (quoting In re Nexium, 968 F. Supp. 2d 367, 387-88 (D. Mass. 2013)); United Food
& Commercial Workers Local 1776 & Participating Employers Health & Welfare Fund v.
Teikoku Pharma USA, Inc. (“Lidoderm”), 2017 WL 5068533, at *19 (N.D. Cal. Nov. 3, 2017)
(“Consistent with the bulk of the case law, something more than mere therapeutic equivalency is
required to define the relevant antitrust product market. There must be some showing of crosselasticity.”).
41.

Reasonable interchangeability does not require identicality or literal equivalence. See
United States v. E.I. du Pont de Nemours & Co., 351 at 394 (“[I]llegal monopoly does
not exist merely because the product said to be monopolized differs from others. If it
were not so, only physically identical products would be a part of the market.”).

Response to Proposed Conclusion No. 41
Complaint Counsel has no specific response, but notes that “reasonable
interchangeability” is determined by high cross-elasticity of demand. See Times-Picayune Pub.
Co. v. United States, 345 U.S. 594, 612 n.31 (1953) (antitrust product market must “be drawn
narrowly to exclude any other product to which, within reasonable variations in price, only a
limited number of buyers will turn; in technical terms, products whose ‘cross elasticities of
demand’ are small”); Telecor Comm’cns Inc. v. Sw. Bell Tel. Co., 305 F.3d 1124, 1131 (10th Cir.
2002) (reasonable interchangeability “may be measured by, and is substantially synonymous
with, cross-elasticity” (citing Brown Shoe Co. v. United States, 370 U.S. 294, 325 (1962))).
Products that are functionally interchangeable or even identical may not be in the same relevant
antitrust market. See U.S. Anchor Mfg., Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993)
(excluding functionally similar products where there was insufficient evidence of crosselasticity); United States v. Archer-Daniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988)
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(functionally interchangeable sweeteners in separate markets because “a small change in the
price of [one] would have little or no effect on demand for [the other]”); In re Loestrin 24 Fe
Antitrust Litig., 261 F. Supp. 3d at 327 (D.R.I. 2017) (“Products are not reasonably
interchangeable merely because they share similar forms or functions, but rather ‘[s]uch limits
are drawn according to the cross-elasticity of demand for the product in question—the extent to
which purchasers will accept substitute products in instances of price fluctuation and other
changes.’”) (quoting In re Nexium, 968 F. Supp. 2d 367, 387-88 (D. Mass. 2013); Lidoderm,
2017 WL 5068533, at *19 (“Consistent with the bulk of the case law, something more than mere
therapeutic equivalency is required to define the relevant antitrust product market. There must be
some showing of cross-elasticity.”).
42.

“Without a well-defined relevant market, a court cannot determine the effect that an
allegedly illegal act has on competition.” Initial Decision at 123, In re 1-800 Contacts,
Inc., No. 9372 (F.T.C. Oct. 27, 2017) [hereinafter “1-800 Contacts”] (quoting Se. Mo.
Hosp. v. C.R. Bard, Inc., 642 F.3d 608, 613 (8th Cir. 2011)); see N.C. Bd. of Dental, 152
F.T.C. at 160 (assertion that “market definition is not a prerequisite to establishing
liability under the rule of reason” is “contrary to established law”); Deutscher Tennis
Bund v. ATP Tour, Inc., 610 F.3d 820, 828–33 (3d Cir. 2010) (affirming jury verdict for
defendants on rule of reason claim where plaintiffs failed to prove relevant market).

Response to Proposed Conclusion No. 42
The Proposed Conclusion is inaccurate to the extent it implies that market power can only
be established indirectly from the structure and composition of a relevant market. Market power
is “the power to control prices or exclude competition.” United States v. E.I. du Pont de Nemours
& Co., 351 U.S. 377, 391 (1956). This power can also be proven with “direct evidence of the
injurious exercise of market power. If the plaintiff puts forth evidence of restricted output and
supracompetitive prices, that is direct proof of the injury to competition which a competitor with
market power may inflict, and thus, of the actual exercise of market power.” Rebel Oil Co. v. Atl.
Richfield Co., 51 F.3d 1421, 1434 (9th Cir. 1995). Ultimately, the purpose of the market power
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inquiry, regardless of the method used, is to assess the likely competitive effects of the conduct
at issue. Geneva Pharm. Tech. Corp. v. Barr Labs. Inc., 386 F.3d 485, 496 (2d Cir. 2004)
(examining market power “provides the context against which to measure the competitive effects
of an agreement”).
1.
43.

Complaint Counsel Bears the Burden of Establishing a Cognizable
Antitrust Market

“The scope of the market is a question of fact as to which the plaintiff bears the burden of
proof.” Broadcom, 501 F.3d at 307.

Response to Proposed Conclusion No. 43
Complaint Counsel has no specific response.
44.

Complaint Counsel must meet this burden with reference to the rules of reasonable
interchangeability and cross-elasticity of demand. Queen City Pizza, Inc. v. Domino’s
Pizza, Inc., 124 F.3d 430, 436 (3d Cir. 1997); United States ex rel. Blaum v. Triad
Isotopes, Inc., 104 F. Supp. 3d 901, 924 (N.D. Ill. 2015).

Response to Proposed Conclusion No. 44
Complaint Counsel has no specific response, but notes that “reasonable
interchangeability” is determined by high cross-elasticity of demand. See Times-Picayune Pub.
Co. v. United States, 345 U.S. 594, 612 n.31 (1953) (antitrust product market “must be drawn
narrowly to exclude any other product to which, within reasonable variations in price, only a
limited number of buyers will turn; in technical terms, products whose ‘cross elasticities of
demand’ are small”); Telecor Commc’ns Inc. v. Sw Bell Tel. Co., 305 F.3d 1124, 1131 (10th Cir.
2002) (reasonable interchangeability “may be measured by, and is substantially synonymous
with, cross-elasticity” (citing Brown Shoe Co. v. United States, 370 U.S. 294, 325 (1962))).
45.

This is because the relevant market inquiry centers on “the choices available to
consumers.” Little Rock Cardiology Clinic PA v. Baptist Health, 591 F.3d 591, 596 (8th
Cir. 2009).

Response to Proposed Conclusion No. 45
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The Proposed Conclusion is inaccurate and should be rejected to the extent it suggests
that the relevant market inquiry focuses on whether products can be used for the same purpose.
Not all functionally interchangeable products are “reasonably interchangeable” in an antitrust
sense. Instead, “reasonable interchangeability” is determined by high cross-elasticity of demand.
See Times-Picayune Pub. Co. v. United States, 345 U.S. 594, 612 (1953) (antitrust product
market must “be drawn narrowly to exclude any other product to which, within reasonable
variations in price, only a limited number of buyers will turn; in technical terms, products whose
‘cross elasticities of demand’ are small”); Telecor Commc’ns Inc. v. Sw Bell Tel. Co., 305 F.3d
1124 (10th Cir. 2002) (reasonable interchangeability “may be measured by, and is substantially
synonymous with, cross-elasticity” (citing Brown Shoe Co. v. United States, 370 U.S. 294, 325
(1962))).
46.

“Analysis of the market is a matter of business reality—a matter of how the market is
perceived by those who strive for profit in it.” See 1-800 Contacts at 132 (quoting FTC v.
Coca-Cola Co., 641 F. Supp. 1128, 1132 (D.D.C. 1986), vacated as moot, 829 F.2d 191
(D.C. Cir. 1987)).

Response to Proposed Conclusion No. 46
Complaint Counsel has no specific response, but notes that the relevant antitrust market is
determined by high cross-elasticity of demand; thus, “the mere fact that a firm may be termed a
competitor in the overall marketplace does not necessarily require that it be included in the
relevant product market for antitrust purposes.” FTC v. Staples, Inc., 970 F. Supp. 1066, 1075
(D.D.C. 1997); see also Telecor Commc’ns, Inc. v. Sw Bell Tel. Co., 305 F.3d 1124, 1131 (10th
Cir. 2002) (reasonable interchangeability “may be measured by, and is substantially synonymous
with, cross-elasticity” (citing Brown Shoe Co. v. United States, 370 U.S. 294, 325 (1962))).
47.

The market definition inquiry “‘must take into account the realities of competition.’” 1800 Contacts at 124 (quoting FTC v. Whole Foods Mkt., 548 F.3d 1028, 1039 (D.C. Cir.
2008)).
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Response to Proposed Conclusion No. 47
Complaint Counsel has no specific response.
48.

This requires an evaluation of “the nature of the commercial entities involved and by the
nature of the competition that they face.” See United States v. Phillipsburg Nat’l Bank &
Trust Co., 399 U.S. 350, 360 (1970).

Response to Proposed Conclusion No. 48
Complaint Counsel has no specific response.
49.

This is especially important in cases involving the pharmaceutical industry because it
exhibits numerous unique institutional features. See FTC v. Cardinal Health, Inc., 12 F.
Supp. 2d 34, 46 (D.D.C. 1998) (“It is imperative that the Court, in determining the
relevant market, take into account the economic and commercial realities of the
pharmaceutical industry.”).

Response to Proposed Conclusion No. 49
Complaint Counsel has no specific response, but notes that the single most important
commercial reality of brand-generic competition in the pharmaceutical sector is the elaborate
regulatory system “designed to speed the introduction of low-cost generic drugs to market.”
Caraco Pharm. Labs., Ltd. v. Novo Nordisk A/S, 566 U.S. 399, 405 (2012). This regulatory
scheme was created “because the pharmaceutical market is not a well-functioning market.” New
York ex rel. Schneiderman v. Actavis PLC (Namenda), 787 F.3d 638, 645 (2d Cir. 2015). Unlike
most markets, “the party who selects the drug (the doctor) does not fully bear its costs, which
creates a price disconnect.” 787 F.3d at 645-46. In other words, “the consumer, the decision
maker, and the payer of most of the costs are all disjointed.” Impax Br. at 64 (internal marks
omitted) (quoting Addanki, Tr. 2215). The Hatch-Waxman Act and state generic substitution
laws correct for this price disconnect by facilitating the entry of cheaper generic drugs and
allowing pharmacists to substitute those cheaper drugs for their branded counterparts without a
doctor’s involvement. (CCF ¶¶ 6-7, 16, 20-21, 23-26, 567-68; CCRF ¶ 988). Because of this
regulatory structure, generic drugs are often uniquely close competitors to their branded
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counterparts. They are essentially copies of the branded drug, with the same active ingredient in
the same dose, and are therefore generally the closest functional substitute for the corresponding
brand product. (CCF ¶¶ 9, 549-50). Given these commercial realities, the unique competitive role
of generics “cannot be seriously debated.” Valley Drug Co. v. Geneva Pharm., Inc., 344 F.3d
1294, 1311 n.27 (11th Cir. 2003).
2.

50.

Complaint Counsel’s Proposed Oxymorphone ER-only Product
Market is Improper; the Relevant Product Market is Long Acting
Opioids

A prescription drug, like any other product, is not automatically its own market. See
Mylan, 838 F.3d at 437 (finding the drug Doryx competed in a market with other
prescription drugs).

Response to Proposed Conclusion No. 50
Complaint Counsel has no specific response.
51.

Courts in pharmaceutical cases must undergo the same analysis in pharmaceutical cases
to define a relevant market as in any other antitrust case. See Mylan, 848 F.3d at 435–36.

Response to Proposed Conclusion No. 51
Complaint Counsel has no specific response.
52.

One “test used by economists to determine a product market is the hypothetical
monopolist test. . . . This test queries whether a hypothetical monopolist who has control
over the products in an alleged market could profitably raise prices on those products.”
Fed. Trade Comm’n v. Staples, Inc., 190 F. Supp. 3d 100, 121 (D.D.C. 2016) (internal
citations omitted). This is often referred to as a “small but significant and non-transitory
increase in price” or “SSNIP” test. Id.

Response to Proposed Conclusion No. 52
Complaint Counsel has no specific response.
53.

Complaint Counsel did not attempt a SSNIP test to define the relevant product market.

Response to Proposed Conclusion No. 53
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
Complaint Counsel did not provide an analysis of the cross-elasticity of demand between Opana
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ER and other LAOs. A SSNIP test is one way to assess cross-elasticity of demand. (CCF ¶¶ 51819, 526, 898-99 (describing how the SSNIP test establishes cross-elasticity); CCRF ¶ 750).
Professor Noll did not specifically conduct a SSNIP test, but he used a related technique to
assess cross-elasticity to analyze whether other LAOs were in the same product market as Opana
ER: He observed what happened to the price and sale of one LAO when a lower-priced generic
version of another LAO was introduced. By observing a product’s reaction to changes in the
price of another product, the fact finder can draw conclusions about the degree of cross-elasticity
between two drugs and whether they are close substitutes. (CCF ¶¶ 899-902). For example, if
Opana ER and morphine sulfate were close economic substitutes, a launch of generic morphine
sulfate would result in users of Opana ER switching to generic morphine sulfate. (CCF ¶ 899
(citing Noll, Tr. 1374-75)). Dr. Addanki does not use this method for defining a relevant product
market. (CCF ¶ 899). Professor Noll’s analysis determined that lower-price generic
oxymorphone ER products took substantial sales from Opana ER, but not from any other LAOs.
(CCF ¶ 900). Similarly, he determined that lower cost generic versions of other LAOs did not
take sales from Opana ER. These results show that there is high cross-elasticity of demand
between brand and generic versions oxymorphone ER products, but low cross-elasticity between
oxymorphone ER products and other non-oxymorphone LAOs. Dr. Addanki does not offer any
criticism of this analysis. (See CCF ¶¶ 897-903).
54.

Complaint Counsel does not offer any way to identify a set of patients that could not
substitute another long acting opioid for an oxymorphone ER product in response to a
SSNIP, or any other legally cognizable way.

Response to Proposed Conclusion No. 54
The Proposed Conclusion is incorrect and should be rejected. Defining a relevant product
market does not require Complaint Counsel to “identify a set of patients that could not substitute
another long acting opioid for an oxymorphone ER product in response to a SSNIP, or any other
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legally cognizable way.” Whether or not patients could substitute another long acting opioid for
oxymorphone ER in response to a price increase only establishes functional interchangeability
between the products. The relevant antitrust question is whether enough patients actually would
switch to another LAO in response to a small but significant price increase for an oxymorphone
ER product to make that price change unprofitable—i.e., whether there is high cross-elasticity of
demand between oxymorphone ER products and other LAOs. See Times-Picayune Pub. Co. v.
United States, 345 U.S. 594, 612 n.31 (1953) (antitrust product market “must be drawn narrowly
to exclude any other product to which, within reasonable variations in price, only a limited
number of buyers will turn; in technical terms, products whose ‘cross elasticities of demand’ are
small”); U.S. Anchor Mfg., Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993) (excluding
functionally similar products where there was insufficient evidence of cross-elasticity); United
States v. Archer-Daniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988) (functionally
interchangeable sweeteners in separate markets because “a small change in the price of [one]
would have little or no effect on the demand for [the other]”); In re Loestrin 24 Fe Antitrust
Litig., 261 F. Supp. 3d 307, 327 (D.R.I. 2017) (“Products are not reasonably interchangeable
merely because they share similar forms or functions, but rather ‘such limits are drawn according
to the cross-elasticity of demand for the product in question—the extent to which purchasers will
accept substitute products in instances of price fluctuation and other changes.’” (quoting In re
Nexium (Esomeprazole) Antitrust Litig., 968 F. Supp. 2d 367, 387-88 (D. Mass. 2013));
Lidoderm, 2017 WL 5068533, at *19 (“Consistent with the bulk of the case law, something more
than mere therapeutic equivalency is required to define the relevant antitrust product market.
There must be some showing of cross-elasticity.”).
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a.
55.

Ordinary Course Business Documents

Firms’ perceptions of competition are highly probative of the relevant market. As this
Court has stated, “[o]rdinary course business documents reveal the contours of
competition from the perspective of the parties, who may be presumed to ‘have accurate
perceptions of economic realities.’” 1-800 Contacts at 124–25 (quoting Whole Foods,
548 F.3d at 1045 (Tatel, J., concurring)); see Brown Shoe Co. v. United States, 370 U.S.
294, 325 (1962) (“industry or public recognition” may serve as “practical” indicator of
relevant market); Town Sound & Custom Tops, Inc. v. Chrysler Motors Corp., 959 F.2d
468, 497 (3d Cir. 1992) (evidence that “Chrysler dealers perceive[d] themselves as
competing with dealers handling other cars” indicated that the relevant market was not
limited to Chrysler cars).

Response to Proposed Conclusion No. 55
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
the context of business documents is not important. “[T]he mere fact that a firm may be termed a
competitor in the overall marketplace does not necessarily require that it be included in the
relevant product market for antitrust purposes.” FTC v. Staples, Inc., 970 F. Supp. 1066, 1075
(D.D.C. 1997).
56.

“[C]ourts often pay close attention to the defendants’ ordinary course of business
documents” when “determining the relevant product market.” United States v. H&R
Block, Inc., 833 F. Supp. 2d 36, 52 (D.D.C. 2011).

Response to Proposed Conclusion No. 56
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
the context of business documents is not important. “[T]he mere fact that a firm may be termed a
competitor in the overall marketplace does not necessarily require that it be included in the
relevant product market for antitrust purposes.” FTC v. Staples, Inc., 970 F. Supp. 1066, 1075
(D.D.C. 1997).
57.

That manufacturers of long acting opioids, in ordinary course business documents,
consistently defined the market in which Endo competed as including other long acting
opioids, is probative of a long acting opioid product market. See Mylan Pharm., Inc. v.
Warner Chilcott Pub. Ltd. Co., Civ. No. 12-3824, 2015 WL 1736957, at *9 (E.D. Pa.
Apr. 16, 2015), aff’d, 838 F.3d 421 (3d Cir. 2016) (“Years of internal marketing
documents further confirm that tetracyclines are reasonable substitutes for one another.”).
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Response to Proposed Conclusion No. 57
The Proposed Conclusion is incorrect and should be rejected. Business documents from
Endo and other LAO manufacturers use the terms “competitor” and “market” in a general
business sense—not in an economics or antitrust sense. But “the mere fact that a firm may be
termed a competitor in the overall marketplace does not necessarily require that it be included in
the relevant product market for antitrust purposes.” FTC v. Staples, Inc., 970 F. Supp. 1066,
1075 (D.D.C. 1997). When examined in context, these Endo business documents show that LAO
manufacturers were generally not concerned with the price of LAOs based on different
molecules. Endo’s documents, for example, rarely even mention the relative price of other
LAOs. Instead, those documents make clear that Endo’s primary marketing goal was to
differentiate Opana ER from other LAOs so that it did not have to compete with them on price.
(CCF ¶¶ 724-25). Endo’s marketing goal was to “effectively communicate why [its] product is
different and why it would be needed by certain patient types.” (CCF ¶ 728). To this end Endo
repeatedly emphasized that Opana ER had “distinct pharmacologic properties compared with
most other opioids,” (CCF ¶¶ 726, 729-32, 769-70). Such product differentiation increases brand
loyalty and make it less likely consumers will switch brands in response to small price changes.
See CC Reply Br. at Argument, III.A.3.
b.
58.

Price-Induced Switching

Evidence of “how customers have shifted purchases in the past in response to relative
changes in price” is directly probative of product market definition. U.S. Dep’t of Justice
& Fed. Trade Comm’n, Horizontal Merger Guidelines § 4.1.3 (2010).

Response to Proposed Conclusion No. 58
Complaint Counsel has no specific response.
59.

Price-induced switching is the essence of product market definition. See Apple, Inc. v.
Psystar Corp., 586 F. Supp. 2d 1190, 1196 (N.D. Cal. 2008) (“Whether products are part
of the same or different markets under antitrust law depends on whether consumers view
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those products as reasonable substitutes for each other and would switch among them in
response to changes in relative prices.”); see also Mylan, 838 F.3d at 437 (evidence of
price-related switching was the “[m]ost convincing[]” proof that Doryx competed in the
same market as other oral tetracyclines).
Response to Proposed Conclusion No. 59
The Proposed Conclusion is incomplete and misleading. The essence of product market
definition is cross-elasticity, which is based on whether enough consumers switch to another
product in response to a change in relative prices to make that price change unprofitable. See CC
Reply Br. at Argument, III.A.
60.

While Impax does not carry the burden of establishing the relevant market, Impax has
shown evidence of price-induced switching among long-acting opioids, especially with
regard to formulary changes.

Response to Proposed Conclusion No. 60
The Proposed Conclusion is incorrect and should be rejected. Impax has not provided any
evidence that consumers switched among LAOs of different molecules in response to price
changes. The analysis of LAO formulary placement by Impax’s economic expert does not show
cross-elasticity. First, Dr. Addanki’s formulary analysis does not show that other LAOs were
close competitors to Opana ER. The fact that generic oxymorphone ER was able to enter at a
lower price and take substantial sales demonstrates that formulary competition—such as it was—
necessarily was insufficient to reduce prices to a competitive level and dissipate Endo’s market
power. (CCF ¶¶ 684, 878, 906-11; CCRF ¶ 990). Second, even taken at face value, Dr.
Addanki’s review of formulary placement says nothing about cross-elasticity between Opana ER
and other LAOs. Dr. Addanki reached the general conclusions that “most plans did not place all
LAOs on the same formulary tier,” that different plans placed Opana ER in more or less
favorable positions, and that formularies generally exhibited “churn” as the relative position of
each LAO changed over time. Impax Br. at 82-83. But these conclusions do not even establish
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price competition, let alone cross-elasticity of demand. Dr. Addanki admitted that he did not
analyze or even know why any LAOs were put in certain formulary positions or whether it had
anything to do with price. (CCF ¶ 944; CCRF ¶ 836). Third, Dr. Addanki’s analysis entirely
ignored generic oxymorphone ER and all other generic LAOs, which he acknowledge would “be
on tier one uniformly or virtually uniformly.” (CCF ¶ 946). By excluding generics, the most
direct competitors for these products, Dr. Addanki paints a misleading picture of the level of
competition between Opana ER and other LAOs. (CCF ¶ 947); see also CC Reply Br. at
Argument, III.A.3.
Impax also offers anecdotal evidence that Endo offered rebates to secure formulary
placement, but that is neither unusual nor inconsistent with market power. See Lidoderm, 2017
WL 5068533, at *17, *20 (“[E]vidence that physicians and MCOs were concerned about the
‘high’ price of Lidoderm and prescribed more or made more available where prices were lower
or significant rebates were provided does not mean that the other products on the market . . .
constrained the price of Lidoderm. It simply shows that, in order to grow the market for what
defendants repeatedly characterize as a unique product, price concessions and rebates for
Lidoderm were necessary.”). The fact that Endo provided discounts to payers to sell more Opana
ER does not answer the market definition question because it does not shed any light on the
cross-elasticity of demand between Opana ER and other products. The fact that Endo decreased
its sale price of Opana ER provides no indication of whether Opana ER was relatively cheaper
than other LAOs. If payers were receiving similar discounts from other LAO manufacturers, then
changes in formulary placement would not indicate anything about cross-elasticity of demand.
Alternately, if those products were already significantly more expensive than Opana ER—or
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significantly cheaper—the need for further discounting would not indicate price competition
with them. See CC Reply Br. at Argument, III.A.3.
61.

What little price-switching evidence Complaint Counsel has offered in response does not
support Complaint Counsel’s proposed market definition.

Response to Proposed Conclusion No. 61
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel
provided an analysis of the cross-elasticity of demand between Opana ER and other LAOs.
Professor Noll analyzed what happened to the price and sale of one LAO when a lower-priced
generic version of another LAO is introduced. See CC Reply Br. at Argument, III.C.3. By
observing a product’s reaction to changes in the price of another product, the fact finder can
draw conclusions about the degree of cross-elasticity between two drugs and whether they are
close substitutes. (CCF ¶ 899 (describing how the SSNIP test establishes cross-elasticity)). For
example, if Opana ER and morphine sulfate were close economic substitutes, a launch of generic
morphine sulfate should result in users of Opana ER switching to generic morphine sulfate.
(CCF ¶ 899 (citing Noll, Tr. 1374-75)). Dr. Addanki does not use this method for defining a
relevant product market. (CCF ¶ 899). Professor Noll’s analysis determined that lower-price
generic oxymorphone ER products took substantial sales from Opana ER, but not from any other
LAOs. Similarly, he determined that lower cost generic versions of other LAOs did not take
sales from Opana ER. These results allowed Professor Noll to draw the conclusion that there is
high cross-elasticity of demand between brand and generic versions oxymorphone ER products,
but low cross-elasticity between oxymorphone ER products and other, non-oxymorphone LAOs.
Dr. Addanki does not offer any criticism of this analysis. (See CCF ¶¶ 897-903); CC Reply Br. at
Argument, III.C.
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62.

The only price-switching observations offered by Complaint Counsel is Dr. Noll’s
evaluation of sales trends after the entry of generic opioid products, which is inconclusive
with regard to market definition.

Response to Proposed Conclusion No. 62
The Proposed Conclusion is incorrect and should be rejected. Professor Noll analyzed
what happened to the price and sale of one LAO when a lower-priced generic version of another
LAO is introduced. By observing a product’s reaction to changes in the price of another product,
the fact finder can draw conclusions about the degree of cross-elasticity between two drugs and
whether they are close substitutes. (CCF ¶ 899 (describing how the SSNIP test establishes crosselasticity)). Professor Noll’s analysis determined that lower-price generic oxymorphone ER
products took substantial sales from Opana ER, but not from any other LAOs. Similarly, he
determined that lower cost generic versions of other LAOs did not take sales from Opana ER.
These results allowed Professor Noll to draw the conclusion that there is high cross-elasticity of
demand between brand and generic versions oxymorphone ER products, but low cross-elasticity
between oxymorphone ER products and other, non-oxymorphone LAOs. Dr. Addanki does not
offer any criticism of this analysis. (See CCF ¶¶ 897-903); see CC Reply Br. at Argument, III.C.
Impax does not offer any citation or support for its Proposed Conclusion that Professor Noll’s
analysis is “inconclusive with regard to market definition.”
c.
63.

Product Differentiation Insufficient

“[P]roduct differentiation does not indicate substantial market power for anyone. Indeed,
highly competitive firms advertise [and] vary products.” Phillip E. Areeda & Herbert
Hovenkamp, Antitrust Law ¶ 520c (rev. ed. 2017).

Response to Proposed Conclusion No. 63
Complaint Counsel has no specific response, but notes that, although product
differentiation does not establish market power, it can contribute to market power. See Lawrence
A. Sullivan, et al., The Law of Antitrust: An Integrated Handbook 69 (3d ed. 2015) (noting that
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product differentiation is an entry barrier that can contribute to market power); FTC v. Tenneco,
Inc., 433 F. Supp. 105, 111 (D.D.C. 1977) (same); (CCF ¶¶ 940-42). The purpose of product
differentiation is to convince consumers that other products are not acceptable substitutes for
your product and therefore should not simply make a choice on the basis of price. See CC Reply
Br. at Argument, III.A.3.
64.

That competitors in the long acting opioid market attempt to differentiate their products
through advertising or similar means of differentiation does not mean that each opioid
occupies a separate market. See Town Sound, 959 F.2d at 478–81 (evidence that
Chrysler’s advertising compared the “features of its autos with other companies’ [cars]”
supported conclusion that “Chrysler cars compete vigorously with many other
companies’ automobiles”).

Response to Proposed Conclusion No. 64
Complaint Counsel has no specific response, but notes that, although product
differentiation does not establish market power, it can contribute to market power. See Lawrence
A. Sullivan, et al., The Law of Antitrust: An Integrated Handbook 69 (3d ed. 2015) (noting that
product differentiation is an entry barrier that can contribute to market power); FTC v. Tenneco,
Inc., 433 F. Supp. 105, 111 (D.D.C. 1977) (same); (CCF ¶¶ 940-42). The purpose of product
differentiation is to convince consumers that other products are not acceptable substitutes for
your product and therefore should not simply make a choice on the basis of price. See CC Reply
Br. at Argument, III.A.3.
65.

To the contrary, detailing efforts emphasizing different long-acting opioids purported
“advantages” over rival long acting opioid products supports, rather than undermines, the
conclusion that they were “effective substitutes for each other.” See Mylan, 2015 WL
1736957, at *10.

Response to Proposed Conclusion No. 65
The Proposed Conclusion is incorrect and should be rejected. First, it incorrectly suggests
that functional substitutes are necessarily in the same market. Products that are functionally
interchangeable or even identical may not be in the same relevant antitrust market. See U.S.
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Anchor Mfg., Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993) (excluding functionally
similar products where there was insufficient evidence of cross-elasticity); United States v.
Archer-Daniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988) (functionally interchangeable
sweeteners in separate markets because “a small change in the price of [one] would have little or
no effect on the demand for [the other]”); In re Loestrin, 261 F. Supp. 3d at 327 (“Products are
not reasonably interchangeable merely because they share similar forms or functions, but rather
‘such limits are drawn according to the cross-elasticity of demand for the product in question—
the extent to which purchasers will accept substitute products in instances of price fluctuation
and other changes.’” (quoting In re Nexium, 968 F. Supp. 2d at 387-88)); Lidoderm, 2017 WL
5068533, at *19 (“Consistent with the bulk of the case law, something more than mere
therapeutic equivalency is required to define the relevant antitrust product market. There must be
some showing of cross-elasticity.”). CC Reply Br. at Argument, III.A.
Second, it incorrectly suggests that competition based on product differentiation rather
than price indicates that products are in the same relevant market. (See Lawrence A. Sullivan, et
al., The Law of Antitrust: An Integrated Handbook 69 (3d ed. 2015) (noting that product
differentiation is an entry barrier that can contribute to market power); FTC v. Tenneco, Inc., 433
F. Supp. 105, 111 (D.D.C. 1977) (same); CCF ¶¶ 940-42). The purpose of product differentiation
is to convince consumers that other products are not acceptable substitutes for your product and
therefore should not simply make a choice on the basis of price. See CC Reply Br. at Argument,
III.A.3.
d.
66.

Consumer Preference Insufficient

Without any way of identifying a patient population that could not switch from
oxymorphone ER to another long acting opioid, these alleged patients cannot delineate a
relevant market. See Horizontal Merger Guidelines §§ 3, 4.1.4 (markets defined by
“targeted customers” must be based on “observable characteristics”).
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Response to Proposed Conclusion No. 66
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel has not
alleged a relevant market based on “targeted customers,” and therefore the Proposed Conclusion
is irrelevant. Moreover, the Proposed Conclusion incorrectly suggests that the relevant market
definition question is based on functional interchangeability. Whether or not patients could
substitute another long acting opioid for oxymorphone ER in response to a price increase only
establishes functional interchangeability between the products. The relevant antitrust question is
whether patients actually would switch to another LAO in response to a small but significant
price increase for an oxymorphone ER product—i.e., whether there is high cross-elasticity of
demand between oxymorphone ER products and other LAOs. See Times-Picayune Pub. Co. v.
United States, 345 U.S. 594, 612 n.31 (1953) (antitrust product market “must be drawn narrowly
to exclude any other product to which, within reasonable variations in price, only a limited
number of buyers will turn; in technical terms, products whose ‘cross elasticities of demand’ are
small”); U.S. Anchor Mfg., Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993) (excluding
functionally similar products where there was insufficient evidence of cross-elasticity); United
States v. Archer-Daniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988) (functionally
interchangeable sweeteners in separate markets because “a small change in the price of [one]
would have little or no effect on the demand for [the other]”); In re Loestrin, 261 F. Supp. 3d at
327 (“Products are not reasonably interchangeable merely because they share similar forms or
functions, but rather ‘such limits are drawn according to the cross-elasticity of demand for the
product in question—the extent to which purchasers will accept substitute products in instances
of price fluctuation and other changes.’” (quoting In re Nexium, 968 F. Supp. 2d at 387-88));
Lidoderm, 2017 WL 5068533, at *19 (“Consistent with the bulk of the case law, something more
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than mere therapeutic equivalency is required to define the relevant antitrust product market.
There must be some showing of cross-elasticity.”). CC Reply Br. at Argument, III.A. & C.
67.

Even if some patients simply prefer Opana ER over other long acting opioids, this does
not make those patients a relevant market unto themselves. See Queen City Pizza, 124
F.3d at 437 (“Interchangeability implies that one product is roughly equivalent to another
for the use to which it is put; while there may be some degree of preference for the one
over the other, either would work effectively.”) (quoting Allen-Myland, Inc. v. IBM
Corp., 33 F.3d 194, 206 (3d Cir. 1994)); see also Mylan, 2015 WL 1736957, at *10
(“even if there are patients for whom Doryx is a preferred treatment, the ‘test for a
relevant market is not commodities reasonably interchangeable by a particular plaintiff,
but commodities reasonably interchangeable by consumers for the same purposes’”)
(quoting Queen City Pizza, 124 F.3d at 438).

Response to Proposed Conclusion No. 67
Complaint Counsel has no specific response, but notes that the relevant market is
determined by high cross-elasticity of demand—whether consumers would switch from Opana
ER to another LAO as a result of a small but significant price increase. See Times-Picayune Pub.
Co. v. United States, 345 U.S. 594, 612 (1953); Telecor Commc’ns Inc. v. Sw Bell Tel. Co., 305
F.3d 1124 (10th Cir. 2002). Products that are functionally interchangeable or even identical may
not be in the same relevant antitrust market. See U.S. Anchor Mfg., Inc. v. Rule Indus., Inc., 7
F.3d 986, 996 (11th Cir. 1993) (excluding functionally similar products where there was
insufficient evidence of cross-elasticity); United States v. Archer-Daniels-Midland Co., 866 F.2d
242, 248 (8th Cir. 1988) (functionally interchangeable sweeteners in separate markets because “a
small change in the price of [one] would have little or no effect on the demand for [the other]”);
In re Loestrin, 261 F. Supp. 3d at 327 (“Products are not reasonably interchangeable merely
because they share similar forms or functions, but rather ‘such limits are drawn according to the
cross-elasticity of demand for the product in question—the extent to which purchasers will
accept substitute products in instances of price fluctuation and other changes.’” (quoting In re
Nexium, 968 F. Supp. 2d at 387-88)); Lidoderm, 2017 WL 5068533, at *19 (“Consistent with the
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bulk of the case law, something more than mere therapeutic equivalency is required to define the
relevant antitrust product market. There must be some showing of cross-elasticity.”); CC Reply
Br. at Argument, III.A. & C.
e.
68.

Relevant Market

Competitive realities, ordinary course business documents, price-induced switching, and
the lack of any identifiable group of patients for whom oxymorphone ER has no
substitute, lead to the inexorable conclusion that the relevant market includes numerous
long acting opioids. See United States v. Continental Can Co., 378 U.S. 441, 457 (1964)
(relevant market’s “contours must, as nearly as possible, conform to competitive
reality”); Whole Foods, 548 F.3d at 1039 (“As always in defining a market, we must
‘take into account the realities of competition.’”) (quoting Weiss v. York Hosp., 745 F.2d
786, 826 (3d Cir. 1984)).

Response to Proposed Conclusion No. 68
The Proposed Conclusion is incorrect and should be rejected. First, the competitive
realities of the pharmaceutical industry demonstrate that generic versions of branded products are
generally the most important source of competition for those products and are often uniquely
close competitors. See CC Reply Br. at Argument, III.A.1. That is true here. (CCF ¶¶ 908-09).
Second, Endo’s ordinary course business documents show that it was not concerned about the
prices of other LAOs and instead sought to “effectively communicate why [its] product is
different and why it would be needed by certain patient types.” (CCF ¶ 728). Third, the fact that
other LAOs may be functional substitutes for oxymorphone ER products does not mean they are
“reasonable substitutes” for the purposes of antitrust market definition. See U.S. Anchor Mfg.,
Inc. v. Rule Indus., Inc., 7 F.3d 986, 996 (11th Cir. 1993) (excluding functionally similar
products where there was insufficient evidence of cross-elasticity); United States v. ArcherDaniels-Midland Co., 866 F.2d 242, 248 (8th Cir. 1988) (functionally interchangeable
sweeteners in separate markets because “a small change in the price of [one] would have little or
no effect on the demand for [the other]”); In re Loestrin, 261 F. Supp. 3d at 327 (“Products are
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not reasonably interchangeable merely because they share similar forms or functions, but rather
‘such limits are drawn according to the cross-elasticity of demand for the product in question—
the extent to which purchasers will accept substitute products in instances of price fluctuation
and other changes.’” (quoting In re Nexium, 968 F. Supp. 2d at 387-88)); Lidoderm, 2017 WL
5068533, at *19 (“Consistent with the bulk of the case law, something more than mere
therapeutic equivalency is required to define the relevant antitrust product market. There must be
some showing of cross-elasticity.”). See CC Reply Br. at Argument, III.A. & C.
Professor Noll’s unrebutted analysis of the substitution patterns between oxymorphone
ER and other LAOs answers the market definition question. Professor Noll analyzed what
happened to the price and sale of one LAO when a lower-priced generic version of another LAO
is introduced. By observing a product’s reaction to changes in the price of another product, the
fact finder can draw conclusions about the degree of cross-elasticity between two drugs and
whether they are close substitutes. (CCF ¶ 899 (describing how the SSNIP test establishes crosselasticity)). Professor Noll’s analysis determined that lower-price generic oxymorphone ER
products took substantial sales from Opana ER, but not from any other LAOs. Similarly, he
determined that lower cost generic versions of other LAOs did not take sales from Opana ER.
These results allowed Professor Noll to draw the conclusion that there is high cross-elasticity of
demand between brand and generic versions oxymorphone ER products, but low cross-elasticity
between oxymorphone ER products and other, non-oxymorphone LAOs. Dr. Addanki does not
offer any criticism of this analysis. (See CCF ¶¶ 897-903); CC Reply Br. at Argument, III.C.
Because only products with high cross elasticity of demand are in the same relevant antitrust
market, other LAOs are not in the same relevant market as oxymorphone ER products.
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Professor Noll’s analysis is confirmed by real-world evidence about the effect of generic
oxymorphone entry. When Impax’s generic oxymorphone ER entered the market, {
} (CCF ¶¶ 629-37) (in camera).
{

} (CCF ¶ 653; CX4038

(Engle Dep., at 122-23) (in camera)). This difference cannot be explained by state substitution
laws: Impax’s generic oxymorphone ER was not AB-rated to Endo’s reformulated Opana ER
and therefore could not be automatically substituted. If oxymorphone ER were interchangeable
with other LAOs, Impax’s cheaper product should have taken sales from them as well. The fact
that it did not shows that other LAOs are not in the same relevant market as oxymorphone ER
products. See CC Reply Br. at Argument, III.A. Moreover, if non-oxymorphone LAOs had high
cross-elasticity of demand with oxymorphone ER, then Opana ER would have already been
constrained to a competitive price when Impax’s generic product launched: “[I]f competitive
prices were being charged before the patented drug had a generic competitor, then the entry of
new competitors would not result in a substantial change in price.” In re Aggrenox, 199 F. Supp.
3d at 667. The fact that Impax’s generic product entered at a lower price and took substantial
sales from Endo’s branded product confirms that competition from other LAOs was not
sufficient to keep Endo’s price at a competitive level.
69.

The relevant market in which Opana ER competed was the market for long acting
opioids.

Response to Proposed Conclusion No. 69
The Proposed Conclusion is incorrect and should be rejected. First, this Proposed
Conclusion is not “supported by applicable legal authority” as required by the mandatory rules
for post-trial briefs. Order on Post-Trial Briefs (Nov. 17, 2017) at 2 (“All legal contentions,
including, but not limited to, contentions regarding liability and the proposed remedy, shall be
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supported by applicable legal authority.”). Second, the relevant market in which to assess the
challenged conduct is brand and generic oxymorphone ER products. Professor Noll’s unrebutted
analysis of substitution between oxymorphone ER and other LAOs answers the market definition
question. Professor Noll analyzed what happened to the price and sale of one LAO when a
lower-priced generic version of another LAO is introduced. By observing a product’s reaction to
changes in the price of another product, the fact finder can draw conclusions about the degree of
cross-elasticity between two drugs and whether they are close substitutes. (CCF 899 (describing
how the SSNIP test establishes cross-elasticity)). Professor Noll’s analysis determined that
lower-price generic oxymorphone ER products took substantial sales from Opana ER, but not
from any other LAOs. Similarly, he determined that lower cost generic versions of other LAOs
did not take sales from Opana ER. These results allowed Professor Noll to draw the conclusion
that there is high cross-elasticity of demand between brand and generic version oxymorphone ER
products, but low cross-elasticity between oxymorphone ER products and other, nonoxymorphone LAOs. Dr. Addanki does not offer any criticism of this analysis. (See CCF ¶¶ 897903); CC Reply Br. at Argument, III.A. Because only products with high cross-elasticity of
demand are in the same relevant antitrust market, other LAOs are not in the same relevant
market as oxymorphone ER products.
Professor Noll’s analysis is confirmed by real-world evidence about the effect of generic
oxymorphone entry. When Impax’s generic oxymorphone ER entered the market, {
} (CCF ¶¶ 629-37) (in camera). {
} (CCF ¶ 653; CX4038 (Engle Dep., at 122-23) (in camera)).
This difference cannot be explained by generic substitution laws: Impax’s generic oxymorphone
ER was not AB-rated to Endo’s reformulated Opana ER and therefore could not be automatically
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substituted. If oxymorphone ER was interchangeable with other LAOs, Impax’s cheaper product
should have taken sales from them as well. The fact that it did not speaks volumes. See CC Reply
Br. at Argument, III.A.2. Moreover, if non-oxymorphone LAOs had high cross-elasticity of
demand, then Opana ER would have already been constrained to a competitive price when
Impax’s generic product launched: “[I]f competitive prices were being charged before the
patented drug had a generic competitor, then the entry of new competitors would not result in a
substantial change in price.” Aggrenox, 199 F. Supp. 3d at 667.The fact that Impax’s generic
product entered at a lower price and took substantial sales from Endo’s branded product confirms
that competition from other LAOs was not sufficient to keep Endo’s price at a competitive level.
3.
70.

Complaint Counsel Failed to Meet Its Burden Of Proving That Endo
Exercised Monopoly Power In the Market

Complaint Counsel “must also show that the defendant has market power in the relevant
market, which means that ‘it can raise prices above a competitive level without losing its
business.’” Blaum, 104 F. Supp. 3d at 924 (quotation omitted).

Response to Proposed Conclusion No. 70
The Proposed Conclusion is incorrect and should be rejected to the extent that it suggests
Complaint Counsel has not met its burden by showing that the relevant market is limited to brand
and generic oxymorphone ER products. Impax does not appear to dispute that, if the market is
properly defined as brand and generic oxymorphone ER products, Endo had market power in this
market at the relevant time. See CC Reply Br. at Argument, III.A. and B.
71.

The SLA could not have harmed competition unless Endo possessed monopoly power in
the relevant market at the time. Chicago Prof’l Sports, 95 F.3d at 600.

Response to Proposed Conclusion No. 71
Complaint Counsel has no specific response.
72.

Monopoly power can be proven either directly or indirectly. Rebel Oil Co. v. Atl.
Richfield Co., 51 F.3d 1421, 1434 (9th Cir. 1995).
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Response to Proposed Conclusion No. 72
Complaint Counsel has no specific response.
a.
73.

Indirect Method

“Proving the existence of monopoly power through indirect evidence requires a definition
of the relevant market.” Broadcom, at 307.

Response to Proposed Conclusion No. 73
Complaint Counsel has no specific response.
74.

The indirect method requires Complaint Counsel to prove that (1) Endo had a significant
share of the relevant market, (2) there are significant barriers to entry in the relevant
market, and (3) incumbent competitors in the relevant market cannot increase their output
in the short run. Rebel Oil, 51 F.3d at 1434; see In re Gen. Foods Corp., 103 F.T.C. 204,
333, 356–57 (1984) (if incumbent firms can “respond [to a restriction of output] by
expanding their output to make up the shortfall,” then “there is no monopoly power”).

Response to Proposed Conclusion No. 74
Complaint Counsel has no specific response.
75.

Endo did not have a significant share of the relevant market at the time of the challenged
agreement.

Response to Proposed Conclusion No. 75
The Proposed Conclusion is inaccurate and should be rejected. The relevant market is
limited to brand and generic oxymorphone ER products. (CCF ¶¶ 498-811). Endo had 100% of
that relevant market at the time of the settlement. (CCF ¶ 830).Impax does not appear to dispute
that, when the market is defined in this way, Endo had market power in this market at the
relevant time. See CC Reply Br. at Argument, III.A. and B.
76.

Market share of 10% or less falls far short of monopoly power. See Cohlmia v. St. John
Med. Ctr., 693 F.3d 1269, 1283 (10th Cir. 2012) (“a market share of less than 20% is
woefully short under any metric from which to infer market power”).

Response to Proposed Conclusion No. 76
Complaint Counsel has no specific response.
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77.

It is “inconceivable” that Endo could have commanded monopoly power with less than
10% share of the relevant market. See Vollrath Co. v. Sammi Corp., 9 F.3d 1455, 1461
(9th Cir. 1993) (“no danger of monopoly power” where defendant “controlled only 10%
of the market”); Ryko Mfg. Co. v. Eden Servs., 823 F.2d 1215, 1232 (8th Cir. 1987)
(“clearly” defendant whose “share of the entire relevant market is at most between 8%
and 10%” does not possess market power); MHB Distribs., Inc. v. Parker Hannifin Corp.,
800 F. Supp. 1265, 1270 (E.D. Pa. 1992) (“Even assuming Parker’s market share were
10%, the percentage is insufficient to bestow market power upon Parker.”).

Response to Proposed Conclusion No. 77
The Proposed Conclusion is inaccurate and should be rejected. The relevant market is
limited to brand and generic oxymorphone ER products. Impax does not appear to dispute that,
when the market is defined in this way, Endo had 100% of the market at the relevant time and
therefore had market power. See CC Reply Br. at Argument, III.A. and B.
78.

Complaint Counsel failed to show by indirect evidence that Endo has monopoly power in
the long acting opioid market because Endo only had a 3.4% market share.

Response to Proposed Conclusion No. 78
The Proposed Conclusion is inaccurate and should be rejected. Complaint Counsel
showed that the relevant market is limited to brand and generic oxymorphone ER products. See
Reply Br. at Argument, III.A. Impax does not appear to dispute that, when the market is defined
in this way, Endo had 100% of the market at the relevant time and therefore had market power.
See CC Reply Br. at Argument, III.B.
b.
79.

Direct Method

The direct test for monopoly power requires “direct evidence of supracompetitive prices
and restricted output.” Broadcom, 501 F.3d at 307 (emphasis added); see Rebel Oil, 51
F.3d at 1434 (same).

Response to Proposed Conclusion No. 79
Complaint Counsel has no specific response.
80.

Proof of supracompetitive prices requires, among other things, evidence that the
“defendant had an abnormally high price-cost margin.” Mylan, 838 F.3d at 434
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(emphasis added) (quoting Geneva Pharm. Tech. Corp. v. Barr Labs, Inc., 386 F.3d 485,
500 (2d Cir. 2004)).
Response to Proposed Conclusion No. 80
Complaint Counsel has no specific response.
81.

Endo’s Lerner Index says nothing about whether it was charging supracompetitive prices
or otherwise exercising monopoly power. See Mylan, 2015 WL 1736957, at *7–8
(defendant’s margin of 83% did not show monopoly power since there was no evidence
that margin was “abnormally high”); In re Wireless Tel. Servs. Antitrust Litig., 385 F.
Supp. 2d 403, 422 & n.27 (S.D.N.Y. 2005) (testimony that defendants’ Lerner Indices
were 0.85 and 0.5 did not establish monopoly power).

Response to Proposed Conclusion No. 81
The Proposed Conclusion is incorrect and should be rejected. Far from “saying nothing”
about market power, the Lerner Index is an indicator of market power, and taken together with
other direct evidence strongly supports the conclusion that Endo’s Opana ER had market power
at the time of the settlement. See CC Reply Br. at Argument, III.C.
82.

The ownership of a patent does not “equal [a] market power’ presumption.” Ill. Tool
Works Inc. v. Indep. Ink, Inc., 547 U.S. 28, 44 (2006).

Response to Proposed Conclusion No. 82
Complaint Counsel has no specific response but notes that its market power proof rests
on evidence not a presumption of market power based on patent ownership.
83.

The antitrust agencies have found, “[a]lthough the intellectual property right confers the
power to exclude with respect to the specific product, process, or work in question, there
will often be sufficient actual or potential close substitutes for such product, process, or
work to prevent the exercise of market power.” U.S. Dep’t of Justice & Fed. Trade
Comm’n, Antitrust Guidelines for the Licensing of Intellectual Property § 2.2 (2017).

Response to Proposed Conclusion No. 83
Complaint Counsel has no specific response.
84.

Complaint Counsel failed to meet the direct test for monopoly power in the long acting
opioid market because it offered no evidence of supracompetitive prices or restricted
output.

Response to Proposed Conclusion No. 84
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The Proposed Conclusion is incorrect and should be rejected. First, Complaint Counsel
showed restricted output by showing that the entry of generic oxymorphone ER expanded output
in the relevant market. See CC Reply Br. at Argument, III.C. Second, Complaint Counsel
showed supracompetitive prices through (1) an extremely high Lerner Index, (2) Endo’s ability
to increase its net price, and (3) the effect of entry of lower-priced generic oxymorphone ER,
which shows that Opana ER had not previously been sold at a fully competitive price. See CC
Reply Br., Argument, III.A. and C.
B.

Because Complaint Counsel Did Not Prove the SLA Had Actual
Anticompetitive Effects, the SLA Is Not Illegal under the Rule of Reason
1.

85.

The Rule of Reason Requires a Showing of Actual Anticompetitive
Harm

“In the context of reverse payment patent settlement lawsuits, . . . market power alone
cannot be sufficient to demonstrate anticompetitive effects under the rule of reason.” In
re Wellbutrin XL Antitrust Litig., 133 F. Supp. 3d 734, 755 (E.D. Pa. 2015), aff’d, 868
F.3d 132 (3d Cir. 2017).

Response to Proposed Conclusion No. 85
Complaint Counsel has no specific response.
86.

The rule of reason requires proof that the challenged restraint had actual anticompetitive
effects in the relevant market. See, e.g., Hennessy Indus. Inc. v. FMC Corp., 779 F.2d
402, 404 (7th Cir. 1985) (“application of the Rule of Reason has inevitably resulted in a
finding of anticompetitive effects.”).

Response to Proposed Conclusion No. 86
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
the rule of reason requires Complaint Counsel to show an actual injury in a hypothetical but-for
world. A central teaching of Actavis is that “the relevant anticompetitive harm” in a reverse
payment case is that potential competitors “prevent the risk of competition” by settling patent
litigation with an agreement that “maintain[s] and [] share[s] patent-generated monopoly
profits.” 133 S. Ct. at 2236-37. As Actavis recognizes, a large payment to induce the generic to
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agree to forestall entry harms the competitive process, because it distorts the bargaining process
that ordinarily would be expected to protect consumer interests. Such an effect is an “actual
anticompetitive effect.” See Complaint Counsel’s Response to Proposed Finding Nos. 1416 and
1428.
As far back as Board of Trade of City of Chicago v. United States, it has been clear that
to determine whether a challenged restraint amounts to a rule of reason violation, courts look to
“the nature of the restraint and its effect, actual or probable.” 246 U.S. 231, 238 (1918)
(emphasis added). An anticompetitive effect can be established by demonstrating an actual
increase in prices or decrease in output. See, e.g., United States v. Brown Univ. in Providence in
State of R.I., 5 F.3d 658, 668 (3d Cir. 1993); Sullivan v. Nat’l Football League, 34 F.3d 1091,
1097 (1st Cir. 1994). But that is not the only way to prove the requisite effect. “[A]
demonstration of defendant’s market power, which when combined with the anticompetitive
nature of the restraints, provides the necessary confidence to predict the likelihood of
anticompetitive effects.” In the Matter of Realcomp II Ltd., No. 9320 2009 FTC LEXIS 250 at
*90, aff’d Realcomp II, Ltd v. FTC, 635 F.3d 815, 827 (2011) (“Market power and the
anticompetitive nature of the restraint are sufficient to show the potential for anticompetitive
effects under a rule of reason analysis, and once this showing is made Realcomp must offer
procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive effects argument
seeks to impose on Complaint Counsel additional proof requirements that are required only of
private plaintiffs, who must prove injury in-fact to establish standing under the Clayton Act. See
CC Br. 26. But as the First Circuit explained, the distinction between government law
enforcement and private antitrust suits rests on an important difference in the respective role of
the public and private plaintiffs: The interest of a private plaintiff is to “remediate an injury,”
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while the interest of the government is “to prevent and restrain violations of the antitrust laws
along with the attendant social costs such violations can cause.” In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d 34, 60 (1st Cir. 2016); see also id. at 59.
87.

In other words, “[u]nder the rule of reason the plaintiff must allege and prove
anticompetitive effects.” Great Escape, Inc. v. Union City Body Co., 791 F.2d 532, 539
(7th Cir. 1986)

Response to Proposed Conclusion No. 87
Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” 133 S. Ct. at 2236-37. As Actavis recognizes, a large payment to induce the
generic to agree to forestall entry harms the competitive process, because it distorts the
bargaining process that ordinarily would be expected to protect consumer interests.
88.

Indeed, Actavis instructs that the “basic question” is the same as in any other rule of
reason case—namely, “that of the presence of significant unjustified anticompetitive
consequences.” 133 S. Ct. at 2238.

Response to Proposed Conclusion No. 88
Complaint Counsel has no specific response, but notes that Actavis explains that “the
anticompetitive consequence that underlies the claim of antitrust unlawfulness” in a reverse
payment case arises from the sharing of monopoly profits to eliminate “the risk of competition.”
133 S. Ct. at 2236. (See CC Reply Br. at Argument, IV.A).
89.

Proof of competitive effects is imperative to any rule of reason claim under the antitrust
laws. See In re Nexium (Esomeprazole) Antitrust Litig., 968 F. Supp. 2d 367, 389–90 (D.
Mass. 2013) (requiring plaintiffs to establish both market power and anticompetitive
consequences).

Response to Proposed Conclusion No. 89
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Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” 133 S. Ct. at 2236-37. As Actavis recognizes, a large payment to induce the
generic to agree to forestall entry harms the competitive process, because it distorts the
bargaining process that ordinarily would be expected to protect consumer interests.
90.

This “requires courts to engage in a thorough analysis of the relevant market and the
effects of the restraint in that market.” 1-800 Contacts at 119.

Response to Proposed Conclusion No. 90
Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” 133 S. Ct. at 2236-37. As far back as Board of Trade of City of Chicago v.
United States, it has been clear that to determine whether a challenged restraint amounts to a rule
of reason violation, courts look to “the nature of the restraint and its effect, actual or probable.”
246 U.S. 231, 238 (1918) (emphasis added). An anticompetitive effect can be established by
demonstrating an actual increase in prices or decrease in output. See, e.g., United States v. Brown
Univ. in Providence in State of R.I., 5 F.3d 658, 668 (3d Cir. 1993); Sullivan v. Nat’l Football
League, 34 F.3d 1091, 1097 (1st Cir. 1994). But that is not the only way to prove the requisite
effect. “[A] demonstration of defendant’s market power, which when combined with the
anticompetitive nature of the restraints, provides the necessary confidence to predict the
likelihood of anticompetitive effects.” In the Matter of Realcomp II Ltd., No. 9320 2009 FTC
LEXIS 250 at *90, aff’d Realcomp II, Ltd v. FTC, 635 F.3d 815, 827 (2011) (“Market power and
the anticompetitive nature of the restraint are sufficient to show the potential for anticompetitive
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effects under a rule of reason analysis, and once this showing is made Realcomp must offer
procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive effects argument
seeks to impose on Complaint Counsel additional proof requirements that are required only of
private plaintiffs, who must prove injury in-fact to establish standing under the Clayton Act. See
CC Br. 26. But as the First Circuit explained, the distinction between government law
enforcement and private antitrust suits rests on an important difference in the respective role of
the public and private plaintiffs: The interest of a private plaintiff is to “remediate an injury,”
while the interest of the government is “to prevent and restrain violations of the antitrust laws
along with the attendant social costs such violations can cause.” In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d at 60; see also id. at 59.
91.

Consistent with this, the rule of reason the Supreme Court concluded should apply to
reverse payment settlements hinges on “anticompetitive consequences,” Actavis, 133 S.
Ct. at 2237–38, and a “consequence” inherently “follows as an effect of something that
came before.” Black’s Law Dictionary (10th ed. 2014) (emphasis added). Nothing in
Actavis contemplates courts myopically focusing on ex ante conditions while ignoring
real-world competitive outcomes.

Response to Proposed Conclusion No. 91
The Proposed Conclusion is incorrect and should be rejected. Actavis specifically defined
“the very anticompetitive consequence that underlies the claim of antitrust unlawfulness” as a
payment with the “objective [] to maintain supracompetitive prices to be shared among the
patentee and the challenger rather than face what might have been a competitive market.” 133 S.
Ct. at 2236 (emphasis added). Thus, as the Court explained, the anticompetitive effect of a
reverse payment is avoiding the risk of competition by agreeing to share the incumbent’s
monopoly profits —whether or not that risk would ultimately result in actual competition. See
CC Reply Br. at Argument, IV.B.1.
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92.

Thus, as the Commission unanimously held in this matter, post-settlement effects are
relevant to a rule of reason inquiry regarding reverse payment settlements challenged
under Actavis. Comm’n Decision 11–13.

Response to Proposed Conclusion No. 92
The Proposed Conclusion is incorrect and should be rejected. The Commission’s decision
made clear that it was not deciding whether and which post-settlement effects are relevant under
the Actavis rule of reason inquiry and that its decision was not establishing any law of the case.
As the Commission stated, “Without the facts before us, and an understanding of how the parties
intend to marshal those facts, a formulation that unnecessarily establishes law of the case risks
straight-jacketing the proceeding in ways that impede effective inquiry and appropriate
resolution.” See Comm’n Decision at 11. Thus, the Commission stated multiple times that it was
not “in a position at this time” to “shut off” arguments. See Comm’n Decision at 11-12 (“We are
not willing to shut off all such argument at this time.”). Thus, the Commission did not hold that
post-settlement effects are relevant under the rule of reason, only that they may be. In any event,
to the extent post-settlement effects are relevant, the most relevant effect is that before the
settlement, there was a risk of generic competition to Opana ER; after the reverse payment
agreement, there was no risk of generic entry on the most popular dosages until January 1, 2013.
(CCF ¶¶ 332-87).
93.

This entails an analysis of “real market conditions,” Leegin Creative Leather Prods., Inc.
v. PSKS, Inc., 551 U.S. 877, 903 (2007), and the restraint’s “actual effect” therein,
Copperweld Corp. v. Indep. Tube Corp., 467 U.S. 752, 768 (1984).

Response to Proposed Conclusion No. 93
Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” 133 S. Ct. at 2236-37. As far back as Board of Trade of City of Chicago v.
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United States, it has been clear that to determine whether a challenged restraint amounts to a rule
of reason violation, courts look to “the nature of the restraint and its effect, actual or probable.”
246 U.S. 231, 238 (1918) (emphasis added). An anticompetitive effect can be established by
demonstrating an actual increase in prices or decrease in output. See, e.g., United States v. Brown
Univ. in Providence in State of R.I., 5 F.3d 658, 668 (3d Cir. 1993); Sullivan v. Nat’l Football
League, 34 F.3d 1091, 1097 (1st Cir. 1994). But that is not the only way to prove the requisite
effect. “[A] demonstration of defendant’s market power, which when combined with the
anticompetitive nature of the restraints, provides the necessary confidence to predict the
likelihood of anticompetitive effects.” In the Matter of Realcomp II Ltd., No. 9320 2009 FTC
LEXIS 250 at *90, aff’d Realcomp II, Ltd v. FTC, 635 F.3d 815, 827 (2011) (“Market power and
the anticompetitive nature of the restraint are sufficient to show the potential for anticompetitive
effects under a rule of reason analysis, and once this showing is made Realcomp must offer
procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive effects argument
seeks to impose on Complaint Counsel additional proof requirements that are required only of
private plaintiffs, who must prove injury in-fact to establish standing under the Clayton Act. See
CC Br. 26. But as the First Circuit explained, the distinction between government law
enforcement and private antitrust suits rests on an important difference in the respective role of
the public and private plaintiffs: The interest of a private plaintiff is to “remediate an injury,”
while the interest of the government is “to prevent and restrain violations of the antitrust laws
along with the attendant social costs such violations can cause.” In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d at 60; see also id. at 59.
94.

The rule of reason analysis considers “the facts peculiar to the business to which the
restraint is applied,” including “its condition before and after the restraint was imposed.”
Bd. of Trade of City of Chi. v. United States, 246 U.S. 231, 238 (1918).

Response to Proposed Conclusion No. 94
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Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” 133 S. Ct. at 2236-37. As far back as Board of Trade of City of Chicago v.
United States, it has been clear that to determine whether a challenged restraint amounts to a rule
of reason violation, courts look to “the nature of the restraint and its effect, actual or probable.”
246 U.S. 231, 238 (1918) (emphasis added). An anticompetitive effect can be established by
demonstrating an actual increase in prices or decrease in output. See, e.g., United States v. Brown
Univ. in Providence in State of R.I., 5 F.3d 658, 668 (3d Cir. 1993); Sullivan v. Nat’l Football
League, 34 F.3d 1091, 1097 (1st Cir. 1994). But that is not the only way to prove the requisite
effect. “[A] demonstration of defendant’s market power, which when combined with the
anticompetitive nature of the restraints, provides the necessary confidence to predict the
likelihood of anticompetitive effects.” In the Matter of Realcomp II Ltd., No. 9320 2009 FTC
LEXIS 250 at *90, aff’d Realcomp II, Ltd v. FTC, 635 F.3d 815, 827 (2011) (“Market power and
the anticompetitive nature of the restraint are sufficient to show the potential for anticompetitive
effects under a rule of reason analysis, and once this showing is made Realcomp must offer
procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive effects argument
seeks to impose on Complaint Counsel additional proof requirements that are required only of
private plaintiffs, who must prove injury in-fact to establish standing under the Clayton Act. See
CC Br. 26. But as the First Circuit explained, the distinction between government law
enforcement and private antitrust suits rests on an important difference in the respective role of
the public and private plaintiffs: The interest of a private plaintiff is to “remediate an injury,”
while the interest of the government is “to prevent and restrain violations of the antitrust laws
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along with the attendant social costs such violations can cause.” In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d at 60; see also id. at 59.
95.

The ultimate question is whether the challenged restraint, “as it actually operates in the
market, has unreasonably restrained competition.” Jefferson Par. Hosp. Dist. No. 2 v.
Hyde, 466 U.S. 2, 29 (1984) (emphasis added).

Response to Proposed Conclusion No. 95
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
the rule of reason requires Complaint Counsel to show an actual injury through reconstruction of
a but-for world. Under Actavis, “the relevant anticompetitive harm” in a reverse payment case is
that potential competitors “prevent the risk of competition” by settling patent litigation with an
agreement that “maintain[s] and [] share[s] patent-generated monopoly profits.” 133 S. Ct. at
2236-37. As far back as Board of Trade of City of Chicago v. United States, it has been clear that
to determine whether a challenged restraint amounts to a rule of reason violation, courts look to
“the nature of the restraint and its effect, actual or probable.” 246 U.S. 231, 238 (1918)
(emphasis added). An anticompetitive effect can be established by demonstrating an actual
increase in prices or decrease in output. See, e.g., United States v. Brown Univ. in Providence in
State of R.I., 5 F.3d 658, 668 (3d Cir. 1993); Sullivan v. Nat’l Football League, 34 F.3d 1091,
1097 (1st Cir. 1994). But that is not the only way to prove the requisite effect. “[A]
demonstration of defendant’s market power, which when combined with the anticompetitive
nature of the restraints, provides the necessary confidence to predict the likelihood of
anticompetitive effects.” In the Matter of Realcomp II Ltd., No. 9320 2009 FTC LEXIS 250 at
*90, aff’d Realcomp II, Ltd v. FTC, 635 F.3d 815, 827 (2011) (“Market power and the
anticompetitive nature of the restraint are sufficient to show the potential for anticompetitive
effects under a rule of reason analysis, and once this showing is made Realcomp must offer
procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive effects argument
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seeks to impose on Complaint Counsel additional proof requirements that are required only of
private plaintiffs, who must prove injury in-fact to establish standing under the Clayton Act. See
CC Br. 26. But as the First Circuit explained, the distinction between government law
enforcement and private antitrust suits rests on an important difference in the respective role of
the public and private plaintiffs: The interest of a private plaintiff is to “remediate an injury,”
while the interest of the government is “to prevent and restrain violations of the antitrust laws
along with the attendant social costs such violations can cause.” In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d at 60; see also id. at 59.
96.

In a reverse-payment case, proving anticompetitive effects requires a showing that the
alleged payment actually “delayed” entry. See King Drug, 791 F.3d at 412 (“the plaintiff
must prove payment for delay”). To prove anticompetitive harm, a plaintiff must prove
as an element of liability that the settlement in fact delayed competition. See, e.g., King
Drug, 791 F.3d at 404 (“‘paying the challenger to stay out’ of the market . . . for longer
than the patent’s strength would otherwise allow . . . ‘constitutes the relevant
anticompetitive harm,’ which must then be analyzed under the rule of reason”) (quoting
Actavis, 133 S. Ct. at 2236–37); Cipro, 348 P.3d at 863 (“[T]he relevant benchmark in
evaluating reverse payment patent settlements should be no different from the benchmark
in evaluating any other challenged agreement: What would the state of competition have
been without the agreement?” “[D]elayed entry . . . beyond what the patent’s strength
warranted” constitutes “cognizable anticompetitive harm.”).

Response to Proposed Conclusion No. 96
The Proposed Conclusion is incorrect and should be rejected. Actavis instructs that “the
relevant anticompetitive harm” in a reverse payment case is that potential competitors “prevent
the risk of competition” by settling patent litigation with an agreement that “maintain[s] and []
share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236-37. None of the cases cited by
Impax support the Proposed Conclusion. King Drug repeatedly defined “payment for delay” as
“payment to prevent the risk of competition.” 791 F.3d at 412; see also id. at 402 (“a reverse
payment inducing delay—i.e., a ‘payment in return for staying out of the market’”) (quoting
Actavis, 133 S. Ct. at 2234-35); id. at 411 (antitrust laws likely forbid “payment for delay (or,
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that is, to eliminate the risk of patent invalidity or noninfringement)”) (emphasis in original).
Moreover, King Drug explained that “the antitrust problem [in Actavis] was that, as the Court
inferred, entry might have been earlier, and/or the risk of competition not eliminated, had the
reverse payment not been tendered,” and held that, “to prove anticompetitive effects” under the
rule of reason, a plaintiff need only prove “payment to prevent the risk of competition.” 781 F.3d
at 408, 412 (emphasis added); see also id. at 404 (“prevention of that risk of competition. . .
constitutes the relevant anticompetitive harm”) (internal quotation marks omitted). Similarly,
Cipro makes clear that the rule-of-reason analysis focuses on the payment—not any actual or
hypothetical subsequent events—to determine whether it “eliminates competition beyond the
point at which competition would have been expected in the absence of the agreement.” In re
Cipro Cases I & II, 348 P.3d 845, 865-69 (Cal. 2015) (emphasis added); see also CC Reply Br.
at Argument, I.C.1.
97.

Courts may not infer anticompetitive effects—including delayed entry—“from the mere
presence of a reverse payment.” Comm’n Decision at 8.

Response to Proposed Conclusion No. 97
The Proposed Conclusion is inaccurate and should be rejected to the extent it suggests
that Complaint Counsel must prove “delayed entry” to establish anticompetitive effects. Actavis
instructs that “the relevant anticompetitive harm” in a reverse-payment case is that potential
competitors “prevent the risk of competition” by settling patent litigation with an agreement that
“maintain[s] and [] share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236-37. In
addition, Complaint Counsel notes that a reverse payment does not give rise to anticompetitive
effects unless it is large and unless the parties have market power. Nor does a large reverse
payment give rise to anticompetitive effects when it is supported by traditional settlement
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considerations rather than a desire to share monopoly profits to induce the challenger to stay out
of the market. See Actavis, 133 S. Ct. at 2235.
2.
98.

Complaint Counsel’s Proposed Reading of The Rule of Reason Is
Little More Than a Per Se Rule

“[A]bandonment of the ‘rule of reason’ in favor of presumptive rules (or a ‘quick look’
approach) is appropriate only where an observer with even a rudimentary understanding
of economics could conclude that the arrangements in question would have an
anticompetitive effect on customers and markets.” Actavis, Inc., 133 S. Ct. at 2237
(quoting Cal Dental, 526 U.S. 770)).

Response to Proposed Conclusion No. 98
Complaint Counsel has no specific response.
99.

The Supreme Court held it was inappropriate to abandon the rule of reason in favor of a
lesser showing of proof in reverse-payment cases. Id.

Response to Proposed Conclusion No. 99
Complaint Counsel has no specific response.
100.

Dr. Noll’s three-part test is not sufficient to prove liability under the rule of reason
because it merely infers anticompetitive harm without engaging in the “fact-intensive rule
of reason” analysis. See W. Penn Allegheny Health Sys., Inc. v. UPMC, 627 F.3d 85, 99
(3d Cir. 2010) (defendants’ agreements condemned “only if evaluation under the factintensive rule of reason indicates that they unreasonably restrain trade.”) (emphasis
added).

Response to Proposed Conclusion No. 100
The Proposed Conclusion is incorrect and should be rejected. Professor Noll’s analysis is
precisely the approach underpinning the Supreme Court’s decision in Actavis. Just as cases
following Actavis have found, Professor Noll finds, as an economic matter, that a reverse
payment agreement creates an anticompetitive effect by preventing the risk of competition if: (1)
the brand had market power; and (2) the brand made a large, unjustified reverse payment to the
generic as part of an agreement for the generic not to enter. (CCF ¶¶ 498-501, 828-42, 966-87);

787

PUBLIC

see also King Drug of Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d 402, 416 (E.D. Pa. 2015);
CC Reply Br. at Argument, I.E.
101.

The Commission rejected Complaint Counsel’s position that harm to competition may be
inferred from the mere presence of a reverse payment. The Commission held that, under
the Rule of Reason as laid out in Actavis, “anticompetitive effects should not be
presumed from the mere presence of a reverse payment.” Comm’n Decision, at 8.

Response to Proposed Conclusion No. 101
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel has
never argued that harm to competition can be inferred from the mere presence of a reverse
payment. A reverse payment may not give rise to anticompetitive effects unless it is large and
unless the parties have market power. Moreover, as Actavis makes clear, the rule-of-reason
analysis is necessary to determine the reason for the payment. A reverse payment may not give
rise to anticompetitive effects when it is supported by traditional settlement considerations rather
than a desire to share monopoly profits to induce the challenger to stay out of the market. See
Actavis, 133 S. Ct. 2235.
102.

Dr. Noll’s assertion that numerous facts relevant to the rule of reason inquiry—including
the viability of Impax’s claims in the patent litigation or the likelihood that Impax would
launch at risk—are irrelevant to his analysis does not comport to the rule of reason
analysis.

Response to Proposed Conclusion No. 102
The Proposed Conclusion is incorrect and should be rejected. First, the Proposed
Conclusion is not “supported by applicable legal authority” as required by the mandatory rules
for post-trial briefs. Order on Post-Trial Briefs (Nov. 17, 2017) at 2 (“All legal contentions,
including, but not limited to, contentions regarding liability and the proposed remedy, shall be
supported by applicable legal authority.”). And Impax’s suggestion that facts related to a “but-for
world” are relevant to the rule-of-reason inquiry required under Actavis is incorrect. See CC
Reply Br. at Argument, I.B.1.

788

PUBLIC

103.

Dr. Noll’s analysis conflates the initial question of whether Impax received a “large and
unjustified” payment with the ultimate question of whether the challenged settlement
caused “significant unjustified anticompetitive consequences.” Actavis, 133 S. Ct. at
2237–38 (emphasis added).

Response to Proposed Conclusion No. 103
The Proposed Conclusion is incorrect and should be rejected. Professor Noll’s analysis is
precisely the approach underpinning the Supreme Court’s decision in Actavis. Just as cases
following Actavis have found, Professor Noll finds, as an economic matter, that a reverse
payment agreement creates an anticompetitive effect by preventing the risk of competition if: (1)
the brand had market power; and (2) the brand made a large, unjustified reverse payment to the
generic as part of an agreement for the generic not to enter. (CCF ¶¶ 498-501, 828-42, 966-87);
see also King Drug of Florence, Inc. v. Cephalon, Inc., 88 F. Supp. 3d 402, 416 (E.D. Pa. 2015);
CC Reply Br. at Argument, I.E. Further, Actavis explains that “the anticompetitive consequence
that underlies the claim of antitrust unlawfulness” in a reverse-payment case arises from the
sharing of monopoly profits to eliminate “the risk of competition.” 133 S. Ct. at 2236; see also
CC Reply Br. at Argument, I.C.
104.

Dr. Noll’s proposed analysis is effectively a per se rule because it assumes the agreement
is “inherently anticompetitive” based on the existence of a payment. See Copperweld,
467 U.S. at 768 (“Certain agreements . . . are thought so inherently anticompetitive that
each is illegal per se without inquiry into the harm it has actually caused.”).

Response to Proposed Conclusion No. 104
The Proposed Conclusion is incorrect and should be rejected. Professor Noll’s analysis is
not a per se rule and does not assume an agreement is inherently anticompetitive based on the
existence of a payment. In addition to assessing whether Endo made a payment to Impax and
whether that payment was large, Professor Noll’s analysis assessed whether Endo had monopoly
power at the time of settlement. See CC Reply Br. at Argument, I.E. Per se illegality requires no
inquiry into market power (except perhaps in tying cases). Indeed, a showing of market power
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has often been thought to be a hallmark of a so-called “full” rule-of-reason analysis. See CC
Reply Br. at Argument, I.E. Courts applying the framework outlined by Complaint Counsel and
Professor Noll have held that it is consistent with a full rule-of-reason analysis, not a quick look
or per se analysis. See CC Br. at 27.
Indeed, Professor Noll’s analysis is precisely the approach underpinning the Supreme
Court’s decision in Actavis. Just as cases following Actavis have found, Professor Noll finds, as
an economic matter, that a reverse payment agreement creates an anticompetitive effect by
preventing the risk of competition if: (1) the brand had market power; and (2) the brand made a
large reverse payment to the generic as part of an agreement for the generic not to enter. (CCF ¶¶
498-501, 828-42, 966-87); see also Cephalon, 88 F. Supp. 3d 402 (E.D. Pa. 2015), Lamictal, 791
F.3d 388 (E.D. Pa. 2015); In re Cipro Cases I & II, 348 P.3d 845 (Cal. 2015); CC Reply Br. at
Argument, I.E. Further, Actavis explains that “the very anticompetitive consequence that
underlies the claim of antitrust unlawfulness” in a reverse payment case arises from the sharing
of monopoly profits to eliminate “the risk of competition.” 133 S. Ct. at 2236; see also CC Reply
Br. at Argument, I.A.3.
105.

Complaint Counsel’s refusal to conduct “further inquiry into the practice’s actual effect”
is consistent with a per se rule, not the rule of reason. See In re Music Instruments &
Equip. Antitrust Litig., 798 F.3d 1186, 1191 (9th Cir. 2015) (under per se rule, “[o]nce
the agreement’s existence is established, no further inquiry into the practice’s actual
effect on the market . . . is necessary”).

Response to Proposed Conclusion No. 105
The Proposed Conclusion is incorrect and should be rejected. To make out a prima facie
case under the rule of reason, Complaint Counsel must show that the payment from Endo to
Impax was large and that Endo had market power. Cephalon, 88 F. Supp. 3d at 416. Per se
illegality requires no inquiry into market power (except perhaps in tying cases). Indeed, a
showing of market power has often been thought to be a hallmark of a so-called “full” rule of
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reason analysis. See CC Reply Br. at Argument, I.E. Courts applying the framework outlined by
Complaint Counsel have held that it is consistent with a full rule of reason analysis, not a quick
look or per se analysis. See CC Br. at 27; CC Reply Br. at Argument, I.E.
106.

Complaint Counsel’s proposed per se framework conflicts with the Supreme Court’s
guidance in Actavis.

Response to Proposed Conclusion No. 106
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel’s
proposed framework is not a per se analysis. See CC Br. at 27; CC Reply Br. at Argument, I.E.
Complaint Counsel’s proposed framework is consistent not only with Actavis, but also with
courts interpreting Actavis and applying the rule of reason. See CC Br. at 23-34; CC Reply Br. at
Argument, I.E. To Complaint Counsel’s knowledge, no court has ever adopted Impax’s proposed
rule-of-reason framework.
3.
107.

Complaint Counsel Has Not Met Its Burden of Proving Actual
Anticompetitive Effects

Complaint Counsel bears the burden of “show[ing] that [the alleged] conduct
unreasonably restrained competition.” United States v. Microsoft Corp., 253 F.3d 34, 95
(D.C. Cir. 2001); see Schering I, 2002 WL 1488085, at *88 (“In a rule of reason case,
Complaint Counsel must prove that the challenged agreements had the effect of injuring
competition.”).

Response to Proposed Conclusion No. 107
Complaint Counsel has no specific response, but notes that “the relevant anticompetitive
harm” in a reverse-payment case is that potential competitors “prevent the risk of competition”
by settling patent litigation with an agreement that “maintain[s] and [] share[s] patent-generated
monopoly profits.” Actavis, 133 S. Ct. at 2236-37. As Actavis recognizes, a large payment to
induce the generic to agree to forestall entry harms the competitive process, because it distorts
the bargaining process that ordinarily would be expected to protect consumer interests. 133 S. Ct.
at 2236-37.
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108.

Only after Complaint Counsel has met this burden, does the burden shift to the
respondent to show that the procompetitive effects outweigh any anticompetitive effects
proven by Complaint Counsel. N.C. Bd. of Dental, 152 F.T.C. at 205.

Response to Proposed Conclusion No. 108
The Proposed Conclusion is inaccurate and should be rejected because it misstates the
rule-of-reason burden-shifting framework. Once Complaint Counsel satisfies its prima facie
showing of harm to competition, the burden falls on the defendant to justify the large payment.
Actavis, 133 S. Ct. at 2236 (“An antitrust defendant may show in the antitrust proceeding that
legitimate justifications are present, thereby explaining the presence of the challenged term and
showing the lawfulness of that term under the rule of reason.”). If Respondent were to justify the
large payment, then the burden would shift back to Complaint Counsel to offer a less-restrictive
alternative to achieve the asserted procompetitive objective. See CC Br. At 21. Thus, Impax’s
purported justifications would only be balanced against anticompetitive harms if Impax meets its
burden of showing that the challenged term—the payment—actually served those justifications
and no less-restrictive alternative was available.
109.

Complaint Counsel failed to put on evidence of anticompetitive effects, and this dooms
its antitrust claims. See Jefferson Par., 466 U.S. at 31 (“Without a showing of actual
adverse effect on competition, respondent cannot make out a case under the antitrust
laws.”); Cal. Dental Ass’n v. FTC, 224 F.3d 942, 958 (9th Cir. 2000) (“Under rule-ofreason analysis, then, because CDA’s advertising restrictions do not harm consumer
welfare, there is no antitrust violation. In other words, the FTC has failed to demonstrate
substantial evidence of a net anticompetitive effect.”).

Response to Proposed Conclusion No. 109
The Proposed Conclusion is incorrect and should be rejected. Under Actavis, “the
relevant anticompetitive harm” in a reverse-payment case is that potential competitors “prevent
the risk of competition” by settling patent litigation with an agreement that “maintain[s]” and
“share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236-37. Complaint Counsel
“prove[d] anticompetitive effects” by proving a large “payment to prevent the risk of
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competition” and market power. Lamictal, 791 F.3d at 412; see CC Reply Br. at Argument,
I.A.2. In effect, Impax’s “actual” anticompetitive effects argument seeks to impose on Complaint
Counsel additional proof requirements that are required only of private plaintiffs, who must
prove injury in-fact to establish standing under the Clayton Act. See CC Br. 26.
110.

The “true test of legality” examines “the facts peculiar to the business to which the
restraint is applied,” including “its condition before and after the restraint was imposed.”
Bd. of Trade of City of Chi. v. United States, 246 U.S. 231, 238 (1918) (emphasis added).

Response to Proposed Conclusion No. 110
The Proposed Conclusion is incorrect and should be rejected. Under Actavis, “the
relevant anticompetitive harm” in a reverse-payment case is that potential competitors “prevent
the risk of competition” by settling patent litigation with an agreement that “maintain[s]” and
“share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236-37. As far back as Board of
Trade of City of Chicago v. United States, it has been clear that to determine whether a
challenged restraint amounts to a rule-of-reason violation, courts look to “the nature of the
restraint and its effect, actual or probable.” 246 U.S. 231, 238 (1918) (emphasis added). An
anticompetitive effect can be established by demonstrating an actual increase in prices or
decrease in output. See, e.g., Sullivan v. Nat’l Football League, 34 F.3d 1091, 1096-97 (1st Cir.
1994); United States v. Brown Univ., 5 F.3d 658, 668 (3d Cir. 1993). But that is not the only way
to prove the requisite effect. “[A] demonstration of defendant’s market power, which when
combined with the anticompetitive nature of the restraints, provides the necessary confidence to
predict the likelihood of anticompetitive effects.” In re Realcomp II, Ltd., 2009 FTC LEXIS 250,
at *90 (FTC Oct. 30, 2009), aff’d, Realcomp II, Ltd. v. FTC, 635 F.3d 815, 827 (6th Cir. 2011)
(“Market power and the anticompetitive nature of the restraint are sufficient to show the potential
for anticompetitive effects under a rule-of-reason analysis, and once this showing is made
Realcomp must offer procompetitive justifications.”). In effect, Impax’s “actual” anticompetitive

793

PUBLIC

effects argument seeks to impose on Complaint Counsel additional proof requirements that are
required only of private plaintiffs, who must prove injury in-fact to establish standing under the
Clayton Act. See CC Br. 26; In re Nexium (Esomeprazole) Antitrust Litig., 842 F.3d 34, 59-60
(1st Cir. 2016).
111.

Complaint Counsel’s failure to evaluate effects in the market after the agreement was
entered is contrary to the traditional rule of reason analysis. United States v. Microsoft
Corp., 253 F.3d 34, 95 (D.C. Cir. 2001)

Response to Proposed Conclusion No. 111
The Proposed Conclusion is incorrect and should be rejected. Under Actavis, “the
relevant anticompetitive harm” in a reverse-payment case is that potential competitors “prevent
the risk of competition” by settling patent litigation with an agreement that “maintain[s] and
share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236. As far back as Board of Trade
of City of Chicago v. United States, it has been clear that to determine whether a challenged
restraint amounts to a rule-of-reason violation, courts look to “the nature of the restraint and its
effect, actual or probable.” 246 U.S. 231, 238 (1918) (emphasis added). Microsoft itself explains
that, to establish a violation, the government need only show that “as a general matter the
[defendant’s conduct] is the type of conduct that is reasonably capable of contributing
significantly to a defendant’s continued monopoly power,” viewed “at the time [the defendant]
engaged in the anticompetitive conduct.” 253 F.3d 34, 79 (D.C. Cir. 2001); see also CC Reply
Br. at Argument, I.C.2.
112.

Complaint counsel does not offer any evidence that the SLA delayed generic
competition, especially in light of the various patent lawsuits.

Response to Proposed Conclusion No. 112
The Proposed Conclusion is incorrect and should be rejected to the extent it suggests that
the rule of reason requires Complaint Counsel to show an actual injury through creation of a but-
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for world as opposed to an anticompetitive effect on the competitive process. A central teaching
of Actavis is that “the relevant anticompetitive harm” in a reverse-payment case is that potential
competitors “prevent the risk of competition” by settling patent litigation with an agreement that
“maintain[s]” and “share[s] patent-generated monopoly profits.” 133 S. Ct. at 2236-37. As
Actavis recognizes, a large payment to induce the generic to agree to forestall entry harms the
competitive process, because it distorts the bargaining process that ordinarily would be expected
to protect consumer interests. 133 S. Ct. at 2236-37.
C.
113.

Impax Offered Convincing Evidence that the Agreement Had Significant
Procompetitive Benefits

After Complaint Counsel proves that the agreement resulted in anticompetitive effects—
which it has not—“[t]he burden then shifts to defendants to offer pro-competitive
justifications for the arrangement.” Geneva Pharm., 386 F.3d at 509.

Response to Proposed Conclusion No. 113
The Proposed Conclusion is incorrect and should be rejected to the extent it states that
Complaint Counsel has not proven anticompetitive effects. See CC Br. at 21-27, 31-56.
114.

Thus, under the rule of reason, Impax is entitled to show that the SLA was in fact
procompetitive. N.C. Bd. of Dental, 152 F.T.C. at 205.

Response to Proposed Conclusion No. 114
The Proposed Conclusion is misleading because any justification for a reverse payment
must be connected to, and explain the presence of, the payment. Actavis, 133 S. Ct. at 2236 (“An
antitrust defendant may show in the antitrust proceeding that legitimate justifications are present,
thereby explaining the presence of the challenged term and showing the lawfulness of that term
under the rule of reason.”) (emphases added); NCAA v. Bd. of Regents of Univ. of Okla., 468
U.S. 85, 113-115 (1984) (rejecting proffered justification because the defendant failed to show
that the challenged conduct—a limit on televised college football games—in fact served the
legitimate objective of maintaining competitive balance among teams); Realcomp II, Ltd. v. FTC,
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635 F.3d 815, 834-35 (6th Cir. 2011) (rejecting free rider justification because Realcomp had not
demonstrated the necessary connection between the challenged restraint—a rule barring certain
discount, limited-service agency listings from the Realcomp’s website—and the prevention of
free-riding); N. Tex. Specialty Physicians v. FTC, 528 F.3d 346, 368-70 (5th Cir. 2008) (rejecting
an organization’s asserted justification that its business model fostered higher quality care
because there was “no logical nexus between better performance by NTSP physicians and
NTSP’s dissemination of polling results or its other challenged practices”); 7 Areeda, ¶ 1505a
(“An allegedly legitimate objective is, of course, entirely immaterial unless it is served by the
challenged restraint.”).
115.

In other words, “an antitrust defendant may show in the antitrust proceeding that
legitimate justifications are present.” Actavis, 133 S. Ct. at 2236.

Response to Proposed Conclusion No. 115
Complaint Counsel has no specific response.
116.

In denying Complaint Counsel’s Motion for Partial Summary Judgment, the Commission
noted that “this case involves factual circumstances not presented in Actavis. In
particular, this case involves patents beyond those in litigation at the time of the
Settlement Agreement, and a provision of that agreement allowed generic entry
notwithstanding the potential that such patents might issue.” Comm’n Decision at 12.

Response to Proposed Conclusion No. 116
Complaint Counsel has no specific response, but notes that the Commission expressly
stated it was not deciding whether the additional patents were relevant to the rule of reason
analysis. See Comm’n Decision at 11-12 (“We are not willing to shut off all such argument at
this time.”) (emphasis added)).
117.

The Commission further held that “the extent to which [the] settlement allow[ed] entry
prior to patent expiration” is relevant to “balancing anticompetitive harms and
procompetitive benefits.” Id. (emphasis omitted).

Response to Proposed Conclusion No. 117
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The Proposed Conclusion is incorrect and should be rejected. First, the Commission’s
decision made clear that it was not deciding whether entry prior to patent expiration was relevant
under the Actavis rule-of-reason inquiry and that its decision was not establishing any law of the
case. As the Commission stated, “[w]ithout the facts before us, and an understanding of how the
parties intend to marshal those facts, a formulation that unnecessarily establishes law of the case
risks straight-jacketing the proceeding in ways that impede effective inquiry and appropriate
resolution.” Comm’n Decision at 11. Thus, the Commission stated multiple times that it was not
“in a position at this time to bar all argument” about entry prior to patent expiration. See
Comm’n Decision at 11-12 (emphasis added). Second, Impax’s purported justifications would
only be balanced against anticompetitive harms if Impax meets its burden of showing that the
challenged term—the payment—actually served those justifications. See CC Br. at 68; CC Reply
Br. at Argument, IV.C and D.
118.

The SLA was procompetitive because it allowed generic entry eight months prior to the
expiration of the ’456 and ’933 patents.

Response to Proposed Conclusion No. 118
The Proposed Conclusion is incorrect and should be rejected. First, “[a]n allegedly
legitimate objective is, of course, entirely immaterial unless it is served by the challenged
restraint.” 7 Areeda, ¶ 1505a; see also In the Matter of 1-800 Contacts, Inc., No. 9372, at 166
(Initial Decision, Oct. 27, 2017) (“Cognizable justifications ordinarily explain how specific
restrictions enable the defendants to increase output or improve product quality, service, or
innovation.”) (internal quotations omitted). Simple logic and the factual record demonstrate that
if Endo was willing to provide a January 2013 entry date and make a payment to Impax, it would
have also been willing to provide a January 2013 entry date and not make a payment. Thus, the
entry date cannot justify the presence of the payment. See CC Br. at 68-69; CC Reply Br. at
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Argument, IV.C. Second, comparing the entry date to patent expiration improperly assumes the
patents are valid and infringed. See Actavis, 133 S. Ct. at 2231 (“The patent here may or may not
be valid, and may or may not be infringed.”). Even when a license entry date is earlier than
patent expiration, “the antitrust problem [is] that . . . entry might have been earlier, and/or the
risk of competition not eliminated, had the reverse payment not been tendered.” Lamictal, 791
F.3d at 408; see also CC Br. at 25; CC Reply Br. at Argument, I.C.1.
119.

The SLA was procompetitive because it allowed generic entry over ten years before the
expiration of the ’122 and ’216 patents.

Response to Proposed Conclusion No. 119
The Proposed Conclusion is incorrect and should be rejected. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax eventually
obtained a license to the ’122 and ’216 patents through the patent license provisions of the SLA,
but Impax has not provided any logical explanation, let alone any evidence, to explain why it
would need to be paid to accept a broader license than Endo had originally proposed. To the
contrary, the factual record shows that the payment terms were already fully negotiated before
Impax raised the scope of the license. (CCF ¶ 1458). Impax thus cannot establish that the
payments it received from Endo served to achieve consumer benefits arising from the license to
future Endo patents provided in the settlement. See CC Br. at 67-71; CC Reply Br. at Argument,
IV.C. In addition, comparing the entry date to patent expiration improperly assumes the patents
are valid and infringed. See Actavis, 133 S. Ct. at 2231 (“The patent here may or may not be
valid, and may or may not be infringed.”). Even when a license entry date is earlier than patent
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expiration, “the antitrust problem [is] that . . . entry might have been earlier, and/or the risk of
competition not eliminated, had the reverse payment not been tendered.” Lamictal, 791 F.3d at
408; see also CC Br. at 25; CC Reply Br. at Argument, I.C.1.
120.

The SLA was procompetitive because it allowed generic entry over 16 years before the
expiration of the ’779 patent.

Response to Proposed Conclusion No. 120
The Proposed Conclusion is incorrect and should be rejected. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax eventually
obtained a license to the ’779 patent through the patent license provisions of the SLA, but Impax
has not provided any logical explanation, let alone any evidence, to explain why it would need to
be paid to accept a broader license than Endo had originally proposed. To the contrary, the
factual record shows that the payment terms were already fully negotiated before Impax raised
the scope of the license. (CCF ¶ 1458). Impax thus cannot establish that the payments it received
from Endo served to achieve consumer benefits arising from the license to future Endo patents
provided in the settlement. See CC Br. at 68-71; CC Reply Br. at Argument, IV.C. In addition,
comparing the entry date to patent expiration improperly assumes the patent is valid and
infringed. See Actavis, 133 S. Ct. at 2231 (“The patent here may or may not be valid, and may or
may not be infringed.”). Even when a license entry date is earlier than patent expiration, “the
antitrust problem [is] that . . . entry might have been earlier, and/or the risk of competition not
eliminated, had the reverse payment not been tendered.” Lamictal, 791 F.3d at 408; see also CC
Br. at 25; CC Reply Br. at Argument, I.C.1.
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121.

The SLA benefited consumers and competition by “eliminating an independent and
substantial hurdle to generic entry” reflected in the additional patents Endo secured after
executing the SLA, and thereby achieving “the ‘full freedom to operate’ without the risk
of [a further] patent infringement claim,” the SLA ensured that consumers would have
early and reliable access to a low-cost generic version of Opana ER. Wellbutrin, 133 F.
Supp. 3d at 759; see FTC v. AbbVie Inc., 107 F. Supp. 3d 428, 437 (E.D. Pa. 2015)
(agreement that “facilitat[ed] Teva’s ability to compete in the cholesterol drug market
[was] good for the consumer” and procompetitive under Actavis); Toscano v. PGA Tour,
Inc., 201 F. Supp. 2d 1106, 1123 (E.D. Cal. 2002) (challenged restraints “further[ed]
consumer welfare” where they “provide[d] a product that would not otherwise exist”).

Response to Proposed Conclusion No. 121
The Proposed Conclusion is incorrect and should be rejected. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax cannot establish
that the payments it received from Endo served to achieve consumer benefits arising from the
license to future Endo patents provided in the settlement. See CC Br. at 68-71; CC Reply Br. at
Argument, IV.C. Indeed, Impax has not provided any logical explanation, let alone any evidence,
to explain why it would need to be paid to accept a broader license than Endo had originally
proposed. To the contrary, the factual record shows that the payment terms were already fully
negotiated before Impax raised the scope of the license. (CCF ¶ 1458).
122.

The Supreme Court has held that “enabl[ing] a product to be marketed which might
otherwise be unavailable . . . widen[s] consumer choice . . . and hence can be viewed as
procompetitive.” NCAA v. Bd. of Regents of Univ. of Okla., 468 U.S. 85, 102 (1984).

Response to Proposed Conclusion No. 122
Complaint Counsel has no specific response.
123.

Therefore, there can be no dispute that, on net, the SLA promoted competition and
enhanced consumer welfare. See Cal. Dental Ass’n, 526 U.S. at 771 (restraints that have
“net procompetitive effect” are not unlawful); Microsoft, 253 F.3d at 95 (“[P]laintiffs
must show that [defendants’] conduct was, on balance, anticompetitive.”).
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Response to Proposed Conclusion No. 123
The Proposed Conclusion is incorrect and should be rejected. Impax’s purported
justifications would only be balanced against anticompetitive harms if Impax meets its burden of
showing that the challenged term—the payment—actually served those justifications. Impax has
not done so. See CC Br. at 68; CC Reply Br. at Argument, IV.C and D. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax cannot establish
that the payments it received from Endo served to achieve consumer benefits arising from the
license to future Endo patents provided in the settlement. See CC Br. at 68-71; CC Reply Br. at
Argument, IV.C. Indeed, Impax has not provided any logical explanation, let alone any evidence,
to explain why it would need to be paid to accept a broader license than Endo had originally
proposed. To the contrary, the factual record shows that the payment terms were already fully
negotiated before Impax raised the scope of the license. (CCF ¶ 1458).
124.

Impax’s five years of sustained sales, made possible by the SLA, have benefited
consumers, and these competitive benefits far outweigh the hypothetical elimination of
some unparticularized “risk” of competition posited by Complaint Counsel. See Eisai,
Inc., 821 F.3d at 403 (“assuring [consumers] the availability of supply” is a consumer
benefit); Wellbutrin, 133 F. Supp. 3d at 760 (“ensuring consistent supply of product” is
procompetitive).

Response to Proposed Conclusion No. 124
The Proposed Conclusion is incorrect and should be rejected. Impax’s purported
justifications would only be balanced against anticompetitive harms if Impax meets its burden of
showing that the challenged term—the payment—actually served those justifications. Impax has
not done so. See CC Br. at 68; CC Reply Br. at Argument, IV.C and D. “An allegedly legitimate
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objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax cannot establish
that the payments it received from Endo served to achieve consumer benefits arising from the
license to future Endo patents provided in the settlement. See CC Br. at 68-71; CC Reply Br. at
Argument, IV.C. Indeed, Impax has not provided any logical explanation, let alone any evidence,
to explain why it would need to be paid to accept a broader license than Endo had originally
proposed. To the contrary, the factual record shows that the payment terms were already fully
negotiated before Impax raised the scope of the license. (CCF ¶ 1458). Moreover, the
competitive effect of a challenged agreement must be evaluated as of the time it entered.
Whether Impax’s “five years of sustained sales” would have occurred without the payment
depends entirely on a series of unpredictable events occurring after the settlement. See CC Br. at
70-71.
125.

The benefit inured to consumers from the SLA, including Impax’s five years of sustained
sales, far outweigh any hypothetical benefits from a hypothetical at risk launch. See
Eisai, Inc. v. Sanofi Aventis U.S., LLC, 821 F.3d 394, 403 (3d Cir. 2016) (“assuring
[consumers] the availability of supply” is a consumer benefit); Wellbutrin, 133 F. Supp.
3d at 760 (“ensuring consistent supply of product” is procompetitive).

Response to Proposed Conclusion No. 125
The Proposed Conclusion is incorrect and should be rejected. Impax’s purported
justifications would only be balanced against anticompetitive harms if Impax meets its burden of
showing that the challenged term—the payment—actually served those justifications. Impax has
not done so. See CC Br. at 68; CC Reply Br. at Argument, IV.C. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
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ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax thus cannot
establish that the payments it received from Endo served to achieve consumer benefits arising
from the license to future Endo patents provided in the settlement. See CC Br. at 68-71; CC
Reply Br. at Argument, IV.C. Indeed, Impax has not provided any logical explanation, let alone
any evidence, to explain why it would need to be paid to accept a broader license than Endo had
originally proposed. To the contrary, the factual record shows that the payment terms were
already fully negotiated before Impax raised the scope of the license. (CCF ¶ 1458). Moreover,
the competitive effect of a challenged agreement must be evaluated as of the time it entered.
Whether Impax’s “five years of sustained sales” would have occurred without the payment
depends entirely on a series of unpredictable events occurring after the settlement. See CC Br. at
70-71.
126.

Complaint Counsel has not offered any evidence that even purports to outweigh the realworld, procompetitive benefits proven by Impax. Under the rule of reason, this is
dispositive. See Microsoft, 253 F.3d at 95 (“[I]t is plaintiffs’ burden to show that the
anticompetitive effect of the conduct outweighs its benefit.”).

Response to Proposed Conclusion No. 126
The Proposed Conclusion is incorrect and should be rejected. Impax’s purported
justifications would only be balanced against anticompetitive harms if Impax meets its burden of
showing that the challenged term—the payment—actually served those justifications. Impax has
not done so. See CC Br. at 68; CC Reply Br. at Argument, IV.C and D. “An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.” 7
Areeda, ¶ 1505a; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications
ordinarily explain how specific restrictions enable the defendants to increase output or improve
product quality, service, or innovation.”) (internal quotations omitted). Impax cannot establish
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that the payments it received from Endo served to achieve consumer benefits arising from the
license to future Endo patents provided in the settlement. See CC Br. at 68-71; CC Reply Br. at
Argument, IV.C. Indeed, Impax has not provided any logical explanation, let alone any evidence,
to explain why it would need to be paid to accept a broader license than Endo had originally
proposed. To the contrary, the factual record shows that the payment terms were already fully
negotiated before Impax raised the scope of the license. (CCF ¶ 1458). Moreover, the
competitive effect of a challenged agreement must be evaluated as of the time it entered.
Whether Impax’s “five years of sustained sales” would have occurred without the payment
depends entirely on a series of unpredictable events occurring after the settlement. See CC Br. at
70-71.
D.
127.

Complaint Counsel Must Prove That The Agreement As A Whole Is
Anticompetitive

Complaint Counsel’s argument that the procompetitive benefits analysis under the rule of
reason may only consider the alleged “payment” terms of the SLA, not the entire
challenged restraint, ignores that courts must “look[] at the whole of the settlement to
determine its alleged effect on competition.” Loestrin II, 2017 WL 3600938, at *16; see
Geneva Pharm., 386 F.3d at 507 (defendant entitled to “offer evidence of the procompetitive effects of the[] agreement”) (emphasis added); In re Niaspan Antitrust Litig.,
42 F. Supp. 3d 735, 752 (E.D. Pa. 2014) (competitive effects of challenged settlement
and side deals must be assessed as a whole rather than “in isolation”).

Response to Proposed Conclusion No. 127
The Proposed Conclusion is incorrect and should be rejected. The “specific restraint at
issue” in a reverse payment case is “payment in return for staying out of the market.” Actavis,
133 S. Ct. at 2234. And Actavis requires a defendant to justify “the challenged term”—i.e., the
payment. 133 S. Ct. at 2236; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable
justifications ordinarily explain how specific restrictions enable the defendants to increase output
or improve product quality, service, or innovation.”) (internal quotations omitted); 7 Areeda, ¶
1505a (“An allegedly legitimate objective is, of course, entirely immaterial unless it is served by
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the challenged restraint.”). As the Supreme Court noted in Actavis, companies may “settle in
other ways, for example, by allowing the generic manufacturer to enter the patentee’s market
prior to the patent’s expiration, without the patentee paying the challenger to stay out prior to that
point.” 133 S. Ct. at 2237 (emphasis added); see also id. at 2234 (“We concede that settlement
on terms permitting the patent challenger to enter the market before the patent expires would also
bring about competition . . . . But settlement on the terms said by the FTC to be at issue here—
payment in return for staying out of the market—simply keeps prices at patentee-set levels . . .
while dividing [the] return between the challenged patentee and the patent challenger.”).
128.

It is inappropriate to “evaluate the settlement . . . in a piecemeal, provision-by-provision
approach,” since settlements are “negotiated as a whole, agreed to as a whole, and [go]
into effect as a whole.” Wellbutrin, 133 F. Supp. 3d at 753–54; see also Comm’n
Decision at 12–13 (“Some courts have held that the context of the broader settlement
agreement in which a reverse payment occurs is relevant in assessing its anticompetitive
effects.”) (citing Wellbutrin, 133 F. Supp. 3d at 753–54, and In re Aggrenox Antitrust
Litig., 94 F. Supp. 3d 224, 243 (D. Conn. 2015)).

Response to Proposed Conclusion No. 128
The Proposed Conclusion is incorrect and should be rejected. The “specific restraint at
issue” in a reverse-payment case is “payment in return for staying out of the market.” Actavis,
133 S. Ct. at 2234. And Actavis requires a defendant to justify “the challenged term”—i.e., the
payment. 133 S. Ct. at 2236; see also 1-800 Contacts, Initial Decision at 166 (“Cognizable
justifications ordinarily explain how specific restrictions enable the defendants to increase output
or improve product quality, service, or innovation.”) (internal quotations omitted); 7 Areeda, ¶
1505a (“An allegedly legitimate objective is, of course, entirely immaterial unless it is served by
the challenged restraint.”). Nothing in any of the cases Impax cites suggests that defendants are
relieved of their burden to justify the challenged restraint by showing that the restraint itself
furthers some procompetitive objective. As the Supreme Court noted in Actavis, companies may
“settle in other ways, for example, by allowing the generic manufacturer to enter the patentee’s
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market prior to the patent’s expiration, without the patentee paying the challenger to stay out
prior to that point.” 133 S. Ct. at 2237 (emphasis added); see also id. at 2234 (“We concede that
settlement on terms permitting the patent challenger to enter the market before the patent expires
would also bring about competition . . . . But settlement on the terms said by the FTC to be at
issue here—payment in return for staying out of the market—simply keeps prices at patentee-set
levels . . . while dividing [the] return between the challenged patentee and the patent
challenger.”).
129.

Complaint Counsel’s assertion that any procompetitive benefits must be attributable to
the alleged payment terms is nonsensical, since a payment never has competitive effects
in isolation from the rest of the agreement. See 15 U.S.C. § 1 (prohibiting agreements in
restraint of trade); Black’s Law Dictionary (10th ed. 2014) (defining “restraint of trade”
as “[a]n agreement between two or more businesses” that eliminates competition); Bd. of
Trade, 246 U.S. at 238 (“restrain” means to “bind”).

Response to Proposed Conclusion No. 129
The Proposed Conclusion is incorrect and should be rejected. The “specific restraint at
issue” in a reverse-payment case is not the payment on its own but “payment in return for staying
out of the market.” Actavis, 133 S. Ct. at 2234; see also id. at 2235 (reverse payment provides
strong evidence that “the patentee seeks to induce the generic challenger to abandon its claim
with a share of its monopoly profits that would otherwise be lost in the competitive market”).
And Actavis requires a defendant to justify “the challenged term”—i.e., the payment—and show
“the lawfulness of that term under the rule of reason.” 133 S. Ct. at 2236 (emphasis added); see
also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications ordinarily explain how
specific restrictions enable the defendants to increase output or improve product quality, service,
or innovation.”) (internal quotations omitted); 7 Areeda, ¶ 1505a (“An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.”). As
the Supreme Court noted in Actavis, companies may “settle in other ways, for example, by
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allowing the generic manufacturer to enter the patentee’s market prior to the patent’s expiration,
without the patentee paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237
(emphasis added); see also id. at 2234 (“We concede that settlement on terms permitting the
patent challenger to enter the market before the patent expires would also bring about
competition . . . . But settlement on the terms said by the FTC to be at issue here—payment in
return for staying out of the market—simply keeps prices at patentee-set levels . . . while
dividing [the] return between the challenged patentee and the patent challenger.”).
130.

Nor is this approach consistent with Complaint Counsel’s allegations that the
anticompetitive effects flow from the SLA as a whole, rather than the alleged reverse
payment terms alone.

Response to Proposed Conclusion No. 130
The Proposed Conclusion is incorrect and should be rejected. The “specific restraint at
issue” in a reverse-payment case is not the payment on its own but “payment in return for staying
out of the market.” Actavis, 133 S. Ct. at 2234; see also id. at 2235 (reverse payment provides
strong evidence that “the patentee seeks to induce the generic challenger to abandon its claim
with a share of its monopoly profits that would otherwise be lost in the competitive market”).
And Actavis requires a defendant to justify “the challenged term”—i.e., the payment—and show
“the lawfulness of that term under the rule of reason.” 133 S. Ct. at 2236 (emphasis added); see
also 1-800 Contacts, Initial Decision at 166 (“Cognizable justifications ordinarily explain how
specific restrictions enable the defendants to increase output or improve product quality, service,
or innovation.”) (internal quotations omitted); 7 Areeda, ¶ 1505a (“An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.”). As
the Supreme Court noted in Actavis, companies may “settle in other ways, for example, by
allowing the generic manufacturer to enter the patentee’s market prior to the patent’s expiration,
without the patentee paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237
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(emphasis added); see also id. at 2234 (“We concede that settlement on terms permitting the
patent challenger to enter the market before the patent expires would also bring about
competition . . . . But settlement on the terms said by the FTC to be at issue here—payment in
return for staying out of the market—simply keeps prices at patentee-set levels . . . while
dividing [the] return between the challenged patentee and the patent challenger.”).
131.

Complaint Counsel’s approach would also permit it to cherry-pick value-conveying terms
(alleged “payments”) that it considers objectionable, while ignoring others.

Response to Proposed Conclusion No. 131
The Proposed Conclusion is incorrect and should be rejected. Complaint Counsel’s
approach is a direct application of Actavis, which teaches that the “specific restraint at issue” in a
reverse-payment case is not the payment on its own but “payment in return for staying out of the
market.” Actavis, 133 S. Ct. at 2234; see also id. at 2235 (reverse payment provides strong
evidence that “the patentee seeks to induce the generic challenger to abandon its claim with a
share of its monopoly profits that would otherwise be lost in the competitive market”). And
Actavis requires a defendant to justify “the challenged term”—i.e., the payment—and show “the
lawfulness of that term under the rule of reason.” 133 S. Ct. at 2236 (emphasis added); see also
1-800 Contacts, Initial Decision at 166 (“Cognizable justifications ordinarily explain how
specific restrictions enable the defendants to increase output or improve product quality, service,
or innovation.”) (internal quotations omitted); 7 Areeda, ¶ 1505a (“An allegedly legitimate
objective is, of course, entirely immaterial unless it is served by the challenged restraint.”). As
the Supreme Court noted in Actavis, companies may “settle in other ways, for example, by
allowing the generic manufacturer to enter the patentee’s market prior to the patent’s expiration,
without the patentee paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237
(emphasis added); see also id. at 2234 (“We concede that settlement on terms permitting the
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patent challenger to enter the market before the patent expires would also bring about
competition . . . . But settlement on the terms said by the FTC to be at issue here—payment in
return for staying out of the market—simply keeps prices at patentee-set levels . . . while
dividing [the] return between the challenged patentee and the patent challenger.”).
E.
132.

Complaint Counsel Did Not Prove That a Less Restrictive Alternative Was
Actually Feasible Under the Circumstances

Under the rule of reason, once the defendant has made a showing of procompetitive
effects, the burden shifts back to the plaintiffs to prove that any legitimate competitive
benefits offered by defendants could have been achieved through less restrictive means.”
Geneva Pharm., 386 F.3d at 507.

Response to Proposed Conclusion No. 132
Complaint Counsel has no specific response, but notes that Impax has not made any
showing of procompetitive benefits resulting from the large payment. Complaint Counsel also
notes that an antitrust plaintiff can also rebut an alleged procompetitive justification by showing
that it was pretextual. See Eastman Kodak Co. v. Image Tech. Servs., Inc., 504 U.S. 451, 484
(1992); United States v. Dentsply Int’l, Inc., 399 F.3d 181, 196-97 (3d Cir. 2005).
133.

In order to counter the unrebutted procompetitive effects flowing from the SLA,
Complaint Counsel “must demonstrate that the restraint is not reasonably necessary to
achieve the stated [procompetitive] objective,” United States v. Brown Univ., 5 F.3d 658,
669 (3d Cir. 1993), or in other words, that the “legitimate objectives can be achieved in a
substantially less restrictive manner,” O’Bannon v. NCAA, 802 F.3d 1049, 1070 (9th Cir.
2015) (quoting Tanaka v. Univ. of S. Cal., 252 F.3d 1059, 1063 (9th Cir. 2001), cert.
denied 137 S. Ct. 277 (2016)).

Response to Proposed Conclusion No. 133
The Proposed Conclusion is incorrect and should be rejected. Impax has failed to present
cognizable procompetitive justifications. See CC Br. at III.C.2; CC Reply Br. at Argument, II.3.
Additionally, Complaint Counsel can also rebut an alleged procompetitive justification by
showing that it was pretextual. See Eastman Kodak, 504 U.S. at 484; Dentsply Int’l, 399 F.3d at
197.
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134.

The showing that a less restrictive alternative was feasible is unequivocally complaint
counsel’s burden. O’Bannon, 802 F.3d at 1074; In re McWane, Inc., No. 9351, 2014 WL
556261, at *36 (F.T.C. Jan. 30, 2014).

Response to Proposed Conclusion No. 134
Complaint Counsel has no specific response, but notes that the Actavis Court held that
“[t]here is always something of a sliding scale in appraising reasonableness” and that “the quality
of proof required should vary with the circumstances.” Actavis, 133 S. Ct. at 2237-38.
135.

Complaint Counsel must “make a strong evidentiary showing” that its proposed less
restrictive alternative would be “viable.” O’Bannon, 802 F.3d at 1074 (emphasis added).

Response to Proposed Conclusion No. 135
Complaint Counsel has no specific response, but notes that the Actavis Court held that
“[t]here is always something of a sliding scale in appraising reasonableness” and that “the quality
of proof required should vary with the circumstances.” Actavis, 133 S. Ct. at 2237-38.
136.

Complaint Counsel’s proposed alternative “must be ‘virtually as effective’ in serving the
procompetitive purposes of the [challenged restraint], and ‘without significantly
increased cost.’” Id. (quoting Cty. of Tuolomne v. Sonora Cmty. Hosp., 236 F.3d 1148,
1159 (9th Cir. 2001)).

Response to Proposed Conclusion No. 136
Complaint Counsel has no specific response, but notes that the Actavis Court held that
“[t]here is always something of a sliding scale in appraising reasonableness” and that “the quality
of proof required should vary with the circumstances.” Actavis, 133 S. Ct. at 2237-38.
137.

The speculative expert testimony Complaint Counsel offers is inadequate to “show” a
less restrictive alternative. Cf. Martin v. Omni Hotels Mgmt. Corp., 321 F.R.D. 35, 40–
41 (D.D.C. 2017) (“a party cannot avoid summary judgment when it offers an expert
opinion that is speculative and provides no basis in the record for its conclusions”).

Response to Proposed Conclusion No. 137
The Proposed Conclusion is inaccurate and should be rejected. A less-restrictive
alternative is one that eliminates the restraint and still provides the asserted procompetitive
benefits, such as an NCAA television plan without the provisions the Supreme Court held were
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unlawful. NCAA, 468 U.S. at 117 (distinguishing “[t]he specific restraints on football telecasts
that are challenged in this case” from rules tailored to achieve the NCAA’s legitimate objective
of maintaining a competitive balance among amateur athletic teams). As the Supreme Court
noted in Actavis, companies may “settle in other ways, for example, by allowing the generic
manufacturer to enter the patentee’s market prior to the patent’s expiration, without the patentee
paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237 (emphasis added); see
also id. at 2234 (“We concede that settlement on terms permitting the patent challenger to enter
the market before the patent expires would also bring about competition . . . . But settlement on
the terms said by the FTC to be at issue here—payment in return for staying out of the market—
simply keeps prices at patentee-set levels . . . while dividing [the] return between the challenged
patentee and the patent challenger.”). A settlement with an entry date and broad license but not
including the No-AG provision, Endo Credit, or DCA was indisputably an available option. See
CC Reply Br. at Argument, IV.E.
138.

Complaint Counsel has not shown—or even attempted to show—that the procompetitive
benefits from the SLA could have been achieved through some less restrictive alternative.

Response to Proposed Conclusion No. 138
The Proposed Conclusion is inaccurate and should be rejected. A less-restrictive
alternative is one that eliminates the restraint and still provides the asserted procompetitive
benefits, such as an NCAA television plan without the provisions the Supreme Court held were
unlawful. NCAA, 468 U.S. at 117 (distinguishing “[t]he specific restraints on football telecasts
that are challenged in this case” from rules tailored to achieve the NCAA’s legitimate objective
of maintaining a competitive balance among amateur athletic teams). As the Supreme Court
noted in Actavis, companies may “settle in other ways, for example, by allowing the generic
manufacturer to enter the patentee’s market prior to the patent’s expiration, without the patentee
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paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237 (emphasis added); see
also id. at 2234 (“We concede that settlement on terms permitting the patent challenger to enter
the market before the patent expires would also bring about competition . . . . But settlement on
the terms said by the FTC to be at issue here—payment in return for staying out of the market—
simply keeps prices at patentee-set levels . . . while dividing [the] return between the challenged
patentee and the patent challenger.”). A settlement with an entry date and broad license but not
including the No-AG provision, Endo Credit, or DCA was indisputably an available option. See
CC Reply Br. at Argument, IV.E.
139.

This, too, is fatal to Complaint Counsel’s claims. See N. Am. Soccer League, LLC v. U.S.
Soccer Fed’n, Inc., No. 17-CV-05495 (MKB), — F. Supp. 3d —, 2017 WL 5125771, at
15, *19–21 (E.D.N.Y. Nov. 4, 2017) (plaintiffs failed to show likelihood of success
where defendant adduced evidence of procompetitive benefits and plaintiffs failed to
“provide some alternative to the [challenged restraint] that offer[ed] the same
procompetitive benefits . . . ‘without significantly increased cost’”; denying motion for
preliminary injunction) (quoting O’Bannon, 802 F.3d at 1074).

Response to Proposed Conclusion No. 139
The Proposed Conclusion is inaccurate and should be rejected. A less-restrictive
alternative is one that eliminates the restraint and still provides the asserted procompetitive
benefits, such as an NCAA television plan without the provisions the Supreme Court held were
unlawful. NCAA, 468 U.S. at 117 (distinguishing “[t]he specific restraints on football telecasts
that are challenged in this case” from rules tailored to achieve the NCAA’s legitimate objective
of maintaining a competitive balance among amateur athletic teams). As the Supreme Court
noted in Actavis, companies may “settle in other ways, for example, by allowing the generic
manufacturer to enter the patentee’s market prior to the patent’s expiration, without the patentee
paying the challenger to stay out prior to that point.” 133 S. Ct. at 2237 (emphasis added); see
also id. at 2234 (“We concede that settlement on terms permitting the patent challenger to enter
the market before the patent expires would also bring about competition . . . . But settlement on
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the terms said by the FTC to be at issue here—payment in return for staying out of the market—
simply keeps prices at patentee-set levels . . . while dividing [the] return between the challenged
patentee and the patent challenger.”). A settlement with an entry date and broad license but not
including the No-AG provision, Endo Credit, or DCA was indisputably an available option. See
CC Reply Br. at Argument, IV.E.
V.

COMPLAINT COUNSEL HAS NOT PROVEN WHY ANY OF ITS PROPOSED
REMEDIES ARE APPROPRIATE

140.

Each remedy must have a “reasonable relation to the unlawful practices found to exist.”
Standard Oil Co. v. FTC, 577 F.2d 653, 662 (9th Cir. 1978) (quoting FTC v. ColgatePalmolive Co., 380 U.S. 374, 394–95 (1965)).

Response to Proposed Conclusion No. 140
Complaint Counsel has no specific response, but notes that Section 5 of the FTC Act
mandates that, upon determination that a challenged practice is an unfair method of competition,
the Commission “shall issue . . . an order requiring such person . . . to cease and desist from
using such method of competition or such act or practice.” 15 U.S.C. § 45(b) (emphasis added);
see also FTC v. Nat’l Lead Co., 352 U.S. 419, 428 (1957) (confirming the Commission’s power
to issue cease and desist order). Complaint Counsel further notes that “it is well settled that once
the Government has successfully borne the considerable burden of establishing a violation of
law, all doubts as to the remedy are to be resolved in its favor.” F. Hoffmann-La Roche Ltd. v.
Empagran S.A., 542 U.S. 155, 170-71 (2004) (quoting United States v. E.I. du Pont de Nemours
& Co., 366 U.S. 316, 334 (1960)).
141.

Courts may not sanction overbroad remedies, especially those that would prevent or chill
procompetitive conduct. See Fanning v. FTC, 821 F.3d 164, 177 (1st Cir. 2016) (remedy
impermissibly overbroad when it lacked limits reasonably related to violation).

Response to Proposed Conclusion No. 141
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Complaint Counsel has no specific response, but notes that it is entirely proper for a court
to order “fencing in” relief that bars otherwise legal conduct when it is “necessary to preclude the
revival of the illegal practices.” In re Toys “R” Us, Inc., 126 F.T.C. 695, 697 (1998) (internal
quotations omitted); see also FTC v Nat’l Lead Co., 352 U.S. at 431 (“[T]hose caught violating
the Act must expect some fencing in.”).
142.

A remedy is impermissibly overbroad if it lacks limits reasonably related to violation.
See Fanning, 821 F.3d at 177.

Response to Proposed Conclusion No. 142
Complaint Counsel has no specific response, but notes that it is entirely proper for a court
to order “fencing in” relief that bars otherwise legal conduct when it is “necessary to preclude the
revival of the illegal practices.” In re Toys “R” Us, 126 F.T.C. at 697 ; see also FTC v Nat’l
Lead Co., 352 U.S. at 431 (“[T]hose caught violating the Act must expect some fencing in.”).
143.

Virtually every patent settlement can be characterized as conveying “something of value”
to the alleged infringer. See Asahi Glass Co. v. Pentech Pharm, Inc., 289 F. Supp. 2d
986, 994 (N.D. Ill. 2003) (Posner, J.) (“any settlement agreement can be characterized as
involving ‘compensation’ to the defendant, who would not settle unless he had something
to show for the settlement”). Therefore a remedy forbidding an exchange of value is
overly broad.

Response to Proposed Conclusion No. 143
The Proposed Conclusion is inaccurate and should be rejected. First, the 2003 decision in
Asahi Glass is “not persuasive.” United Food & Commercial Workers Local 1776 &
Participating Employers Health & Welfare Fund v. Teikoku Pharma USA, Inc., 74 F. Supp. 3d
1052, 1068 (N.D. Cal. 2014) (“Lidoderm”). “It was decided ten years before Actavis , and no
longer applies current antitrust law.” Lidoderm, 74 F. Supp. 3d at 1068. Second, Actavis
recognizes that some provisions that provide “value”—an entry date before patent expiration,
payment for avoided litigation costs, or payment for services—are not on their own cognizable
as reverse payments. 133 S. Ct. at 2236-37; see also Lamictal, 791 F.3d at 407-08 (explaining
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distinction between early entry date on its own and an entry date combined with a large
payment). Complaint Counsel’s proposed order expressly carves out these types of “explained”
payments. It excludes entry-date only settlements, as well as payments representing avoided
litigation costs up to $7 million and independent business transaction entered outside of a 45-day
window before and after settlement. Revised Proposed Order at I.W. To the extent that these
narrowly-tailored exclusions would still bar some conduct that might otherwise be lawful, it is
well-established that the Commission may bar certain conduct that would be permitted if
engaged in by someone not found to have violated the law. CC Br. 71-72. The fencing-in relief
here is reasonably related to the violation found and thus entirely proper.
144.

Expansive remedies are particularly inappropriate given the lack of evidence that Impax
acted in “blatant and utter disregard of the law” or has “a history of engaging in unfair
trade practices.” See Standard Oil, 577 F.2d at 662 (both “circumstances which should
be considered in evaluating the relation between the order and the unlawful practice”).

Response to Proposed Conclusion No. 144
The Proposed Conclusion is inaccurate and should be rejected. First, Section 5 of the
FTC Act mandates that, upon determination that a challenged practice is an unfair method of
competition, the Commission “shall issue . . . an order requiring such person . . . to cease and
desist from using such method of competition or such act or practice.” 15 U.S.C. § 45(b)
(emphasis added); see also FTC v. Nat’l Lead Co., 352 U.S. at 428. “[I]t is well settled that once
the Government has successfully borne the considerable burden of establishing a violation of
law, all doubts as to the remedy are to be resolved in its favor.” Hoffmann-La Roche Ltd., 542
U.S. at 170-71 (2004) (quoting E.I. du Pont de Nemours, 366 U.S. at 334). Second, it is entirely
proper for a court to order “fencing in” relief that bars otherwise legal conduct when it is
“necessary to preclude the revival of the illegal practices.” In re Toys “R” Us, 126 F.T.C. at 697;
see also FTC v Nat’l Lead Co., 352 U.S. at 431 (“[T]hose caught violating the Act must expect
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some fencing in.”). Third, Complaint Counsel’s proposed order is not “expansive”; it is narrowly
tailored to prevent Impax from engaging in future similar anticompetitive conduct. See CC Reply
Br. at Argument, V.
145.

Complaint Counsel’s proposed remedies are inappropriate because there is no proof of
any ongoing actual or threatened injury to competition or consumers.

Response to Proposed Conclusion No. 145
The Proposed Conclusion is inaccurate and should be rejected. Once a violation is found,
the Commission has an obligation to order effective relief to protect the public from future
violations and to restore competitive conditions to the marketplace. Thus, Section 5 of the FTC
Act mandates that, upon determination that a challenged practice is an unfair method of
competition, the Commission “shall issue . . . an order requiring such person . . . to cease and
desist from using such method of competition or such act or practice.” 15 U.S.C. § 45(b)
(emphasis added); FTC v. Nat’l Lead Co., 352 U.S. at 428. Such relief is necessary and
appropriate unless there is no “cognizable danger” that Respondent will engage in future
violations of the same type. United States v. W.T. Grant Co., 345 U.S. 629, 633 (1953).
The proposed order’s provisions are reasonably tailored to the violation that occurred and
appropriate to prevent a recurrent violation. Indeed, Impax offers nothing to undermine the
conclusion that, absent the proposed relief, it has the incentive, desire, and opportunity to enter
similar agreements in the future. (CCF ¶¶ 1460-84). Impax’s current CEO has made clear his
intention to “always” seek a No-AG provision in any patent litigation settlement. (CCF ¶¶ 148184). The proposed relief is necessary to prevent such anticompetitive behavior in the future.
146.

The Supreme Court has denied injunctive relief to plaintiffs if the plaintiff fails to “show
that he is under threat of suffering ‘injury in fact’ that is concrete and particularized” and
“the threat must be actual and imminent, not conjectural or hypothetical. . . .” Summers
v. Earth Island Inst., 555 U.S. 488, 493 (2009). Where “the activity of the kind
complained of by the Government has ceased” and “no substantial basis has been
established by credible evidence that there is any danger of recurrent violation . . . there
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is no warrant for injunctive relief.” U.S. v. Uniroyal, Inc., 300 F. Supp. 84, 88 (S.D.N.Y.
1969).
Response to Proposed Conclusion No. 146
The Proposed Conclusion is inaccurate and should be rejected. The Proposed Conclusion
conflates government enforcement actions with private parties’ claims for injunctive relief. A
private plaintiff must show a “real or immediate threat that the plaintiff will be wronged again”
to obtain an injunction. City of Los Angeles v. Lyons, 461 U.S. 95, 103, 111 (1983). But “[a]
Government plaintiff, unlike a private plaintiff, must seek to obtain the relief necessary to protect
the public from further anticompetitive conduct and to redress anticompetitive harm.” HoffmannLa Roche, 542 U.S. at 170. Thus, “it is well settled that once the Government has successfully
borne the considerable burden of establishing a violation of law, all doubts as to the remedy are
to be resolved in its favor.” Hoffmann-La Roche, 542 U.S. at 170-71 (internal quotations
omitted). An injunction is necessary and appropriate unless there is no “cognizable danger” that
Respondent will engage in future violations of the same type. W.T. Grant Co., 345 U.S. at 633.
The proposed order’s provisions are reasonably tailored to the violation that occurred and
appropriate to prevent a recurrent violation. Indeed, Impax offers nothing to undermine the
conclusion that, absent the proposed relief, it has the incentive, desire, and opportunity to enter
similar agreements in the future. (CCF ¶¶ 1460-84). Impax’s current CEO has made clear his
intention to “always” seek a No-AG provision in any patent litigation settlement. (CCF ¶¶ 148184). The proposed relief is necessary to prevent such anticompetitive behavior in the future.
147.

The majority of Federal Circuit Courts viewed Impax’s conduct as per se legal at the time
of the settlement because the SLA fell within the scope of Endo’s patents. See In re
Ciprofloxacin Hydrochloride Antitrust Litig., 544 F.3d 1323, 1335 (Fed. Cir. 2008)
(adopting the “scope-of-the-patent” test); In re Tamoxifen Citrate Antitrust Litig., 446
F.3d 187, 212–13 (2d Cir. 2006) (same); Schering II, 402 F.3d at 1076 (same); Valley
Drug Co. v. Geneva Pharm., Inc., 344 F.3d 1294, 1310 (11th Cir. 2003) (same). Because
Impax’s conduct was legal at the time, and Complaint Counsel has offered no evidence to
suggest any danger that Impax would violate the legal standard established by the
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Supreme Court in 2013 in FTC v. Actavis nearly three years after Impax entered into the
SLA, there is no basis to find there is a threat of repetition and no need for a broad
injunctive remedy.
Response to Proposed Conclusion No. 147
The Proposed Conclusion is inaccurate and should be rejected. First, Impax’s math is
verifiably wrong. There are 13 federal Courts of Appeals, and only three even arguably had
adopted the standard Impax describes. Two other circuits had indicated they would reach a
different result. See In re Cardizem CD Antitrust Litig., 332 F.3d 896, 900 (6th Cir. 2003); Andrx
Pharm., Inc. v. Biovail Corp. Int’l, 256 F.3d 799, 809 (D.C. Cir. 2001). Prior to Actavis, the
Third Circuit held that reverse payments were not only actionable but presumptively unlawful. In
re K-Dur Antitrust Litig., 686 F.3d 197, 216 (3d Cir. 2012). And the FTC was vigorously
challenging reverse-payment agreements throughout this time period. Thus, the state of the law
in 2010 was unsettled.
Second, as Impax concedes, Actavis applies to agreements entered before the Supreme
Court’s June 2013 decision. Impax Br. at 30 n.10. To suggest that a court must apply Actavis to
pre-2013 agreements but cannot order any remedy in such cases makes no sense. And it would
render the general principle of retroactivity of Supreme Court decisions, and the remand in
Actavis itself, meaningless.
148.

Impax has not given “express or implied consent” to Complaint Counsel’s alterations to
its remedies from those originally proposed in the administrative complaint. See 16
C.F.R. § 3.15(a)(2) (allowing Complaint Counsel to add or alter remedies only with
consent of respondent).

Response to Proposed Conclusion No. 148
The Proposed Conclusion is inaccurate and should be rejected to the extent it implies that
Complaint Counsel needed to amend its complaint or obtain Impax’s consent to seek the relief
requested in its proposed order. Impax appears to be specifically concerned with Paragraph II.C
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of the proposed order, which prohibits Impax from enforcing certain provisions in its 2017
oxymorphone ER settlement agreement with Endo. See Impax Br. at 135-36. But this order is
appropriate fencing-in relief. The violation in this case is Impax’s agreement to preserve Endo’s
oxymorphone ER monopoly in exchange for a share of Endo’s monopoly profits. The 2017
Agreement is the mirror image: the parties agreed to preserve Impax’s current oxymorphone ER
monopoly and share the resulting profits. It is well-settled that “those caught violating the Act
must expect some fencing in.” FTC v Nat’l Lead Co., 352 U.S. at 431; In re Toys “R” Us, 126
F.T.C. at 697 (quoting same). Indeed, the order in Toys “R” Us, barred the company from certain
refusals to deal that would ordinarily be permissible unilateral conduct. Toys “R” Us, Inc. v.
FTC, 221 F.3d 928, 940 (7th Cir. 2000). Impax’s 2017 Agreement with Endo is likewise a
revival of the same means the parties used in 2010 to accomplish the violation here: the sharing
of monopoly profits to prevent the risk of competition. Thus, the prohibition in Paragraph II.C is
appropriate fencing-in relief based on the underlying violation established in this case.
149.

Complaint Counsel’s proposed ban on “agreements settling a patent infringement dispute
in which: (1) the brand drug company provides to the generic drug company something
of the value other than the right to market its generic drug product prior to the expiration
of the patent at issue in the litigation; and (2) the generic drug company agrees not to
launch its product for some period of time” overbroad and would chill significant
procompetitive conduct.

Response to Proposed Conclusion No. 149
The Proposed Conclusion is inaccurate and should be rejected. Section 5 of the FTC Act
mandates that, upon determination that a challenged practice is an unfair method of competition,
the Commission “shall issue . . . an order requiring such person . . . to cease and desist from
using such method of competition or such act or practice.” 15 U.S.C. § 45(b) (emphasis added);
see also FTC v. Nat’l Lead Co., 352 U.S. at 428. “[I]t is well settled that once the Government
has successfully borne the considerable burden of establishing a violation of law, all doubts as to
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the remedy are to be resolved in its favor.” Hoffmann-La Roche Ltd., 542 U.S. at 170 (quoting
E.I. du Pont de Nemours, 366 U.S. at 334). Second, it is entirely proper for a court to order
“fencing in” relief that bars otherwise legal conduct when it is “necessary to preclude the revival
of the illegal practices.” In re Toys “R” Us, 126 F.T.C. at 697 (internal quotations omitted); see
also FTC v National Lead Co., 352 U.S. at 431 (“[T]hose caught violating the Act must expect
some fencing in.”).
Actavis recognizes that some provisions that provide “value”—an entry date before
patent expiration, payment for avoided litigation costs, or payment for services—are not on their
own cognizable as reverse payments. 133 S. Ct. at 2236-37; see also Lamictal, 791 F.3d at 40708 (explaining distinction between early entry date on its own and an entry date combined with
value from a large payment). Complaint Counsel’s proposed order expressly carves out these
types of “explained” payments. It excludes entry-date only settlements, as well as payments
representing avoided litigation costs up to $7 million and independent business transaction
entered outside of a 45-day window before and after settlement. Revised Proposed Order, I.W.
To the extent that these narrowly-tailored exclusions would still bar some conduct that might
otherwise be lawful, it is well-established that the Commission may bar certain conduct that
would be permitted if engaged in by someone not found to have violated the law. CC Br. at 7172. The fencing-in relief here is reasonably related to the violation found, and thus entirely
proper.
150.

Complaint Counsels proposal banning Impax “from entering any agreement with another
drug company that prevents, restricts, or disincentives the brand drug company from
selling or authorizing a competing product for some period of time,” is overly broad,
ambiguous and lacks limits reasonably related to the alleged violation.

Response to Proposed Conclusion No. 150
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The Proposed Conclusion is inaccurate and should be rejected. Section 5 of the FTC Act
mandates that, upon determination that a challenged practice is an unfair method of competition,
the Commission “shall issue . . . an order requiring such person . . . to cease and desist from
using such method of competition or such act or practice.” 15 U.S.C. § 45(b) (emphasis added);
see also FTC v. Nat’l Lead Co., 352 U.S. at 428. “[I]t is well settled that once the Government
has successfully borne the considerable burden of establishing a violation of law, all doubts as to
the remedy are to be resolved in its favor.” Hoffmann-La Roche Ltd., 542 U.S. at 170 (quoting
E.I. du Pont de Nemours, 366 U.S. at 334). Second, it is entirely proper for a court to order
“fencing in” relief that bars otherwise legal conduct when it is “necessary to preclude the revival
of the illegal practices.” In re Toys “R” Us, 126 F.T.C. at 697 (internal quotations omitted); see
also FTC v Nat’l Lead Co., 352 U.S. at 431 (“[T]hose caught violating the Act must expect some
fencing in.”). The fencing-in relief here is reasonably related to the violation found, and thus
entirely proper.
Moreover, the challenged provision restricts Impax’s ability to enter into future
agreements involving extended-release oxymorphone that threaten competition in that market.
This limited, narrowly-tailored restriction is neither unreasonably ambiguous nor overbroad. See
CC Reply Br. at Argument, V.
151.

Complaint Counsel’s proposals requiring Impax “to submit periodic reports describing
compliance efforts” and “fund an independent monitor to determine Impax’s compliance”
is overbroad and redundant.

Response to Proposed Conclusion No. 151
The Proposed Conclusion is inaccurate and should be rejected. These provisions are
standard in Commission orders. See CC Br. at 77.
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