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IMPAX’S GENERAL RESPONSES TO ALL PROPOSED FINDINGS OF FACT 

1. Many of Complaint Counselôs proposed findings of fact are not facts but are instead a 

mixture of argument, legal conclusions, unsupported assertions, and mischaracterizations of the 

evidence.  Respondent Impax Laboratories, Inc. objects to all such findings. 

2. Very few of Complaint Counselôs proposed findings of fact reference the testimony 

elicited at trial.  Of 1,492 proposed findings, 891 (or 60 percent) do not cite trial testimony in any 

way.  Such findings should be accorded little or no weight. 

3. Many of Complaint Counselôs proposed findings of fact rely solely on testimony from 

Investigational Hearings, a proceeding at which Respondent had no opportunity to cross-examine 

any of the witnesses.  All such testimony should be accorded little or no weight, particularly in 

instances where the witness appeared at trial and testified differently or where Complaint 

Counsel chose not to elicit the same testimony from the witness at trial. 

4. Many of Complaint Counselôs proposed findings of fact are basely solely on hearsay or 

on exhibits with no sponsoring witness.  Other proposed findings are general in nature and refer 

only to groups of findings that are much narrower than the broad proposition which they 

supposedly support.  These proposed findings should be disregarded. 

5. Complaint Counselôs proposed findings based solely on the testimony or the report of an 

expert violate this Courtôs Order on Post-Trial Briefs, dated November 17, 2017, (ñOrder on 

Post-Trial Briefsò) to the extent that the findings address factual propositions that should be 

proven by fact witnesses or reliable exhibits.  Respondent reserves the right to file a motion to 

strike. 

6. Pursuant to the Courtôs Order on Post-Trial Briefs, Respondentôs replies ñuse the same 

outline headings as used by [Complaint Counsel] in its opening proposed findings of fact.ò  
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Order on Post-Trial Briefs at 4.  Respondent does not endorse or adopt the positions taken by 

Complaint Counsel in those headings. 

IMPAX’S REPLIES TO COMPLAINT COUNSEL’S  
PROPOSED FINDINGS OF FACT 

 
I. Jurisdictional facts 

1. Impax Laboratories, Inc. (ñImpaxò) is a for-profit corporation with its principal 
place of business at 30831 Huntwood Avenue, Hayward, California. (JX-001 at 001 
(Æ 1); Koch, Tr. 251). Along with its Hayward headquarters, Impax operates out of its 
facilities in Middlesex, New Jersey, among other locations. (JX-001 at 001 (Æ 2)). 

RESPONSE TO FINDING NO. 1: 

Respondent has no specific response. 

2. Impax engages in the business of, among other things, developing, manufacturing, 
and marketing pharmaceutical drugs. (JX-001 at 001, 02 (ÆÆ 3, 6); Koch, Tr. 219-20). 

RESPONSE TO FINDING NO. 2: 

Respondent has no specific response. 

3. Impax is a corporation as ñcorporationò is defined in Section 4 of the Federal 
Trade Commission Act, 15 U.S.C. Ä 44. (JX-001 at 001 (Æ 4)). 

RESPONSE TO FINDING NO. 3: 

Respondent has no specific response. 

4. Impax has engaged, and continues to engage, in commerce and activities affecting 
commerce in each of the fifty states in the United States and the District of Columbia, as 
the term ñcommerceò is defined by Section 1 of the Federal Trade Commission Act, 15 
U.S.C. Ä 44. (JX-001 at 001 (Æ 5)). 

RESPONSE TO FINDING NO. 4: 

Respondent has no specific response. 

5. The Federal Trade Commission (ñFTCò) has jurisdiction over the subject matter 
of this proceeding and over Impax. (JX-001 at 002 (Æ 7)). 
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RESPONSE TO FINDING NO. 5: 

Respondent has no specific response. 

II. Competition between brand and generic drugs 

A 
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9. The FDA assigns a generic drug a
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the exclusivity period, the generic firm must enter the market at least six months before the 

challenged patents on the brand-name drug expireò)). 

15. The 180-day exclusivity period can be ñvery valuableò to a generic company. 
(Koch, Tr. 232-33; see also Snowden, Tr. 414 (describing exclusivity period as a 
ñbenefitò)). First-filer exclusivity provides the generic company with ñsix months of 
runway before another entrant will be reviewed or approved.ò (Koch, Tr. 232). Generic 
companies, like Impax, ñcan make a substantial portion of their profitsò during that ñsix-
month runway.ò (Koch, Tr. 232). 

RESPONSE TO FINDING NO. 15: 

Respondent has no specific response. 

B. State law encourages substitution of AB-rated generic drugs for brand drugs 

16. 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. (CX5000 at 030 (Æ 66) (Noll Report) (citing summary from State Regulation of 
Generic Substitution); CX3162 at 018 n.83 (Impax White Paper) (quoting amicus brief in 
Mylan Pharm. Inc. v. Warner Chilcott Public Ltd.) (ñall states facilitate competition 
through laws that allow a pharmacist to substitute an AB-rated generic drug when 
presented with a prescription for its brand equivalentò); JX-003 at 011 (Æ 72)). 

RESPONSE TO FINDING NO. 16: 
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well.  The cited footnote from Dr. Addankiôs report is a quotation from the FDAôs Orange Book 

describing the creation of the O
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2140-42; Addanki, Tr. 2218).  Accordingly, formulary placement can play a key role in doctorsô 

prescribing decisions when choosing between equally-safe and effective long-acting opioids.  

(Michna, Tr. 2148; CX4046 (Michna, Dep. at 115-16); CX4044 (Addanki, Dep. at 148); RX-

549.0006-07, 21 (Michna Rep. ÆÆ 21, 51)). 

In fact, Complaint Counselôs economic expert, Professor Noll, admitted that doctors 

make prescribing decisions based on price and formulary tiering, among other issues.  (Noll, Tr. 

1505-06).  Dr. Savage, Complaint Counselôs medical expert, similarly admitted that ñthe copay 

is one variable that may be consideredò when making prescription choicesðñclinical 

determinations are usually the first consideration and then copays.ò  (CX4041 (Savage, Dep. at 

138); see Savage, Tr. 772 (availability of insurance coverage for a medication would affect Dr. 

Savageôs clinical decision-making)).   

Doctors are aware of drug prices when prescribing medications based on numerous 

sources of information.  (Michna, Tr. 2122-23).  For example, when they enter a ñdrug order in 

the system, as [they are] ready to print it or electronically send the prescription to the pharmacy, 

[they] will get an immediate feedback as to whether thatôs a covered medication for that 

insurance company, also what level of additional pay that the patient has to pay at the 

pharmacy.ò  (Michna, Tr. 2122-23).  Doctors also receive feedback directly from patients, 

pharmacists, and drug manufacturers regarding drug costs and formulary tiering.  (Michna, Tr. 

2123; CX4046 (Michna, Dep. at 115-16)).  Dr. Savage personally is not aware of drug prices 

because formulary tiering and what patients pay in copays ñtruly is outside [her] experienceò 

since she is ña consultant in [her] practice areaò and does not ñdo the direct management of the 

patients [or] deal with insurance companies,ò which she leaves to ñthe staff physicians.ò  

(CX4041 (Savage, Dep. at 117-18)).   
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Finally, the citations to Dr. Michnaôs testimony are inaccurate and misleading.  Dr. 

Michna did not testify that he is unaware of prices when prescribing medications; just the 

opposite.  (Michna, Tr. 2122-23, 2148; CX4046 (Michna, Dep. at 115-16)).  Dr. Michna made 

the same point in the cited portions of his testimony.  (Michna, Tr. 2187-88 (discussing 

fluctuations in price and explaining ñIôd be aware of it if thereôs dramatic changesò); CX4046 

(Michna, Dep. at 148-49) (ñI donôt trawl the daily cost of all the pharmaceutical products, but I 

have a general idea.ò)).  

19. Instead, the patient, or in most cases a third-party payer such as a public or private 
health insurer, pays for the drug. (CX5000 at 031 (Æ 67) (Noll Report)). But these 
purchasers have little input over what drug is actually prescribed, because physicians 
ultimately select and prescribe appropriate drug therapies. (CX5002 at 063 (Æ 177) 
(Savage Report)). 

RESPONSE TO FINDING NO. 19: 

Respondent does not dispute that third-party payors often pay for drugs, but the first 

sentence of Complaint Counselôs Proposed Finding No. 19 is not supported by the cited 

evidence.  The cited portion of Professor Nollôs report discusses policies to control drug costs, 

including ñrules about physician prescribing behavior and patient cost reimbursement by entities 

that pay for prescription drugs.ò  (CX5000-031 (Noll Rep. Æ 67)).  The cited portion of the report 

does not discuss who pays for drugs in most instances.   

The second sentence of Proposed Finding No. 19 is inaccurate, misleading, and not 

supported by the cited evidence.  The exhibit cited, a paragraph from Dr. Savageôs report, does 

not discuss third-party payors or their input.  (CX5002-063 (Savage Rep. Æ 177)).  The exhibit, 

moreover, actually notes that clinicians will ñconsciously consider costsò when they are ñaware 

that the patient will need to pay out of pocket.ò  (CX5002-063 (Savage Rep. Æ 177)).  The second 

sentence is also inconsistent with the record.  Dr. Michnaðwho, unlike Dr. Savage, directly 
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manages patients, (CX4041 (Savage, Dep. at 117))ðtakes the costs of medications, including 

formulary placement, into account when choosing among equally safe and effective medication 

options.  (See Michna, Tr. 2121-22, 2148; CX4046 (Michna, Dep. at 115-16); RX-549.0006-07, 

21 (Michna Rep. ÆÆ 21, 51)).  Other doctors do the same.  (CX4046 (Michna, Dep. at 115-16); 

RX-549.0006-07, 021 (Michna Rep. ÆÆ 21, 51)). 

20. State substitution laws are designed to correct this market imperfection by shifting 
the drug selection choice from physicians to pharmacists and patients who have greater 
financial incentives to make price comparisons. (CX5000 at 030 (ÆÆ 65-66) (Noll 
Report); RX-547 at 027 (Æ 50 n.64) (Addanki Report) (quoting FDA Orange Book) (ñTo 
contain drug costs, virtually every state has adopted laws and/or regulations that 
encourage the substitution of products.ò)). 

RESPONSE TO FINDING NO. 20: 

Complaint Counselôs Proposed Finding No. 20 is inaccurate and mischaracterizes the 

cited exhibits.  None of the cited exhibits provide that state substitution laws were designed to 

correct a market imperfection or to shift drug selection choices from one entity to another.  

Professor Nollôs report states that insurance companies and the government ñhave put in place 

three policies that increase the influence of price on drug choice and encourage use of generics,ò 

including generic substitution laws.  (CX5000-030 (Noll Rep. Æ 65)).  Dr. Addankiôs report 

quotes the FDA Orange Book, which states only, ñTo contain drug costs, virtually every state has 

adopted laws and/or regulations that encourage the substitution of products.ò  (RX-547.0027 

(Addanki Rep. Æ 50 n.64)). 

21. Under these laws, if a prescription is written for the branded product, a pharmacist 
could substitute the AB-rated generic for the brand. (CX5000 at 030 (Æ 66) (Noll Report); 
RX-547 at 026-27 (Æ 50) (Addanki Report); Reasons, Tr. 1219; JX-003 at 011 (Æ 72)). 

RESPONSE TO FINDING NO. 21: 

Respondent has no specific response. 
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22. An AB rating is fundamental to automatic substitution. If the generic drug is not 
AB-rated to the brand drug, a pharmacist cannot substitute the generic drug. (CX5000 at 
030 (Æ 66) (Noll Report); JX-003 at 011 (Æ 72)). 

RESPONSE TO FINDING NO. 22: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 22.  The second sentence of Proposed Finding No. 22 is inaccurate and 

misleading.  A pharmacist may substitute a non-AB-rated generic for a branded drug if the 

physician writes the chemical name of the drug, rather than the brand name, on the prescription.  

(JX-003-011 (Æ 72) (Second Set of Joint Stipulations)). 

C. Competition from lower-priced generic drugs saves American consumers 
billions of dollars a year 

23. 
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RESPONSE TO FINDING NO. 24: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 24 other than to note that while generic drugs generally are priced lower 

than branded drugs, that is not always the case.  (Hoxie, Tr. 2795 (claiming generics do not 

always sell at a discount to the brand)).   

The second sentence of Proposed Finding No. 24 violates this Courtôs Order on Post-

Trial Briefs by citing ñto expert testimony to support factual propositions that should be 

established by fact witnesses or documents.ò 

The third sentence of Proposed Finding No. 24 is incomplete and misleading.  The first 

cited document (CX5000-048) is expert testimony inappropriately cited for a factual proposition.  

The second cited document (CX6055-010) is an FTC document advocating for Congressional 

legislation prohibiting all so-called ñpay-for-delayò agreements.  The document cites no data or 

statistics in support of the proposition advanced by Complaint Counsel.  (CX6055-010).  Finally, 

the cited document acknowledges that the proposition advanced by Complaint Counsel is based 

on assumptions about demand and pricing meant to ñsimplif[y] the analysis,ò even though prices 

actually vary.  (CX6055-014). 

25. Generic drug entry before patent expiration can save consumers billions of 
dollars. (CX6055 at 005 (FTC study of reverse payments)). 

RESPONSE TO FINDING NO. 25: 

Complaint Counselôs Proposed Finding No. 25 is incomplete and misleading.  The cited 
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ñpay-for-delayò agreements collectively.  (CX6055-005).  The document, moreover, cites no 

data, statistics, or other analysis in support of the proposition advanced by Complaint Counsel.  

(CX6055-005). 

The Proposed Finding also ignores the uncertainty of the purported savings, as courts can 

enjoin generic companies from competing if they enter before patent expiration.  (Snowden, Tr. 

503-04; Figg, Tr. 1871, 1904-05).  And the Proposed Finding ignores the risks to generic drug 

companies of entry before patent expiration, including billions of dollars in patent-infringement 

damages, (Hoxie, Tr. 2782), and bankruptcy (Koch, Tr. 287 (generic entry before patent 

expiration can be a ñbet-the-companyò undertaking and can ñtake the solvency of the company 

entirelyò); CX4030 (Hsu, Dep. at 43) (ñthe risk can be huge depending on the size of the product 

and depending on whether weôre first to fileò)). 

26. Because of these price advantages and cost savings, many third-party payers of 
prescription drugs (e.g., health insurance plans and Medicaid programs) have adopted 
policies to encourage the substitution of AB-rated generic drugs for their branded 
counterparts. (CX5000 at 030-32 (ÆÆ 65, 67-69) (Noll Report); CX6052 at 084-85 (FTC 
Authorized Generics Report)). 

RESPONSE TO FINDING NO. 26: 

Respondent has no specific response. 

D. Competition from an authorized generic typically has a significant financial 
impact on the generic first filer 

27. To offset some of the lost profits resulting from declining branded product sales 
after generic entry, brand companies frequently launch authorized generics. An 
authorized generic, or AG, is chemically identical to the brand drug, but is sold as a 
generic product, typically through either the brand companyôs subsidiary or through a 
third party. (JX-001 at 005 (Æ 31)). A brand company can market a generic version of its 
own brand product at any time, including during the first filerôs exclusivity period. 
(JX-001 at 005 (Æ 28)). For a brand company to market a generic version of its own brand 
product, no ANDA is necessary because the brand company already has approval to sell 
the drug under its NDA. (JX-001 at 005 (Æ 29)). 
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RESPONSE TO FINDING NO. 
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118-19); see also Bingol, Tr. 1337 (ñI donôt recall specific forecasts about an authorized 

generic.ò); Bingol, Tr. 1338-39 (an authorized generic ñwas never, to my knowledge . . . fully 

realized as a plan or an ideaò); CX4031 (Bradley, Dep. at 198) (ñI donôt recall having any 

conversation with any colleagues regarding the launch of an authorized generic.ò)).  In fact, 

Endo intended to replace its original Opana ER product with a reformulated product ñand that 

would be the only product that we had on the market.ò  (CX4019 (Lortie, Dep. at 117-18); see 

Bingol, Tr. 1338).   

Respondent has no specific response to the second and third sentences of Proposed 

Finding No. 28. 

29. Competition from an authorized generic has a significant financial impact on the 
first filer. (CX6052 at 047 (FTC Authorized Generics Report) (first filerôs revenues fall 
40-52% when facing an AG); CX6055 at 007 (FTC study on reverse payments) (ñAG 
competition can substantially reduce the revenues a first-filer generic earns during its 180 
days of marketing exclusivity.ò); CX4020 (Reasons, Dep. at 53) (as an additional 
competitor to the generic, an AG can result in lost market share and/or a lower price)). 

RESPONSE TO FINDING NO. 29: 

Complaint Counselôs Proposed Finding No. 29 is misleading and not supported by the 

cited evidence.  The first exhibit cited in Proposed Finding No. 29 discusses ñwholesale 

expenditures,ò not actual first-filer revenue.  (CX6052-047).  The second exhibited cited in 

Proposed Finding No. 29 (CX6055-005) is an FTC document advocating for Congressional 

legislation prohibiting all so-called ñpay-for-delayò agreements.  The document simply 

references an interim version of CX6052 and offers no other data, statistics, or analysis in 

support of the quoted language.  (CX6055-007, 014).  Finally, the third exhibit cited in Proposed 

Finding No. 29 does not mention ñsignificant financial impacts.ò  (CX4020 (Reasons, Dep. at 

53)).   
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30. Moreover, a first filerôs first-mover advantage can be undercut if it faces an AG at 
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rated ñdoesnôt impact the ability to sell.  We -- Impax was still able to sellò); CX4037 

(Smolenski, Dep. at 155)).  The second sentence of Proposed Finding No. 32 is not supported by 

the cited evidence.  The cited document does not discuss whether any form of financial impact is 

well known in the pharmaceutical industry.  (CX6052-159-60).   

III. Opana ER was a successful and rapidly growing brand drug 

33. In 2010, Endo was ñwas really a company based on two products . . . Lidoderm 
and Opana.ò  (CX4011 (Holveck, IHT at 11-12, 16)). Together, Lidoderm and the Opana 
franchise accounted for 63% of Endoôs revenues.  (CX3214 at 148 (Endo 2010 10-K)). 
Behind Lidoderm, Opana ER was Endoôs ñsecond biggest selling product.ò (Bingol, 
Tr. 1263). 

RESPONSE TO FINDING NO. 33: 

Respondent has no specific response. 

34. Oxymorphone is in a class of drugs known as opioids, which have long been used 
to relieve pain. (JX-001 at 006 (Æ 2)). Oxymorphone is a semi-synthetic opioid, originally 
developed over 100 years ago and first approved by the FDA in 1960. (JX-001 at 006 
(Æ 1); CX5002 at 037 (Æ 104) (Savage Report); CX3247 (NDA No. 011738 
ñNumorphanò); CX6050 at 004 (FDA presentation: Regulatory History of Opana ER)). 

RESPONSE TO FINDING NO. 34: 

Respondent has no specific response. 

35. Opana ER is an extended-release formulation of oxymorphone. (JX-001 at 006 
(Æ 3)). Unlike immediate-release drugs, extended-release medications like Opana ER 
have special coatings or ingredients that control how fast the active ingredient is released 
from the pill into the patientôs body. (CX5002 at 034 (Æ 96) (Savage Report)). Compared 
to an immediate-release oxymorphone formulation, Opana ER provides longer-lasting, 
12-hour pain relief that allows the patient to take fewer pills each day. (CX3163 at 008 
(Æ 8) (Impax Answer); CX5002 at 038 (Æ 106) (Savage Report)). 

RESPONSE TO FINDING NO. 35: 

Respondent has no specific response. 

36. The FDA approved Opana ER (NDA No. 021610) in June 2006 ñfor the relief of 
moderate to severe pain in patients requiring continuous, around-the-clock opioid 
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treatment for an extended period of time.ò (JX-001 at 006 (Æ 4)). It is used to treat pain 
for a wide variety of conditions, ranging from chronic back problems to cancer. (JX-001 
at 006 (Æ 5)). 

RESPONSE TO FINDING NO. 36: 

Respondent has no specific response. 

37. In July 2006, Endo launched Opana ER as the only extended-release version of 
oxymorphone on the market. (JX-001 at 006 (ÆÆ 6, 8); CX6050 at 006, 08 (FDA 
Regulatory History of Opana ER)). Endo ultimately sold Opana ER in seven dosage 
strengths (5, 7.5, 10, 15, 20, 30, and 40 mg). (JX-001 at 006 (Æ 7)). 

RESPONSE TO FINDING NO. 37: 

Respondent has no specific response. 

38. Opana ER was originally launched in four dosage strengths (5, 10, 20 and 40 mg). 
(CX3273 at 002 (Æ 4) (Bingol Decl.)). In April 2008, Opana ER was launched in three 
additional dosage strengths (7.5, 15, and 30 mg). (CX3273 at 002 (Æ 4) (Bingol Decl.)). 
The most commercially significant strengths for Opana ER were the 5 mg, 10 mg, 20mg, 
30 mg, and 40 mg strengths, which in 2010 accounted for approximately 94% of the unit 
sales of Opana ER. (CX3273 at 002-03 (Æ 4) (Bingol Decl.)). 

RESPONSE TO FINDING NO. 38: 

Respondent has no specific response. 

39. As Endoôs second best-selling drug, Opana ER was Endoôs ñflagship branded 
product.ò (CX2607 at 005 (Æ 16) (Lortie Decl.); Bingol, Tr. 1263). After a modest start of 
$5 million in sales in 2006, sales grew to $172 million in 2009. (CX2607 at 004 (Æ 13) 
(Lortie Decl.)). Endoôs 2009 sales of Opana ER amounted to 12% of its total annual 
revenue. (CX3160, Endo Pharmaceuticals Holdings Inc. SEC 2009 Form 10-K (Feb. 26, 
2010), at 052). 

RESPONSE TO FINDING NO. 39: 

Respondent has no specific response other than to clarify that Mr. Lortieôs declaration 
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40. Sales reached approximately $240 million in 2010 (CX2607 at 004 (Æ 13) (Lortie 
Decl.), the earliest year that generics could have entered and the year of the Endo-Impax 
settlement agreement. (RX-364 (SLA); RX-365 (DCA); JX-001 at 007 (Æ 16)). 

RESPONSE TO FINDING NO. 40: 

Respondent has no specific response. 

41. In 2011, sales for Opana ER were approximately $384 million. (CX2607 at 004 
(Æ 13) (Lortie Decl.)). Endo had expected that upward sales trend to continue into 2012. 
(CX2607 at 005 (ÆÆ 15-16) (Lortie Decl.)). 

RESPONSE TO FINDING NO. 41: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 41.  The second sentence of Proposed Finding No. 41 is inaccurate and not 

supported by the cited evidence.  The cited declaration actually states that ñ[n]et sales for Opana 

ER decreased in 2012 b¾  
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RESPONSE TO FINDING NO. 47: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

48. The size of the branded product is ñobviouslyò an important factor in determining 
whether to develop a generic product. (CX4021 (Ben-Maimon, Dep. at 17-18)). Indeed, 
when Impax assesses the value of potential market opportunity for a new generic drug, 
the size of the corresponding branded productôs sales provides the ñbestò and ñmost 
accurateò estimate. (Reasons, Tr. 1219-20). 

RESPONSE TO FINDING NO. 48: 

The first sentence of Complaint Counselôs Proposed Finding No. 48 is not supported by 

the cited evidence.  Dr. Ben-Maimon testified that ñ[o]bviously market sizeò was one of many 

factors considered when selecting a generic to develop.  (CX4021 (Ben-Maimon, Dep. at 17-18) 

(emphasis added)).  She said nothing about the ñsize of the braĮM
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a single patent, No. 5,128,143 (the ñô143 patentò), in the Orange Book covering Opana 
ER. (CX3242 at 003 (2007 Endo letter to the FDA)). The ô143 patent was not a 
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52. On October 2, 2007, Endo listed Patent No. 7,276,250 (the ñô250 patentò) relating 
to a mechanism for controlling the release of a drugôs active ingredient over an extended 
period of time. (JX-001 at 006 (Æ 9); CX3520 (U.S. Patent No. 7,276,250 Abstract)). That 
patent expires in 2023 (JX-001 at 006 (Æ 10); CX3208 at 006, 07 (Smolenski/Camargo 
email)). 

RESPONSE TO FINDING NO. 52: 

Respondent has no specific response. 

53. On October 19, 2007, Endo listed in the Orange Book two additional patents 
pertaining to a controlled release mechanismðNo. 5,662,933 (the ñô933 patentò) and 
No. 5,958,456 (the ñô456 patentò). (JX-001 at 006 (Æ 9); CX3249 (U.S. Patent 
No. 5,662,933 Abstract); CX0303 at 35 (U.S. Patent No. 5,958,456 Abstract)). The ô933 
and ô456 patents expired in September 2013. (JX-001 at 006 (Æ 10)). 

RESPONSE TO FINDING NO. 53: 

Respondent has no specific response. 

54. Those patents had been issued by the U.S. Patent and Trademark Office up to a 
decade earlierðin 1997 and 1999, respectively. (CX0303 at 006 (ÆÆ 22, 23) (Endo v. 
Impax complaint)). 

RESPONSE TO FINDING NO. 54: 

Respondent has no specific response. 

55. Endo failed to list the ô456 and ô933 patents in the Orange Book within 30 days of 
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RESPONSE TO FINDING NO. 56: 

Respondent has no specific response. 

57. Eventually, at least eight companies submitted ANDAs seeking approval to 
market a generic version of Opana ER, including Impax and Actavis. (CX2607 at 008-09 
(Lortie Decl. Æ 24)). Each compa
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approval for Impaxôs ANDA would expire in June 2010. (JX-001 at 005, 07 (ÆÆ 15-16, 
26)); see also CCF ÆÆ 94-118, below). 

RESPONSE TO FINDING NO. 59: 

Respondent has no specific response. 

60. Endo was aware of this key date and had long forecasted the possibility of 
generics launching in the middle of 2010. (CX4025 (Bingol, Dep. at 24-26) (as early as 
2008, Endo had identified and was planning around the possibility that Impax could 
launch a generic at risk in mid-2010); CX2573 at 004 (Feb. 2010 EN3288 Commercial 
Update) (noting that Impax could launch at risk any time after June 2010); CX2564 at 
094 (Mar. 2010 Endo 10-year outlook) (projecting July 2010 generic entry)). 

RESPONSE TO FINDING NO. 60: 

Respondent has no specific response. 

61. By May 2010, Endo was repeatedly forecasting that a generic version of Opana 
ER would launch in July 2010. (CX3017 at 001-03, 05-06 (May 2010 Endo internal 
email thread and attached Opana ER P&L model scenarios); CX3009 at 003 (May 2010 
Endo Opana ER P&L model scenarios)). The FDA tentatively approved Impaxôs ANDA 
on May 13, 2010, and Impax could launch as soon as it got final approval from the FDA, 
which was generally a formality after getting tentative approval (JX-001 at 007 (Æ 17); 
Snowden, Tr. 417-18 (ñImpax was almost certain to get final approval at the conclusion 
of the 30-month stayò); Koch, Tr. 340-41 (ñitôs pretty routine and rubber stamp from the 
time of tentative approval to final approvalò); CX5007 at 022 (Æ 42) (Hoxie Rebuttal 
Report)). 

RESPONSE TO FINDING NO. 61: 

The first sentence of Complaint Counselôs Proposed Finding No. 61 is inaccurate and 

misleading.  None of the cited documents indicate that a generic version of Opana ER ñwould 

launch in July 2010.ò  The forecasts were based on ñmanyò assumptions and Endo was looking 

at ñany possible scenario.ò  (CX4025 (Bingol, Dep. at 59); Bingol, Tr. 1310 (ñWe have to 

consider all scenariosò)).  They were ñbased on scenarios that we had created, I mean, the 

accuracy of which are always debatable.ò  (Bingol, Tr. 1303).  And many of the assumptions 

were actually total unknowns.  (Bingol, Tr. 1307 (ñJUDGE CHAPPELL:  Okay.  Well, I donôt 



PUBLIC 

26 
 

want you to guess[], so according to this document, whatever those claims were you didnôt 

know.  THE WITNESS:  Well, we would be -- thatôs correct.ò); Cuca, Tr. 662-63).   

In the case of Opana ER, Endoôs ñbase caseò and ñlatest best estimateò did not assume 

generic entry in 2010.  (CX4035 (Cuca, Dep. at 62) (discussing CX3009)).  Indeed, in the spring 

of 2010, Endo knew ñthere had been ANDAs filed for generic versions of Opana ER,ò but 

believed ñthere was not imminently at that point going to be a generic.ò  (Cuca, Tr. 643; see RX-

086 at 9-10 (Impax was ñnot likely to launch at riskò)).  But Endo still forecast different 

scenarios regarding the future of its Opana ER product to ñanalyze the full range of potential 

outcomes.ò  (Cuca, Tr. 663-64). 

While respondent does not dispute that the FDA tentatively approved Impaxôs ANDA on 

May 13, 2010, or that final approval was likely after that point, the claim in the second sentence 

of Proposed Finding No. 61 that Impax could launch as soon as it got final approval is inaccurate 

and not supported by the cited evidence.  While Impax would be permitted by the FDA to launch 

as soon as it received final approval, the FDAôs approval is only one of numerous factors 

affecting whether Impax ñcould launchò at any given time, including patent litigation, 

manufacturing readiness, and Impax internal approvals.  (Koch, Tr. 276-77; Snowden, Tr. 426; 

CX4021 (Ben-Maimon, Dep. at 34); Engle, Tr. 1783-85). 

62. Even if Impax did not launch as soon as it received final FDA approval in June 
2010 following expiration of the 30-month stay, Endo identified other key dates for a 
potential generic launch ranging from later in 2010 to, at the 
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the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

63. For example, Endo expected that a decision in the patent litigation would 
probably occur in August/September 2010 and that Impax could launch at risk ahead of 
an appellate decision. (CX2576 at 001 (Bingol/Kelnhofer email) (district court decision 
would ñlikely be rendered in the August/September [2010] time frameò)). 

RESPONSE TO FINDING NO. 63: 

Complaint Counselôs Proposed Finding No. 63 is inaccurate and misleading.  The 

estimate of an August/September 2010 decision was in response to a question asking about ñthe 

earliest dateò a competitor could ñstart shipping the generic.ò  (CX2576 (emphasis added); 

CX4025 (Bingol, Dep. at 175-76) (discussing CX2576 and explaining there were ña lot of 

scenarios, and that one scenario is that it could be as earl[y] as June.ò  ñSo we donôt know, but 

these are some potential stakes in the ground that we put to monitorò)). 

64. The other date that Endo frequently forecasted for generic Opana ER entry was 
mid-2011. (CX1106 at 005 (July 2009 Endo presentation re 2010 Opana Brand Strategic 
Plan) (ñGeneric OPANA ER may not be available until early to mid-2011ò); CX1320 at 
007 (Feb. 2010 Endo Three-Year Plan) (Opana ER ñKey Assumptionò of ñGeneric 
entrant July 2011ò)). 

RESPONSE TO FINDING NO. 64: 

Complaint Counselôs Proposed Finding No. 64 is incomplete and misleading in its 

suggestion that Endo ñfrequentlyò forecast a particular date.  The Proposed Finding cites only 

two documents, one of which is marked ñDRAFT Not Approved by Management.ò  (CX1106-

003; see Bingol, Tr. 1298-99 (discussing identical ñdraftò language:  ñJUDGE CHAPPELL: . . . 

it says itôs a draft.  Why would he have presented a draft to a
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65. Endo expected that an appellate decision on the infringement case would be 
issued by June 2011. (Feb. 2010 Bingol/Kelnhofer email) (ñIf [Impax] wait[s] for the 
appeal to play out, it will likely happen around June of next year.ò)). 

RESPONSE TO FINDING NO. 65: 

Complaint Counselôs Proposed Finding No. 65 is inaccurate and misleading to the extent 

it intended to cite CX2576.  The estimate of a June 2011 Federal Circuit decision was in 

response to a question asking about ñthe earliest dateò a competitor could ñstart shipping the 

generic.ò  (CX2576 (emphasis added); CX4025 (Bingol, Dep. at 175-76) (discussing CX2576 

and explaining there were ña lot of scenariosò and that Mr. Bingol was ñsimply looking at 

numbers of scenarios that could play out and the influencing factors in those scenarios . . . But as 

I point out below, there are many scenarios to play out, and we really donôt knowò)). 

66. The middle of 2011 was also when Endo had licensed another generic company, 
Actavis, which was the first-to-file generic on two dosage strengths of generic Opana ER, 
to begin selling generic Opana ER. (CX2607 at 009 (Æ 25) (Lortie Decl.); CX0309 at 002 
(Analyst update discussing Actavis settlement)). Actavis was the first-to-file generic on 
those two dosage strengths and could launch in July 2011. (CX2607 at 009 (Æ 25) (Lortie 
Decl.); CX0309 at 002). But Impax had first-filer exclusivity on the remaining five 
dosages, so Actavis had to wait until Impax had used first-filer exclusivity before it could 
launch those dosages. (JX-001 at 007 (Æ 14); CX2607 at 009 (Æ 25) (Lortie Decl.); see 
also CCF ÆÆ 99-102, below). 

RESPONSE TO FINDING NO. 66: 

Respondent has no specific response. 

67. For Endo, Impaxôs entry was paramount because Impax held first-filer exclusivity 
for the five dosage strengths of Opana ER that comprised over 95% of Endoôs Opana ER 
sales. (JX-001 at 007 (ÆÆ 13, 14)). Impaxôs impending launch therefore presented a 
substantial risk to Endoôs Opana ER monopoly. 

RESPONSE TO FINDING NO. 67: 

Respondent does not dispute that the five dosages of Opana ER for which Impax held 

first-filer exclusivity comprised over 95 percent of Endoôs Opana ERôs sales.  The remainder of 
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69. In terms of Endoôs revenues for Opana ER, which had been growing prior to 
2010, generic entry threatened to cut dollar sales drastically. In 2010, Endo projected that 
generic entry would cut sales from $215 million in the year before generic launch to 
$34.8 million in the year after. (CX1320 at 003, 05, 07 (Feb. 2010 Endo Three-Year 
Plan); CX2564 at 016, 94 (Mar. 2010 Endo 10 Year Outlook and Valuation)). At a 
different point, Endo projected lost sales at approximately $20 million per month when 
generics launched. (CX4025 (Bingol, Dep. at 48, 187-88); CX1106 at 005 (July 2009 
Endo Opana Brand Strategic Plan) (ñEach month that generics are delayed beyond June 
2010 is worth $20 million in net sales per month.ò)). Loss of sales to a generic product 
made generic entry a ñworst-case scenarioò for Endo for Opana ER. (CX4025 (Bingol, 
Dep. at 74-76)). 

RESPONSE TO FINDING NO. 69: 

The first sentence of Complaint Counselôs Proposed Finding No. 69 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).     
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The fourth sentence of Proposed Finding No. 69 is incomplete and misleading.  Mr. 

Bingol testified that when conducting projections in order to estimate the future performance of 

Opana ER, ñan entry of a generic is -- we would consider that to be a fairly negative impact to 

the overall business and somewhat of a worst-cast scenario.  So you want to plan for that and 

show that potential impact.  Whether or not it comes to pass is another question. . . . [F]orecasts, 

especially these types of assumptions, arenôt always probability based.  You canôt really know.ò  

(CX4025 (Bingol, Dep. at 74-76)). 

70. The revenue declines would be primarily driven by loss of branded unit sales. In 
fact, Endo expected to lose 80ï85% of its market share volume once a generic version of 
Opana ER launched. (CX3273 at 008 (Bingol Decl.) (forecasting a loss of 80% market 
share); CX1320 at 007 (Feb. 2010 Endo Three-Year Plan.) (Opana ER ñKey 
Assumptionò that ñ15% brand volume remains after 3 monthsò following generic entry); 
CX4025 (Bingol, Dep. at 28) (ñGenerics will typically erode the brand significantly, 
often within the first two to three months.ò)). Endo believed that prescriptions of Opana 
ER would fall from 200,500 prescriptions in the full quarter before generic entry to 
29,100 in the full quarter after generic launch. (CX1320 at 007 (Feb. 2010 Endo Three-
Year Plan)). 

RESPONSE TO FINDING NO. 70: 

The first sentence of Complaint Counselôs Proposed Finding No. 70 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).     

The second sentence of Proposed Finding No. 70 is incomplete and misleading.  Mr. 

Bingol was referring to a decline in Endoôs 3.4 percent market share in the ñLong Acting Opioid 
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(describing ñassumptionsò)).  It was Endoôs practice to forecast different scenarios regarding the 

future of its Opana ER product to ñanalyze the full range of potential outcomes.ò  (Cuca, Tr. 663-

64).  Endo did not know if any of the many different assumptions contained in its forecasts 

would come true.  (Cuca, Tr. 662-63).  Endo simply forecasted ña number of different potential 

outcomes over the course of years,ò the accuracy of which were ñalways debatable.ò  (Bingol, 

Tr. 1292, 1303). 

71. The substantial economic effect that generics would have on Opana ER sales was 
expected to negatively impact Endoôs business in a number of ways beyond just revenue 
loss. For example, Endo heavily relied on Opana ER revenues to fund significant R&D 
efforts, and Endo projected the dramatic reduction in Opana ER revenues could force it to 
reduce its research and development programs. (CX3273 at 009 (Æ 20) (Bingol Decl.)). 
After loss of Opana ER sales due to an Impax launch, Endo planned to scale back and 
possibly abandon some ongoing development efforts. (CX2607 at 021-22 (Æ 51) (Lortie 
Decl.)). Reduced Opana ER revenues from an Impax launch could also lead to workforce 
reductions, unused business units, and idle capacity. (CX3273 at 009 (Æ 21) (Bingol 
Decl.); CX2607 at 021 (Æ 51) (Lortie Decl.)). 

RESPONSE TO FINDING NO. 71: 

Complaint Counselôs Proposed Finding No. 71 is incomplete and misleading.  Mr. 

Lortieôs declaration states unequivocally that ñgeneric sales have had a relatively small effect on 

Opana ER.ò  (CX2607-010-11 (ñEndo has not had to significantly discount its branded Opana 

ER CRF beyond previous discount rates and loss of market share has been relatively mildò)). 

C. To protect its franchise, Endo planned to reformulate Opana ER, but needed 
time to do so 

72. With the threat of generic entry looming, Endo wanted to protect and extend its 
Opana franchise, including the substantial profits from Opana ER. (CX1002 at 004 (Mar. 
2010 Endo presentation re Corporate Development & Strategy Departmental Offsite) 
(Endo planned to aggressively protect the Opana ER franchise)). Endo planned to use 
several tactics, including introducing a new version of Opana ER and an authorized 
generic, to ensure it retained market share. See CCF ÆÆ 73-90, below; (CX2564 at 099 
(Mar. 2010 Endo 10-Year Outlook and Valuation); CX3007 at 003 (June 2010 Endo 
pricing proposal for authorized generic version of Opana ER)); CX2573 at 005 (Feb. 
2010 Endo presentation re EN3288 Commercial Update)). To successfully execute its 
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plan, Endo needed to introduce the new Opana ER before generic entryðwhich could 
ensure that the new drug product would capture sales potentially lost to generics. See 
CCF ÆÆ 73, 75-80, below. 

RESPONSE TO FINDING NO. 72: 

The first sentence of Complaint Counselôs Proposed Finding No. 72 is incomplete and 

misleading.  The cited document (CX1002) states only that Endo would ñ[a]ppropriately protect 

the Opana and Lidoderm franchises, including by aggressively defending against paragraph IV 

challenges.ò  (CX1002-004). 

The second sentence is incomplete and misleading because it ignores the testimony of 

Demir Bingol, Endoôs Senior Director of Marketing and the person responsible for marketing 

Endoôs Opana ER products.  Mr. Bingol testified that an authorized generic ñwas never, to my 

knowledge . . . fully realized as a plan or an idea.ò  (Bingol, Tr. 1338-39; see Bingol, Tr. 1337 (ñI 

donôt recall specific forecasts about an authorized generic.ò); CX4019 (Lortie, Dep. at 118-19) 

(ñwe never seriously considered taking any further steps to prepare for or to do [an authorized 

generic] because we really didnôt want to.ò); CX4031 (Bradley, Dep. at 198) (ñI donôt recall 

having any conversation with any colleagues regarding the launch of an authorized generic.ò)).  

Endo had no intention of launching both an authorized generic and a reformulated version of 

Opana ER.  (Bingol, Tr. 1338; CX4019 (Lortie, Dep. at 117-18) (Endo ñintended to replace one 

product with the other, and that would be the only product that we had on the market.ò)). 

The third sentence of Proposed Finding No. 72 in not supported by any record evidence 

and should be disregarded because it violates the Courtôs Order on Post-Trial Briefs, which 

requires that ñ[a]ll proposed findings of fact shall be supported by specific references to the 

evidentiary record.ò  (Order on Post-trial Briefs at 2).  To the extent the Proposed Finding 
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support the proposed summary finding and are unreliable for the reasons set out in Respondentôs 

replies to those findings. 

73. Since 2007, Endo had been working on a reformulated ñcrush resistantò version 
of Opana ER (ñReformulated Opana ERò) to replace the original version. (CX3214 at 
015 (Endo SEC Form 10-K for 2011); CX3199 at 046 (Opana Brand Single Strategy 
Plan)). Reformulated Opana ER was also referred to in planning as EN3288 and 
Revopan. (RX-007 at 0001 (Endo Narrative for 3X .
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Finally, the seventh sentence
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reformulated Opana ER, he worked in marketing, and there is no evidence that Mr. Bingol had 

any role in deciding whether or when to launch a product.  (Bingol, Tr. 1308 (JUDGE 

CHAPPELL: . . . Youôre a marketing person; right?  THE WITNESS:  Correct.ò)).  In fact, the 

evidence is clear that Endo actually intended to transition to a reformulated version of Opana ER 

at the very end of 2012.  (CX4017 (Levin, Dep. at 99-101, 131) (Endoôs Chief Financial 

Officer); RX-094.0003 (planned launch in roughly September 2012, with conversion by end of 

the year)).  And Endoôs original budget for 2012 projected original Opana ER sales into the 

fourth quarter of 2012.  (RX-108.0002 at 10; RX-094.0006 (ñPrior to March [2012], it would 

have been reasonable to assume that prescriptions of old formulation [Opana ER] would have 

occurred in Q4 2012.ò)).  Professor Noll admitted that such a strategy would have permitted 

Endo to carry out the ñlate switchò plan and avoid any payments to Impax under the SLA.  (See 

CX4039 (Noll, Dep. at 124) (testifying that zero-payment outcome ñwould have required entry 

along about the 1st of September of 2012ò)). 

Respondent has no specific response to the second sentence of Proposed Finding No. 78.  

The third sentence of Proposed Finding No. 78 is misleading and not supported by the cited 

evidence.  The cited document (CX2575) does not state that Endo ñexpectedò to file an 

application at any time.  The document instead included a ñrecommendationò that Endo ñtarget 

filing date 3Q2010.ò  (CX2575-005).  The document moreover, was still being revised and had 

not been forwarded to senior management.  (CX2575-001). 

The fourth sentence of Proposed Finding No. 78 is incomplete and misleading because it 

ignores the testimony of Demir Bingol, Endoôs Senior Director of Marketing and the author of 

the cited exhibit (CX2575).  Mr. Bingol testified that ñEN3288 
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(Bingol, Tr. 1303).  Endo always forecast ña number of different potential outcomes over the 

course of years.ò  (Bingol, Tr. 1292). 

Respondent has no specific response to the fifth sentence of Proposed Finding No. 78.  

The sixth sentence of Proposed Finding No. 78 is incomplete and misleading because Mr. Bingol 

testified ñfor this asset it was important to try to have your follow-on formulations, products, 

improvements, whatever would separate this product from potential generics or with a 

reasonable amount of time to make the conversion.ò  (CX4025 (Bingol, Dep. at 64) (emphasis 

added); see also CX2578-009 (a ñdraftò document from 2007, just after original Opana ER 

launched); Bingol, Tr. 1298-99 (discussing ñdraftò language:  ñJUDGE CHAPPELL: . . . it says 

itôs a draft.  Why would he have presented a draft to anybody?ò)). 

79. Endo not only wanted to begin this transition between formulations as soon as 
possible, but also to make the transition as ñsmooth a[s] possible.ò (CX4019 (Lortie Dep. 
at 33). Endoôs desire for a smooth transition was driven in part by an understanding that 
patients cannot be switched immediately from one long-acting opioid to another because 
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RESPONSE TO FINDING NO. 80: 
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looking at ñany possible scenario.ò  (CX4025 (Bingol, Dep. at 59); Bingol, Tr. 1310 (ñWe have 

to consider all scenariosò)).  They were ñbased on scenarios that we had created, I mean, the 

accuracy of which are always debatable.ò  (Bingol, Tr. 1303).  And many of the assumptions 

were actually total unknowns.  (Bingol, Tr. 1307 (ñJUDGE CHAPPELL:  Okay.  Well, I donôt 

want you to guess[], so according to this document [CX2724], whatever those claims were you 

didnôt know.  THE WITNESS:  Well, we would be -- thatôs correct.ò); Cuca, Tr. 662-63).   

In the case of Opana ER, Endoôs ñbase caseò and ñlatest best estimateò did not assume 

generic entry in 2010.  (CX4035 (Cuca, Dep. at 62) (discussing CX3009)).  Indeed, in the spring 

of 2010, Endo knew ñthere had been ANDAs filed for generic versions of Opana ER,ò but 

believed ñthere was not imminently at that point going to be a generic.ò  (Cuca, Tr. 643; see RX-

086 at 9-10 (Impax was ñnot likely to launch at riskò)).  Endo still forecast different scenarios 

regarding the future of its Opana ER product to ñanalyze the full range of potential outcomes.ò  

(Cuca, Tr. 663-64). 

The second sentence of Proposed Finding No. 82 is not supported by the cited evidence.  

(RX-364; CX2583-032 (stating only that ña phased withdrawal of Opana ER and launch of 

Revopan . . . was facilitated by the Impax settlement and Penwest transactionò)). 

83. In July 2010, Endo filed a supplemental New Drug Application (No. 201655) for 
a Reformulated Opana ER. (JX-001 at 011 (Æ 48)). Endo originally expected final FDA 
approval in January 2011 (CX2528 at 009) (Endo presentation re Revopan Launch 
Readiness Review)), but approval was delayed due to certain deficiencies in the methods 
used in the bioequivalence studies (RX-011 (Jan. 7, 2011 FDA complete response 
letter)). The FDA ultimately approved the application in December 2011. (JX-001 at 011 
(Æ 48)). Endo began selling Reformulated Opana ER in February 2012. (CX1107 at 006 
(Æ 19) (Lortie Decl.)). 
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RESPONSE TO FINDING NO. 83: 

Respondent has no specific response other than to clarify that Mr. Lortie testified that any 

dates regarding FDA approval were merely ñassumptions at that point,ò but that ñ[t]here was 

some subsequent work that need
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with any colleagues regarding the launch of an authorized generic.ò  (CX4031 (Bradley, Dep. at 

198)).   

The cited evidence does not reflect that ñEndoò ñintendedò to do anything.  The exhibits 

include (1) a single statement by an ñaccount executive on our managed markets team,ò 

(CX4025 (Bingol, Dep. at 174, 179) (discussing CX2576, testifying that he did not ñknow what 

their conversation meant or why they wrote those thingsò)); (2) a statement about authorized 

generics in the context of crush-resistant Opana ER, (CX2581 (discussing EN3288); CX4025 

(Bingol, Dep. at 183) (discussing CX2581, explaining language meant that ñmentally we have all 

options on the table to be commercially successful, and this is one of these levers we could pull 

if we had to, and at this point no steps were taken, and I donôt recall that any ever were.ò)); (3) a 

draft document, (CX2573-004 (ñDRAFT Not Approved by Managementò); Bingol, Tr. 1298-99 

(discussing identical ñdraftò language:  ñJUDGE CHAPPELL: . . . it says itôs a draft.  Why 

would he have presented a draft to anybody?ò)); and (4) a ñproposal,ò (CX3007-003).  Finally, 

all of the hypothetical scenarios at issue in these documents discuss a possible authorized generic 

in response to what would necessarily be an at-risk generic launch in 2010.  No documents or 

testimony address whether, let alone suggest that, Endo would launch an authorized generic 

under other circumstances, such as in response to Impax (or another generic) launching pursuant 

to a settlement license. 

86. By late 2009, Endo began preparing for an authorized generic launch in summer 
2010. Endo designed AG oxymorphone ER tablets in October and November 2009, and 
received labels for its AG by May 4, 2010. (CX2998 at 001 (October 2009 Endo email 
chain) (ñWe have $ in the budget to buy tooling this year for potentially bringing generic 
Opana ER to the market sometime in the future. Iôd like to spend that money this year, 
but we need to decide on the tablet design quickly ï like the end of the month.); CX2999 
at 001 (November 2009 Endo email chain) (ñI would like a decision before Thanksgiving 
on design for potential generic Opana ER.ò); CX3005 (May 2010 Endo email attaching 
oxymorphone ER labels)). 
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RESPONSE TO FINDING NO. 86: 

Complaint Counselôs Proposed Finding No. 86 is inaccurate and misleading in its 

suggestion that Endoôs actions reflected a decision or intention to launch an authorized generic, 

much less in summer 2010.  In fact, the cited documents reflect the exact opposite.  (CX2998-

001 (ñWe have $ in the budget to buy tooling this year for potentially bringing generic Opana ER 

to the market sometime in the future.  Iôd like to spend that money this year.ò); CX2999-002 

(same); CX3005 (saying nothing about an authorized generic, launch, or timing)). 

87. In February 2010, Endo informed drug wholesalers that Endo would launch an 
AG immediately upon Impaxôs launch. (CX2576 at 003 (Feb. 2010 email from Endo 
National Account Executive Kayla Kelnhofer) (ñWe will launch on word/action of first 
generic competitor. We are hearing as early as June this year (not confirmed) let me ask 
around and verify.ò)). 

RESPONSE TO FINDING NO. 87: 

Complaint Counselôs Proposed Finding No. 87 is incomplete and misleading.  The 

Proposed Finding is based on a single document, which included a single email exchange with a 

single Endo customer by a single ñaccount executive on our managed markets team.ò  (CX4025 

(Bingol, Dep. at 174) (discussing CX2576)).  There is no evidence suggesting that the single 

account executive had any role in deciding whether or when a product would launch.  Demir 

Bingol, Endoôs Senior Director of Marketing, testified that he did not ñknow what their 

conversation meant or why they wrote those things.ò  (CX4025 (Bingol, Dep. at 179)).   

Indeed, Mr. Bingol testified that an authorized generic ñwas never, to my knowledge . . . 

fully realized as a plan or an idea.ò  (Bingol, Tr. 1338-39; see Bingol, Tr. 1337 (ñI donôt recall 

specific forecasts about an authorized generic.ò)).  Brian Lortie, Endoôs Senior Vice President for 

Pain Solutions, similarly testified that Endo ñnever seriously considered taking any further steps 

to prepare for or to do [an authorized generic of Opana ER] because we really didnôt want to.ò  
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(CX4019 (Lortie, Dep. at 118-19); see CX4031 (Bradley, Dep. at 198) (ñI donôt recall having 

any conversation with any colleagues regarding the launch of an authorized generic.ò)). 

Finally, the hypothetical scenario at issue in this document discusses a theoretical 

authorized generic in response to what would necessarily be an at-risk generic launch in 2010.  

No documents or testimony address, let alone suggest, whether Endo would launch an authorized 

generic under any other circumstance. 

88. Endo created new SKUs for its generic oxymorphone ER and, as of May 26, 
2010, had made one batch of each strength of oxymorphone ER. (CX3002 at 001, 05 
(May 2010 Endo email chain and Change Control Report); CX3003 (May 2010 Endo 
email chain) (ñWe made 1 batch of each strength.ò)). 

RESPONSE TO FINDING NO. 88: 

Respondent has no specific response other than to clarify that Endo did not create new 

SKUs; rather, Novartis, Endoôs agent, created new SKUs as a result of an ñunrecoverable errorò 

in its own SAP software.  (CX3002-001, 05). 

89. Endo personnel reported that Endo had manufactured enough generic 
oxymorphone ER to support a June 2010 AG launch. (CX3003 (ñ[I]f we launch in June 
we would be able to support the current generic ER forecast. We would make an 
additional batch of both the 20 mg and the 40 mg in July.ò)). 

RESPONSE TO FINDING NO. 89: 

Complaint Counselôs Proposed Finding No. 89 is misleading.  The hypothetical scenario 

at issue in this document discu
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what market share they have across specific customers . . . I am trying to assess as part of 
the customer targeting exercise, which customers Impax and Sandoz value the most and 
will be less willing to lose so we can prioritize customers appropriately.ò); CX3007 at 
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RESPONSE TO FINDING NO. 91: 

To the extent Complaint Counselôs Proposed Finding No. 91 purports to rely on expert 

testimony, it violates this Courtôs Order on Post-Trial Briefs by improperly citing ñto expert 

testimony to support factual propositions that should be established by fact witnesses or 

documents.ò   

Proposed Finding No. 91, moreover, is not supported by the cited evidence.  The only 
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Koch, Tr. 287), and it ñis very important for [Impax] to have a . . . risk-free launchò in the vast 

majority of cases, (CX4014 (Hsu, IHT at 117))ðas Impaxôs meager track record of actually 

launching at-risk reflects, (see Snowden, Tr. 424, 426 (aside from limited oxycodone launch 

after favorable district court decision, in a single dose, and with a cap on sales, Impax had not 

pursued any other at-risk launches at the time of Endo-Impax settlement)). 

Had Impax seriously considered launching oxymorphone ER at-risk, it would have 

sought Board approvalða prerequisite at Impax for any at-risk launch (Koch, Tr. 276-77 (ñevery 

at-risk launch is a board-level decisionò); Snowden, Tr. 426; CX4030 (Hsu, Dep. at 128); 

CX4021 (Ben-Maimon, Dep. at 160))ðwell before tentative FDA approval of its ANDA.  

(Koch, Tr. 333-34, 341).  Yet Impaxôs senior management never even recommended an at-risk 

launch of oxymorphone ER to the Impax Board of Directors regarding, nor was the Impax Board 

of Directors ever asked to vote on such an at-risk launch.  (Koch, Tr. 299; Snowden, Tr. 470-71; 

CX4030 (Hsu, Dep. at 85); JX-001-009 (Æ 29) (Joint Stipulations of Jurisdiction, Law, Fact, and 

Authenticity)). 

Finally, to the extent Proposed Finding No. 93 purports to summarize and incorporate 

other findings, it should be disregarded because the individual findings cited do not support the 

Proposed Finding and are unreliable for the reasons set out in Respondentôs replies to those 

findings. 

A. Impax’s generic application 

94. In June 2007, Impax filed an Abbreviated New Drug Application (ñANDAò) (No. 
79-087) for a generic version of Original Opana ER (ñgeneric oxymorphone ERò). (JX-
001 at 007 (Æ 11)). 

RESPONSE TO FINDING NO. 94: 

Respondent has no specific response. 
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95. Impaxôs ANDA included a Paragraph III certification for Patent Number 
5,128,143 (ñthe ô143 patentò). A Paragraph III certification meant that Impaxôs ANDA 
would be eligible for FDA approval upon the ô143 patentôs expiration in September 2008. 
(CX2967 at 017 (July 2007 Impax letter to FDA)). 

RESPONSE TO FINDING NO. 95: 

Respondent has no specific response. 

96. As of June 2007, the ô143 patent was the only patent listed in the Orange Book as 
covering Opana ER. (CX2967 at 014, 017 (July 2007 Impax letter to FDA); CCF Æ 50, 
above). 

RESPONSE TO FINDING NO. 96: 

Respondent has no specific response. 

97. In October of 2007, however, Endo listed three additional patents in the Orange 
Book as covering Opana ER: U.S. Patent Nos. 7,276,250 (ñthe ô250 patentò), 5,662,933 
(ñthe ô933 patentò), and 5,958,456 (ñthe ô456 patentò). Endo listed the ô250 patent in the 
Orange Book on October 2, 2007, and the ô933 and ô456 patents on October 19, 2007. 
The ô933 and ô456 patents expired in September 2013. The ô250 patent expires in 
February 2023. (JX-001 at 006 (ÆÆ 9-10)). 

RESPONSE TO FINDING NO. 97: 

Respondent has no specific response. 

98. The ô250, ô933, and ô456 patents all pertain to the controlled-release mechanism 
of the oxymorphone formulation. (JX-003 at 002 (Æ 6) (discussing the ô456, ô933, and 
ô250 patents)). 

RESPONSE TO FINDING NO. 98: 

Respondent has no specific response. 

99. On November 23, 2007, the FDA accepted Impaxôs ANDA with an amendment to 
include Paragraph IV certifications for the ô250, ô933, and ô456 patents. (CX3163 at 010 
(Æ 37) (Impax Answer); JX-001 at 007 (Æ 12)). 

RESPONSE TO FINDING NO. 99: 

Respondent has no specific response. 
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100. With respect to the amendment for the ô250, ô933 and ô456 patents, Impaxôs 
Paragraph IV notice asserted that its ANDA product did not infringe these patents and/or 
that the patents were invalid. (JX-001 at 007 (Æ 12); CX2714 at 002 (Impaxôs Paragraph 
IV Notice)). As a matter of routine, Impax made sure that the information it included in 
the Paragraph IV notification was ñtruthful.ò (CX4026 (Nguyen, Dep. at 31)). 

RESPONSE TO FINDING NO. 100: 

Respondent has no specific response of the first sentence of Complaint Counselôs 

Proposed Finding No. 100.  The second sentence of Proposed Finding No. 100 is incomplete 

because it ignores the fact that while Impax believes ñin its opinion and to the best of its 

knowledgeò that patents identified in Paragraph IV notifications are invalid, unenforceable, or 

will not be infringed, (JX-003-002 (Æ7) (Second Set of Joint Stipulations)), courts can disagree 

with 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). 

101. 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. Thus, Impax was eligible for first-
filer exclusivity (a ñ180-day exclusivity periodò) for these dosages. (JX-001 at 007 
(ÆÆ 13-14)). These dosages were the most profitable dosages for Endo, comprising over 
95% of Endoôs Opana ER sales. (JX-001 at 007 (Æ 13)). 

RESPONSE TO FINDING NO. 101: 

Respondent has no specific response. 

102. Because Impax was eligible for first-filer exclusivity, the FDA could not grant 
final approval for other companiesô generic oxymorphone ER ANDAs in those dosage 
strengths until 180 days after Impax started selling its generic product. In other words, no 
other generic company could compete with its own oxymorphone ER product for those 
dosage strengths until 180 days after Impax began selling its generic product. (JX 001 at 
002 (Æ 7); Mengler, Tr. 522-23; CCF ÆÆ 14-15, above). 

RESPONSE TO FINDING NO. 102: 

The Complaint Counselôs Proposed Finding No. 102 is incomplete and inaccurate.  First-

filer exclusivity can be forfeited, and the FDA can therefore approve other ANDA generic 
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products sooner than 181 days after the first filer enters the market, if, for example, a first-filer 

does not launch its product within a certain timeframe or it does not receive tentative approval 

from the FDA.  (Snowden, Tr. 414-15, 417; JX-003-002 (Second Set of Joint Stipulations Æ 7); 

CX5000 at 033 (Noll Rep. Æ 73) (explaining that to ñtake advantage of the exclusivity period, the 

generic firm must enter the market at least six months before the challenged patents on the 

brand-name drug expireò)).   

To the extent Proposed Finding No. 102 purports to summarize and incorporate other 

findings, it should be disregarded because the individual findings cited do not support the 

Proposed Finding and are unreliable for the reasons set out in Respondentôs replies to those 

findings. 

103. Impaxôs first-to-file exclusivity was very valuable because, as a generic company, 
Impax can make ña substantial portion of their profitsò during the six months of first-filer 
exclusivity. (Koch, Tr. 232). 

RESPONSE TO FINDING NO. 103: 

Respondent has no specific response. 

104. Impax did not forfeit its 180-day exclusivity rights for generic oxymorphone ER 
at any point, either during or subsequent to the patent litigation. (Snowden, Tr. 484; see 
also CX1107 at 009 (Æ 25) (Lortie Decl.)). 

RESPONSE TO FINDING NO. 104: 

Respondent has no specific response. 

105. Although no other ANDA filer for generic oxymorphone ER could enter during 
Impaxôs 180-day exclusivity, as the holder of the approved NDA for Opana ER, Endo 
could market an authorized generic (ñAGò) version of Opana ER during Impaxôs 
exclusivity period. (Mengler, Tr. 523; CX4003 (Snowden, IHT at 27); JX-001 at 5 
(Æ 28)). 
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RESPONSE TO FINDING NO. 105: 

Respondent has no specific response. 

106. 
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110. Impax desired an early trial date for the patent litigation and sought to transfer the 
patent litigation to the District of New Jersey. (Snowden, Tr. 357-58). The court granted 
Impaxôs request and transferred the patent litigation case to the District of New Jersey. 
(Snowden, Tr. 357-58). 

RESPONSE TO FINDING NO. 110: 

Respondent has no specific response. 

111. On May 13, 2010, near the end of the 30-month stay, the FDA granted tentative 
approval of Impaxôs ANDA for all dosage strengths of generic ox
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115. On June 8, 2010, before the end of trial, Impax and Endo entered the Impax-Endo 
Settlement Agreement, which settled the patent litigation. (JX-001 at 007 (Æ 18)). As part 
of this agreement, the parties executed a Settlement and License Agreement (ñSLAò) and 
a Development and Co-Promotion Agreement (ñDCAò). (JX-003 at 005 (Æ 26); RX-364 
(SLA); RX-365 (DCA)). 

RESPONSE TO FINDING NO. 115: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 115.  The second sentence of Proposed Finding No. 115 is misleading.  

The Settlement and License Agreement settled the patent litigation.  (RX-364.0001; JX-001-007-

09 (ÆÆ 19, 33) (Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity)).  The 
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determine that the launch infringed a valid patent.  (RX-548.0039-40 (Figg Rep. ÆÆ 85-86)).  The 

second sentence of Proposed Finding No. 119 is incomplete because it ignores the fact that an at-

risk launch can occur outside the context of active litigation, including any time a generic 

company launches a product, without a license, before relevant patents expire.  (Bingol, Tr. 

1282).  An at-risk launch can also occur when relevant patents are pending, but not yet approved 

or the subject of litigation.  (CX4014 (Hsu, IHT at 116) (every Impax license ñagreement has to 

cover all the patent[s], not just the patent [at issue] today, but cover all future patent[s] as well,ò 

ñotherwise you end up with [a] launch [of] the product and still have to be under [patent] risk, 

and that doesnôt really help usò); Figg, Tr. 1938). 

120. An at-risk launch can occur any time after FDA final approval, including 
(1) before a district court decision, (2) after a district court decision but before an 
appellate decision by the Federal Circuit, or (3) even after a Federal Circuit opinion if the 
case is remanded or otherwise continues. (Hoxie, Tr. at 2810-11; CX4021 (Ben-Maimon, 
Dep. at 133-34); Nguyen, Dep. at 47-48)). An at-risk launch involves more risk prior to a 
district court decision and significantly less risk after the generic receives a favorable 
decision from either the district court or the Federal Circuit. (Hoxie, Tr. at 2810-11; 
CX4021 (Ben-Maimon, Dep. at 133-34)). 

RESPONSE TO FINDING NO. 120: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 120.  The second sentence of Proposed Finding No. 120 is misleading and 

not supported by the cited evidence.  The cited testimony of Dr. Ben-Maimon does not state that 

companies face ñsignificantly less riskò when launching a product at-risk following a court 

decision, but rather that ñrisk goes down to some extent.ò  (CX4021 (Ben-Maimon, Dep. at 134) 

(emphasis added)). 

C. Impax had financial incentives to launch as soon as possible 

121. In the absence of its settlement with Endo, Impax had strong financial incentives 
to launch oxymorphone ER as soon as possible to prevent Endo from destroying the 
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market opportunity for generic oxymorphone ER. (CCF ÆÆ 122-26; see also RX-547 at 
0064 (Æ 121) (Addanki Report) (ñImpax was concerned about a potential switch to some 
new version of Opana ERò); CX5001 at 033-34 (Æ 62) (Bazerman Report) (discussing 
Impaxôs financial incentives fo
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RESPONSE TO FINDING NO. 122: 

The first sentence of Complaint Counselôs Proposed Finding No. 
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Board presentation (CX2685) does not discuss oxymorphone ER or the impact of delaying a 

launch of the same.  (CX2685-003).   

Respondent has no specific response to the third sentence of Proposed Finding No. 122. 

123. Impax was also concerned about a decrease in Impaxôs profits if Endo switched 
the Opana ER market to a reformulated product. (Mengler, Tr. 526-27, 568 
(ñreformuMƾƎ
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Finding No. 123 (CX4022) does not support the Proposed Finding because it does not discuss 

reformulation, risks, substitution, or anything else in the Proposed Finding.  (CX4022 (Mengler, 

Dep. at 104)).   

Respondent has no specific response to the third sentence of Proposed Finding No. 123. 

124. If Endo successfully converted the market from Original Opana ER to 
Reformulated Opana ER before Impax could enter with its generic version, Impax might 
get ñnothingò in terms of generic Opana ER sales. (Mengler, Tr. 527 (if Endo launched 
Reformulated Opana ER before Impax launched generic Opana ER the market for 
generic Opana ER could disappear); see also
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RESPONSE TO FINDING NO. 125: 

Respondent has no specific response. 

126. Thus, but for the Impax-Endo Settlement Agreement, Impax would have been 
financially motivated to launch as soon as possible to ensure it would enjoy its first-filer 
exclusivity ahead of Endoôs planned switch to a new formulation. (See CCF ÆÆ 121-25, 
above). 

RESPONSE TO FINDING NO. 126: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings.   

D. Prior to the Impax-Endo Settlement Agreement, Impax was preparing for a 
launch of generic oxymorphone ER as early as June 14, 2010 

1. One of Impax’s Company Goals for 2010 was to successfully manage 
a launch of generic oxymorphone ER 

127. Each year, Impax sets ñCompany Key Goals.ò (CX4030 (Hsu, Dep. at 22-23); 
Koch, Tr. 249). These goals are based on ña lot of discussionò and meetings with the 
Impax management teams and ultimately received approval from Impaxôs CEO. 
(CX4030 (Hsu, Dep. at 22-23)). Impax Division Heads would use the Company Key 
Goals to ensure they had the plans and resources to accomplish their particular part of the 
Key Goals. (Koch, Tr. 249; CX4018 (Koch, Dep. at 110)). The Company Key Goals 
would then be circulated to company management and used to set yearly Management By 
Objective (ñMBOsò). (CX2562 at 001 (2010 Company Key Goals); Koch, Tr. 251). 

RESPONSE TO FINDING NO. 127: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 127.  The second sentence of Proposed Finding No. 127 is inaccurate and 

misleading.  Dr. Hsu testified that ñ[t]hereôs no official approval process,ò but rather ñas the 

CEO, I have to agree with the key goal we put together.ò  (CX4030 (Hsu, Dep. at 23)).  
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Respondent has no specific response to the third and fourth sentences of Proposed Finding No. 

127. 

128. MBOs are an important tool in setting executive compensation, determining 
bonus calculations, and corporate planning. (Koch, Tr. 249-51; Camargo, Tr. 1000-01; 
CX4023 (Hildenbrand, Dep. at 197-98); CX2562 at 002 (2010 Company Key Goals) 
(Hsu instructing management to use the goals in setting ñquantitative targets and to map 
out executive plans for achieving themò); see, e.g. CX3069 at 002 (2010 Supply Chain 
MBOs) (tying achievement of each goal to targeted and obtained salary percentages)). 
MBOs are more quantitative and division-oriented than the Company Key Goals. 
(Compare CX2562 at 001-02 (2010 Company Key Goals) with CX3069 at 002 (2010 
Supply Chain MBOs)). 

RESPONSE TO FINDING NO. 128: 

Respondent has no specific response.   

129. In February 2010, Impaxôs CEO, Larry Hsu, widely distributed Impaxôs 2010 
Company Key Goals to management personnel. (CX2562 at 001 (2010 Company Key 
Goals)). 

RESPONSE TO FINDING NO. 129: 

Respondent has no specific response other than to note that the cited evidence does not 

support the proposition that Dr. Hsuôs distribution was ñwideò in comparison to any other 

communication or any other Company Key Goals document. 



PUBLIC 

66 
 

2. Prior to the Impax-Endo Settlement Agreement, Impax considered an 
at-risk launch 

131. Consistent with the Company Key Goals, Impax was actively considering 
whether to launch its oxymorphone ER product in 2010, either upon final FDA approval 
or after a district court de
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assumed launch date does not ñimply or mean that any legal decision ha[d] been made to clear 

the way for a launch.ò); Koch, Tr. 299-300 (Impax merely tried to ñlook[] at different various 

scenariosò and attempt ñvery hard to . . . describe the possible outcomes under any number of 

different assumptions.ò)).  Indeed, in the case of oxymorphone ER, Impax modelled a set of 

assumptions involving a June 2010 launch date even when that date remained an ñobvious[] 

controversial element.ò  (CX0514-001). 

The testimony cited in the Proposed Finding reflects that Impax ñconsideredò an at-risk 

launch only as part of this general decision-making process and routine forecasting.  Mr. Koch 

testified that Impax considered an at-risk launch in the sense that it ñevaluatedò it.  (Koch, Tr. 

247).  Elsewhere in Mr. Kochôs testimony, he confirmed that Impax never intended to launch 

oxymorphone ER at-risk.  (Koch, Tr. 324-25 (ñJUDGE 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 at-risk launch of Opana ER?  THE WITNESS:  

No.ò); see also Koch, Tr. 310 (Impax would only consider an at-risk launch after a favorable 

court ruling)).   

And in the cited testimony of Dr. Hsu, Impaxôs founder and CEO at the time the SLA 

was executed, Dr. Hsu explained that evaluating an at-risk launch was part of a larger process 

that looks at all options in making a launch decision, in order to be able to defend any potential 

course of action to Impaxôs Board of Directors later on.  (CX4041 (Hsu, IHT at 129-30) (ñWe 

could settle, we could launch at risk, we could do many other things, and as the job of CEO, I 

just have to, you know, lay out everything, get prepared so I don't get accused by the board and 
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say, well, wait a minute, how come you didn't prepare for plan B?ò); CX4041 (Hsu, IHT at 130) 

(ñQ:  So, as of May 13th, 2010, Impax was at least considering the possibility of an at-risk 

launch for Oxymorphone ER?  A.  Yes, thatôs one of the options, absolutely.ò)).  Moreover, 

contemporaneous documents make clear that such ñevaluationò of all possible ñoptionsò does not 

suggest an at-risk launch was likely to occur, or that Impax intended to launch oxymorphone ER 

at risk.  To the contrary, in contemporaneous documents, Dr. Hsu noted that ñitôs unlikely we 

will launch Opana ER this year (I actually prefer not to launch this year for obvious reason[s]).ò  

(RX-297.0002; see CX2929-001 (Dr. Hsu further explained that that ñmostly likely we will 

make launch decision based on court decision on the PI.ò)).   

With respect to at-risk launches generally, the decision-making process is especially 

involved, because Impax is ñincredibly conservative,ò (CX4021 (Ben-Maimon, Dep. at 34); see 

Koch, Tr. 287), and it ñis very important for [Impax] to have a . . . risk-free launchò in the vast 

majority of cases, (CX4014 (Hsu, IHT at 117))ðas Impaxôs meager track record of actually 

launching at-risk reflects, (see Snowden, Tr. 424, 426 (aside from limited oxycodone launch 

after favorable district court decision, in a single dose, and with a cap on sales, Impax had not 

pursued any other at-risk launche
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the Hatch-Waxman Act.  (Camargo, Tr. 952-53, 958; CX4023 (Hildenbrand, Dep. at 79)).  This 

process is routine, consistent with industry practice, and is the same for all products.  (CX4023 

(Hildenbrand, Dep. at 30); Koch, Tr. 271; CX3278-101).   

Forecasting a launch date as part of this process does not mean that Impax has decided 

whether or when to launch a product.  Todd Engle, Impaxôs Vice President of Sales and 

Marketing, would forecast potential launch dates based on the earliest possible date allowed by 

the Hatch-Waxman Act.  (Engle, Tr. 1767, 1769, 1772-73).  Mr. Engle and the teams on which 

he worked did not make a decision regarding whether (or when) to launch at risk, or even 

whether senior management should recommend an at-risk launch to Impaxôs Board of Directors.  

(Engle, Tr. 1754-55).   

The New Products Committee, moreover, does not decide whether or when Impax will 

launch a product, including whether or when Impax will launch a product at risk.  Impaxôs Board 

of Directors makes that decision; it must approve any at-risk launch management recommends.  

(Koch, Tr. 276-77, 286).  Even if the Board approves a potential at-risk launch, it may do so with 

limitations on the extent of the launch, and senior management may decline to act on the Boardôs 

approval based on changes in market dynamics or the underlying patent litigation.  (Koch, Tr. 

276-77, 286; CX4026 (Nguyen, Dep. at 56) (ñeven after Board approval, senior management still 

has the decision to pull the trigger or notò)). 

Respondent has no specific response to the third sentence of Proposed Finding No. 133. 

134. Management team members would also formulate a risk analysis profile for at-
risk launches. (Koch, Tr. 276). This risk analysis profile, also called a risk-launch 
analysis, included a legal analysis involving the status and merits of the patent litigation 
and potential risk of patent damages. (CX2704 at 010-11 (Impax Objection and Response 
to Interrogatory No. 9); CX3274 at 001 (Oct. 13, 2010 email chain)). The risk-launch 
analysis would also consider the potential rewards of an at-risk launch, such as estimated 
potential profits that might be earned from the launch. (CX2704 at 011 (Impax Objection 
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and Response to Interrogatory No. 9); see, e.g., CX2695 at 009 (Impax Risk Scenarios 
for Avodart)). 

RESPONSE TO FINDING NO. 134: 

Respondent has no specific response to Complaint Counselôs Proposed Finding No. 134 

other than to note that Mr. Koch testified that he and ñdivision headsò of certain operations 

would formulate a risk analysis profile.  (Koch, Tr. 276).  Mr. Koch did not mention Impax 
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He did not account for risk in any way, and specifically did not consider any regulatory or legal 

risk associated with a potential launch of oxymorphone ER.  (Engle, Tr. 1770-71).  The 

expiration of the thirty-month stay is the target launch date Impax routinely uses in its launch-

preparedness efforts for its products.  (CX4023 (Hildenbrand, Dep. at 60-61); CX4030 (Hsu, 

Dep. at 85-86)). 

Mr. Engle did not make decisions regarding whether (or when) to launch at risk, or even 

whether senior management should recommend an at-risk launch to Impaxôs Board of Directors.  

(Engle, Tr. 1754-55, 1771).  Nor does Mr. Engle and the Marketing department make risk 

assessments regarding a launch on the forecasted date, or otherwise take into account the status 

of related litigation.  (Engle, Tr. 1774-77).  Marketingôs forecasting and planning work helps 

assess ñwhat it would take to be in a position to launch,ò so that Impax can work towards that 

goal and keep all options open for management (or, in the case of an at-risk launch, the Board 

and management) to select a launch date.  (CX4037 (Smolenski, Dep. at 116); Koch, Tr. 299-

300; see Engle, Tr. 1754-55; CX4002 (Smolenski, IHT at 120); CX4038 (Engle, Dep. at 197-

98)). 

138. Upon receiving tentative FDA approval on May 13, 2010, Chris Mengler, 
Impaxôs President of Generics, instructed the head of Operations and to ñmove on with 
our next step of preparation for launch.ò (CX2929 (May 2010 email chain)). 

RESPONSE TO FINDING NO. 138: 

Complaint Counselôs Proposed Finding No. 138 is incomplete and misleading.  The full 

statement found in the cited evidence is, ñLetôs move on with our next step of preparation for 

launch . . . the court stuff[] should occur timely enough for us to build inventory.ò  (CX2929-001 

(emphasis added; ellipsis in original)).  The document also states that Impax ñlikely [] will make 

launch decision based on court decision on the PI.ò  (CX2929-001).  These omitted portions 
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Tr. 547). Todd Engle, a senior member of Impaxôs Sales and Marketing team, then 
provided Dr. Hsu and Mr. Mengler a risk-launch analysis for oxymorphone ER that he 
prepared in conjunction with Meg Snowden, Impaxôs most senior in-house counsel. 
(CX2753 at 001, 004-28 (May 14, 2010 Engle email and attached Risk Analysis); 
CX3274 at 001 (May 13, 2010 Impax email chain)). The analysis projected that in its first 
six months on the market, Impax would earn $53 million in profit if it did not face an AG 
or between $23.4 million and $28.5 million if it did face an AG. (CX2753 at 004). 

RESPONSE TO FINDING NO. 139: 

The first sentence of Complaint Counselôs Proposed Finding No. 139 is incomplete and 
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for a potential launch. (CX3309 at 016 (Endo v. Impax, transcript of May 14, 2010 
teleconference with court) (arguing Impax was ñgoing down that roadò)). Endo proposed 
that, even after Impax obtained final FDA approval, Impax should agree to refrain from 
launching until a district court ruling. (CX3309 at 015-16 (Endo v. Impax, transcript of 
May 14, 2010 teleconference with court)). 

RESPONSE TO 
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plaintiffôs counsel and see what we can work out with respect t
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RESPONSE TO FINDING NO. 143: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 143.  The second sentence of Proposed Finding No. 143 is inaccurate, 

misleading, and not supported by the cited evidence.  The cited exhibit states in relevant part that 

a particular declarant had ñbee
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testified that Endo forecast ña number of different potential outcomes over the course of years.  

As a brand leader . . . you have to plan for all the contingencies.ò  (Bingol, Tr. 1292). 

144. On the same day, Ted Smolenski, Impaxôs Director of Portfolio Management, 
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associated with a potential launch of oxymorphone ER.  (Engle, Tr. 1770-71).  Mr. Engle, 

moreover, does not make the decision regarding whether (or when) to launch at risk, or even 

whether senior management should recommend an at-risk launch to Impaxôs Board of Directors.  

(Engle, Tr. 1754-55, 1771).  Forecasting and planning work helps assess ñwhat it would take to 

be in a position to launch,ò so that Impax can work towards that goal and keep all options open 

for management (or, in the case of an at-risk launch, the Board and management) to select a 

launch date.  (CX4037 (Smolenski, Dep. at 116); Koch, Tr. 299-300; see Engle, Tr. 1754-55; 

CX4002 (Smolenski, IHT at 120); CX4038 (Engle, Dep. at 197-98)).  The limited significance of 

launch dates assumed in such routine forecasts is reflected in the fact that the date chosen for 

Impaxôs oxymorphone ER was an ñobvious[] controversial elementò of the forecast.  (CX0514-

001; see Koch, Tr. 301 (management updated the Board of Directors on various scenarios so the 

Board was not caught off guard regarding any future course)). 

145. By the May 2010 Board of Direct





PUBLIC 

83 
 



PUBLIC 

84 
 

going to be successful.ò  (Koch, Tr. 295).  There is no evidence indicating that oxymorphone 

ERôs opportunity had anything to do with an at-risk launch, as Proposed Finding No. 146 

attempts to imply. 

The third sentence of Proposed Finding No. 146 is inaccurate, misleading, and 

misrepresents the cited evidence.  Mr. Koch actually testified that Mr. Mengler shared 

information about oxymorphone ER with the Board because ñwe were unsure of what direction 

we were to ultimately take and we didnôt want the case -- we didnôt want to come back to the 

board seeking an at-risk launch with them never having heard of it before, so almost at the 

earliest time we can think of, we would scope out for them the market profile.  And this -- and 

that was what Chris was doing here.ò  (Koch, Tr. 301 (emphasis added)).  Mr. Koch did not 

testify what ñeveryone at the meetingò understood or whether the Executive Committee would 

come back to the board with any recommendation. 

147. The discussion about the oxymorphone ER opportunity was memorialized by 
Arthur Koch, Impaxôs CFO, in the Board of Directors meeting minutes. (Koch, 
Tr. 257-59; CX2663 at 004 (May 2010 board of directors meeting minutes)). Mr. Koch 
takes notes during the Board meeting with a view to prepare the meeting minutes. Based 
on these notes, Mr. Koch prepares a draft, which he circulates to the CEO. When he is 



PUBLIC 

85 
 

projections and forecasts were built off of the best information available to Impax at that 
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154. When a new product entered the 18-month planning window, the Operations 
group would kick off its pre-launch preparation activities. (Camargo, Tr. 958-59). To 
start, the Operations group would take information about the new product from the 
monthly forecasts, including the intended launch date, and enter the information into 
Impaxôs enterprise resource planning system (ñERPò). (Camargo, Tr. 959-61). 

RESPONSE TO FINDING NO. 154: 

Respondent has no specific response other than to note that the phrase ñintended launch 

dateò is derived from Complaint Counselôs question at trial.  Impaxôs Operations group referred 

instead to a ñlaunch-readyò date.  (See, e.g., CX2914-003).  

155. ERP is a computer system that allows a company, like Impax, to plan the many 
aspects of a product launch. (Camargo, Tr. 959-61). During the 2009-2010 time-frame, 
Impaxôs enterprise resource planning system was called PRMS. (Camargo, Tr. 959-60). 

RESPONSE TO FINDING NO. 155: 

Respondent has no specific response. 

156. PRMS assisted Impaxôs Operations group with the planning necessary to be ready 
to launch on the target launch date, the date of each productôs planned actual product 
launch. (Camargo, Tr. 960-61, 982; CX4023 (Hildenbrand, Dep. at 17, 27)). 

RESPONSE TO FINDING NO. 156: 

Complaint Counselôs Proposed Finding No. 156 is incomplete and misleading because 

the use of a target launch date by Operations does not mean that the particular product is slated 

for an ñactual product launchò on that date.  (CX4023 (Hildenbrand, Dep. at 39-40, 84-85); 

Engle, Tr. 1754-55, 1771). 

Instead, the record indicates that Impax strives to have every product in its generic 

pipeline ñlaunch readyò at the earliest date allowed by the Hatch-Waxman Act.  (CX4023 

(Hildenbrand, Dep. at 60-61); CX4030 (Hsu, Dep. at 85-86); Camargo, Tr. 982; CX4028 

(Camargo, Dep. at 59)).  This ensures that Impax has the ability meaningfully to consider all 

options for a product.  (CX4014 (Hsu, IHT at 86)).  In order to accomplish this, Impax begins 
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working towards launch preparedness eighteen-months before the earliest possible launch date.  

(Camargo, Tr. 952-53, 958; CX4023 (Hildenbrand, Dep. at 79)).  This process is routine, 

consistent with industry practice, and is the same for all products.  (CX4023 (Hildenbrand, Dep. 

at 30); Koch, Tr. 271; CX3278-101)).  The target launch dates used in this process do not reflect 

a decision regarding whether or when to launch a product.  Instead, Todd Engle, Impaxôs Vice 

President of Sales and Marketing, would forecast potential launch dates based on the earliest 

possible date allowed by the Hatch-Waxman Act.  (Engle, Tr. 1767, 1769, 1772-73).  Mr. Engle 

and the teams on which he worked did not make a decision regarding whether (or when) to 

launch at risk, or even whether senior management should recommend an at-risk launch to 

Impaxôs Board of Directors.  (Engle, Tr. 1771, 1754-55).  The date of a ñproductôs planned 

actual product launch,ò if at risk, would only be decided by Impax senior management after 

approval from the Board of Directors.  (Koch, Tr. 276-77, 286; CX4026 (Nguyen, Dep. at 56)). 

157. For example, Impax used PRMS to plan for the purchasing of raw materials, to 
allocate labor and plant capacity necessary to manufacture the product, and to assess the 
safety stock needed to launch a product. (Camargo, Tr. 958-59, 964-65). 

R
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CX5000 at 165-67, 231-38 (Æ 371 & App. D) (Noll Report) (summarizing 27 key 
forecasts); Camargo Tr. 953-54, 958-59, 964-65 (discussing Operation and Supply 
Chainôs use of monthly forecasts)). 

RESPONSE TO FINDING NO. 158: 

Complaint Counselôs Proposed Finding No. 158 is incomplete and misleading because it 

ignores the actual language in the initial forecast cited, which set out Impaxôs assumptions and 

noted that any estimate of a mid-2010 launch of oxymorphone ER was ñthe best case scenario; 

therefore we should not plan on being ready 3 months early.ò  (CX2819-001).  

Todd Engle, Impaxôs Vice President of Sales and Marketing, created the forecasts.  In the 

case of oxymorphone ER, Mr. Engle used June 2010 as an upside assumption simply because 
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159. Using the planned launch date fro
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RESPONSE TO FINDING NO. 162: 

Respondent does not dispute Complaint Counselôs Proposed Finding No. 162, but notes 

that the Proposed Finding is incomplete and misleading.  Impax strives to have every product in 

its generic pipeline ñlaunch readyò at the earliest date allowed by the Hatch-Waxman Act.  

(CX4023 (Hildenbrand, Dep. at 60-61); CX4030 (Hsu, Dep. at 85-86)).  Joseph Camargo, 

Impaxôs Vice President of Supply Chain, testified that despite using that estimated launch-ready 

date, the ñodds of launching [in June 2010] when the 30-month stay expires may be low.ò  (RX-

181.0001; see Camargo, Tr. 1009-10 (ñit didnôt seem likely to me that we would actually launchò 

in mid-2010 because the company ñtended to shy away fromò at-risk launches)).  As of May 25, 

2010, the Operations team had stopped their oxymorphone ER preparation efforts completely 

and shifted capacity to other projects.  (CX2904-001 (May 25, 2010, email chain in which Chuck 

Hildenbrand tells Joe Camargo and others, ñI donôt see the OXM happening in June, lets replace 

it with more MDDò)).  And, by June 2010, the date on which Impax anticipated to be fully 

ñLaunch Readyò still remained ñTBD.ò  (CX2914-003; CX4023 (Hildenbrand, Dep. at 209)). 

163. Other Impax forecasts also projected an oxymorphone ER launch on June 14, 
2010. For example, Impax conducted quarterly launch planning meetings. (Mengler, 
Tr. 556-58). The quarterly launch planning meetings were generally chaired by a 
representative from Marketing, a
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(CX2831).  Mr. Engle testified that the document was ña first draftò and he tried ñto give a good 

range of possibilities and recognizing the fact that I donôt know everything and . . . senior 

management may have other inform
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The third sentence of Proposed Finding No. 167 is inaccurate and not supported by the 
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RESPONSE TO FINDING NO. 168: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

169. Operations and Supply Chainôs MBO goals for 2010 included achieving a ñnew 
product launch on the day of ANDA approvalò for the oxymorphone ER product. 
(CX2899 at 002 (2010 Operations MBOs); CX3069 at 002 (2010 Supply Chain MBOs); 
Camargo, Tr. 1001-02). Operations oversees the planning, manufacturing, and packaging 
of products that Impax produces internally to ensure that Impax is ñlaunch-ready.ò 
(Camargo, Tr. 961-62). The Supply Chain group fell within Operations (collectively 
ñOperations groupò) and was responsible for coordinating with the Marketing group the 
resources necessary to meet customer demand for Impax products. (CX4023 
(Hildenbrand, Dep. at 10-11); Camargo, Tr. 951, 961-62). 

RESPONSE TO FINDING NO. 169: 

The first sentence of Complaint Counselôs Proposed Finding No. 169 is incomplete, 

inaccurate, and misleading.  The full quotation from the cited evidence actually reads, ñAchieve 

new product launch on the day of ANDA approval without putting Company into unnecessary 

financial or legal risks.ò  (CX2899-002; CX3069-002 (emphasis added)).  Joseph Camargo, 

Impaxôs Vice President of Supply Chain, testified that achieving the stated objective meant 

receiving sign off on a process validation report and being ready to execute a launch inventory 

build if management so instructed.  (Camargo, Tr. 1033-34).  The stated objective was also 

consistent with Impaxôs efforts to have every product in its generic pipeline ñlaunch readyò at the 

earliest date allowed by the Hatch-Waxman Act.  (CX4023 (Hildenbrand, Dep. at 60-61); 

CX4030 (Hsu, Dep. at 85-86)). 
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not launch oxymorphone ER until 2013, due to the Impax-Endo Settlement Agreement. 
(Camargo, Tr. 1001-02; CX4028 (Camargo, Dep. at 208-11); CCF ÆÆ 203-04, 208-09, 
below). 

RESPONSE TO FINDING NO
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of both labor and plant capacity, that could cause, therefore, disruption to other products 

requiring adjustments in planning.ò  (CX4023 (Hildenbrand, Dep. at 43-44)).  In fact, Mr. 

Hildenbrand rejected Complaint Counselôs suggestion that the specific production of 

oxymorphone ER required ña substantial amount of resources,ò stating only that it would require 

ñ[n]ot insignificantò resources.  (CX4023 (Hildenbrand, Dep. at 140)). 

Respondent has no specific response to the second sentence of Proposed Finding No. 

172. 

173. As a small, resource-constrained company, Impax had to make difficult decisions 
about how to allocate its manufacturing capacity. (CX4038 (Engle, Dep. at 189-91, 192)). 
Despite the potential impact on the production of other products, the Operations group 
began preparations for the launch of generic oxymorphone ER in June 2010. (Camargo, 
Tr. 969). 

RESPONSE TO FINDING NO. 173: 

The first sentence of Complaint Counselôs Proposed Finding No. 173 is not supported by 

the cited evidence.  Mr. Engle did not testify that Impax was a small, resource-constrained 

company, or that Impax had to make ñdifficult decisionsò about manufacturing capacity.  Mr. 

Engle actually testified that ñI think they [Impax] do that [make decisions about how to allocate 

resources] every day.  I think itôs a constant process of making judgments, what to make, when 

to make it. . . . Itôs just the nature of demand planning and production scheduling, equipment 

availability, people availability.ò  (CX4038 (Engle, Dep. at 192)). 

The second sentence of Proposed Finding No. 173 is incomplete, misleading, and not 

supported by the cited evidence.  Mr. Camargo did not testify that preparing oxymorphone ER 

had a potential impact on the production of other products.  He testified only that in 2009, the 

supply chain group began planning for the launch of oxymorphone ER because it had entered 

Impaxôs eighteen-month planning window, (Camargo, Tr. 969), just as Impax does for all 
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products when they enter the eighteen-month planning window.  (CX4023 (Hildenbrand, Dep. at 

30)).  Moreover, contemporaneous operational documents make clear that, for form ñbeg[inning] 

preparations for the launch of generic oxymorphone ER in June 2010,ò by May 25, 2010, the 

Operations team had stopped their oxymorphone ER preparedness efforts completely and shifted 

capacity to other projects.  (CX2904-001 (May 25, 2010, email chain in which Mr. Hildenbrand 

tells Mr. Camargo and others, ñI donôt see the OXM happening in June, lets replace it with more 

MDDò)). 

a) Impax worked with federal agencies and outside parties to 
purchase raw materials for manufacturing 
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RESPONSE TO FINDING NO. 175: 

Respondent has no specific response. 

176. In March 2009, Impax requested oxymorphone quota from the DEA to be used 
for commercial manufacturing in 2010. (CX4027 (Anthony, Dep. at 68-69)). In 
December 2009, the DEA denied this request because Impaxôs submission did not justify 
the need for the requested quota. (CX2874 at 005 (Dec. 23, 2009 letter from the DEA); 
CX4027 (Anthony, Dep. at 95)). 

RESPONSE TO FINDING NO. 176: 

Respondent has no specific response. 

177. After this initial denial, in January 2010 Impax employees were instructed to 
follow up with DEA ñaggressivelyò to get the quota because the planned launch for 
oxymorphone ER was only ñfive months away.ò (CX2866 at 001 (Jan. 12, 2010 email 
chain)). 

RESPONSE TO FINDING NO. 177: 

Complaint Counselôs Proposed Finding No. 177 is misleading and not supported by the 

cited evidence.  The cited evidence (CX2866) does not contain an instruction to any employee, 

but rather a comment by Chris Mengler as follows: ñNote that our currently planned launch is 

only five months away, so we need to follow up aggressively.ò  (CX2866 at 001).  Complaint 

Counsel never asked Mr. Mengler about this comment at trial, deposition, or during his 

investigational hearing.  And when Complaint Counsel asked John Anthony, one of the 

recipients of the email and the individual at Impax who was responsible for DEA quota requests, 

about Mr. Menglerôs statement, Mr. Anthony indicated Mr. Menglerôs remark carried no 

particular importance.  (CX4027 (Anthony Dep. at 136) (ñQ:  Do you know why you needed to 

follow up aggressively?  A:  Well, Chris Mengler, everything he did he wanted to be done 

quickly or aggressively.  Heôs talking about the product launch, so just going along with what 
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amount of product Impax ñhopedò to sell as a way of justifying Impaxôs request for quota.  

(CX4027 (Anthony, Dep. at 123)).   

The forecast Mr. Anthony ultimately submitted as part of Impaxôs quota request was 

therefore a truthful and accurate estimate of representation of what Impax hoped to sell, and the 

DEA understood it as such.  (CX4027 (Anthony, Dep. at 123)).  Moreover, Mr. Anthonyð

Impaxôs Senior Director of DEA Compliance for eleven years and a former DEA employee 

(CX4027 (Anthony, Dep. at 8 & 65)ðdid not believe the DEA took such supporting estimates 

ñat face value to be a hundred percent accurate,ò but rather took them ñinto consideration.ò  

(CX4027 (Anthony, Dep. at 123) (ñQ:  Do you know how DEA would use this chart to make a 

decision about quota to grant?  A:  They would take it into consideration.  Whether or not they 

take it at face value to be a hundred percent accurate, itôs mostly an estimate of what they hope to 

be able to sell.ò)).  Consistent with this, Mr. Anthony testified that there would be no 

ramifications for Impax if such estimates were inaccurate.  (See CX4027 (Anthony, Dep. at 115-

17 & 85-88)).  That the launch dates and other aspects of the forecast submitted to the DEA 

reflected only best estimates of what Impax hoped to sell is supported by the fact that, in later 

forecasts, the launch date for oxymorphone ER remained an ñobviously controversial element.ò 

(CX0514-001). 

179. Impax also supported its quota request with an email from Meg Snowden, 
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characterizes the email from Ms. Snowden that was submitted as an attachment to Impaxôs quota 

request.  (CX3157).  First, nowhere in the cited emailðor in any other portion of CX3157ðis 

there a reference to an at-risk launch.  While the communication acknowledges the ongoing 

patent litigation, it does not speak to any patent litigation damages risk at all.  Instead, it states 

that Impax does not expect the patent litigation to end in the near future, but that ñwe do not need 

[a court decision] in order to obtain FDA approval or launch.ò  (CX3157-020).  It is in this 

context, and in the letterôs larger context of providing documentation to support Impaxôs ability 

to sell oxymorphone ER and therefore acquire oxymorphone API quota, that Ms. Snowden notes 

that FDA approval is the ñonly legal/regulatory hurdle.ò  (See CX3157-015-16). 

180. In March 2010, the DEA partially granted Impaxôs January quota request. 
(CX2870 at 002 (Mar. 3, 2010 letter from the DEA) (allowing procurement of additional 
147 kg of oxymorphone ñto support commercial manufacturing efforts (validation and 
launch)ò); CX2868 at 001 (Mar. 9, 2010 email chain); JX-001 at 008 (Æ 26)). 

RESPONSE TO FINDING NO. 180: 

Respondent has no specific response. R⁪rci ̾ ĮM̾i
008$ ͆ 26)). 

R

ESPONSEɗO F IO NG NO.!180: 
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Impax needed.  The second sentence is also misleading and unsupported by the cited testimony 

of Joseph Camargo.  Mr. Camargo never mentioned a possible launch in 2010.  Mr. Camargo 

testified that Impax was ñshort ofò API as of May 12, 2010, but ñcould have made some of the 

additional batches if we got the word to do so.ò  (CX4028 (Camargo, Dep. at 172)).  Specifically, 

Impax did not have ñthe desired amountò of API and it was ñnot optimalò for a theoretical launch 

because ñnormally we have an agreed-upon amount of inventory at the time of launch.  And that 

would have required post PV inventory build lots.  And . . . we didnôt have enough at this point 

in time to complete all those batches.  So we would have been launching with less than the 

targeted amount of inventory.ò  (CX4028 (Camargo, Dep. at 172-73); see Camargo, Tr. 979-80 

(API would leave Impax ña bit under our target amount of three months of inventoryò)).  

Respondent has no specific response to the third sentence of Proposed Finding No. 181. 

182. To receive additional commercial manufacturing quota for 2010, John Anthony, 
the Impax employee responsible for seeking quota from the DEA, advised that Impax 
would need to submit ñLetters of Intentò (ñLOIsò). (CX2868 at 001 (Mar. 9, 2010 email); 
CX4027 (Anthony, Dep. at 139)). Letters of intent are written statements by 
pharmaceutical customers that ñprove to the DEA that the Impax customers will order the 
Oxymorphone [requested by Impax] in quantities that exceed the Procurement Quota 
already granted.ò (CX2864 at 001 (Apr. 2, 2010 email chain and LOI)). 

RESPONSE TO FINDING NO. 182: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 182.  The second sentence of Proposed Finding No. 182 is inaccurate and 

misleading because it ignores the testimony of John Anthony, the author of the quoted language, 

who explained that letters of intent are only ñan indication that the customer was willing to 

consider purchasing a finished product from Impax,ò and ñare not legal documents that bind the 

customer into any specific quantity of purchase.ò  (CX4027 (Anthony, Dep. at 59) (expressly 

rejecting suggestion that letters of intent are ñas accurate as possibleò); see Engle, Tr. 1788 
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(letters of intent do not cont
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documents.ò  Moreover, Professor Bazerman did not testify that Impax had an ñactual intention 

to launchò or that any of Impaxôs actions was consistent with such an intent.  He stated only that 

maintaining confidentiality is inconsistent with bluffing.  (Bazerman, Tr. 930-31). 

184. Despite these earlier concerns about secrecy, in order to receive additional quota 
that could sustain the launch of oxymorphone ER, Impax also began working with 
customers to obtain LOIs as justification for an additional quota request. (CX2868 at 001 
(Mar. 9, 2010 Impax email) (ñImpax must submit óLetters of Intent to Purchaseô signed 
by customers . . . to receive additional 2010 Procurement Quota.ò); CX2864 at 001-05 
(Apr. 2010 email chain attaching LOIs); CX2882 (Apr. 2010 email chain attaching 
LOI)). To secure LOIs, Impax had to tell customers that ñImpax is preparing the launchò 
of oxymorphone ER in 2010. (CX4038 (Engle, Dep at 153-54); CX4027 (Anthony, Dep. 
at 81)). 

RESPONSE TO FINDING NO. 184: 

Respondent has no specific response to Complaint Counselôs Proposed Finding No. 184, 

other than to note that none of the cited evidence supports the proposition that Impax had 

ñconcerns for secrecy.ò   

185. By April 12, 2010, Impax had received LOIs from four customers. (CX2882 at 
001 (Apr. 2010 email chain and LOI) (attaching Walgreensô letter of intent; referencing 
ABCôs, Cardinalôs, and McKessonôs letters of intent)). The customer commitments in 
these LOIs represented 88% of t
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the packages size, and it asks the customer for their good-faith estimate, is if Impax were to have 

this product, how much of the product would you be likely to buy, based on their own forecast of 

how much they need or how much they sell, with the -- the idea is that itôs a good-faith estimate 

to secure additional quota from DEA.ò); CX4027 (Anthony, Dep. at 59) (letters of intent are 

ñindication[s] that the customer was willing to consider purchasing a finished product from 

Impaxò and ñare not legal documents that bind the customer into any specific quantity of 

purchase.ò); CX4027 (Anthony, Dep. at 59) (expressly rejecting the suggestion from Complaint 

Counsel that letters of intent are ñas accurate as possibleò); see Engle, Tr. 1788 (noting that 

letters of intent do not contain ñpricing or any agreementò)). 

186. On April 15, 2010, Impax submitted an additional supplemental request for 
oxymophone quota to the DEA, which included the LOIs from Impaxôs customers. 
(CX3157 at 035-37 (Apr. 15, 2010 Impax letter to DEA); CX2881 at 002-03 (June 15, 
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Results) (head of operations sharing accomplishments, including ñOxymorphone: 
approved & ready to launch same day but settled (achieved goal)ò); Koch, Tr. 247, 
251-52 (describing goals of ñsuccessfully launchingò oxymorphone ER); CX2562 at 002 
(2010 Company Key Goals); Camargo, Tr. 1001-02). 

RESPONSE TO FINDING NO. 188: 

The first sentence of Complaint Counselôs Proposed Finding No. 188 is misleading and 

not supported by the cited evidence.  Mr. Hildenbrand did not testify about Impax taking any 

steps toward an at-risk launch.  He testified generally about the steps necessary to prepare a new 

product, and the fact that Impax had completed process validation for oxymorphone ER in 2010.  

(CX4023 (Hildenbrand, Dep. at 41-42, 155)).  Process validation need not be repeated once it is 

successfully completed and, as a result, the process validation Impax conducted in 2010 could 

(and did) support a launch after 2010.  (See CX4010 (Mengler, IHT at 71) (ñitôs a one and done, 

once you have done process validationò)). 

The second sentence of Proposed Finding No. 188 is incomplete and m
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RESPONSE TO FINDING NO. 189: 

Respondent has no specific response. 

190. By October 2009, Impax had added oxymorphone ER to its Product Launch 
Checklist. (CX2915 at 001, 03 (Oct. 2009 Product Launch Checklist)). 

RESPONSE TO FINDING NO. 190: 

Respondent has no specific response. 

191. As of March 2010, Impax had received enough quota and purchased enough API 
to enable it to complete process validation for generic oxymorphone ER and launch with 
ñjust under three months of inventory.ò (CX4028 (Camargo, Dep. at 172-73); see also 
Camargo, Tr. 975-76). Impax, however, desired additional oxymorphone quota from the 
DEA to sustain demand for the product after launching. (CX4028 (Camargo, Dep. at 
172-73); CX2898 at 001 (May 12, 2010 email re: Launch Planning) (ñImpax submitted 
an additional request in April 2010 for quota ñneeded to sustain the product shortly after 
launch.ò)). 

RESPONSE TO FINDING NO. 191: 

The first sentence of Proposed Finding No. 191 is incomplete and misleading.  As of May 

2010, Impax did not have ñthe desired amountò of API and it was ñnot optimalò for a theoretical 

launch because ñnormally we have an agreed-upon amount of inventory at the time of launch.  

And that would have required us to complete all of the post PV inventory build lots.  And . . . we 

didnôt have enough at this point in time to complete all those batches.  So we would have been 

launching with less than the targeted amount of inventory.ò  (CX4028 (Camargo, Dep. at 172-

73); see Camargo, Tr. 979-80 (API would leave Impax ña bit under our target amount of three 

months of inventoryò)). 

The second sentence of Proposed Finding No. 191 is not supported by the cited evidence.  

The cited evidence does not state that Impax ñdesiredò additional quota to sustain demand for an 

actual launch.  The cited documents state only that Impax would need additional quota in order 



PUBLIC 

113 
 

to be in a position to launch with ñthe targeted amount of inventory.ò  (CX4028 (Camargo, Dep. 

at 172-73); see CX2898). 

192. To sell commercial drug products, pharmaceutical manufacturers are required by 
the FDA to complete process validation. Through process validation, manufacturers seek 
to demonstrate that their manufacturing process can be scaled up to manufacture 
commercial size batches, that the process is repeatable, and that the product created is of 
a satisfactory quality. (Camargo, Tr. 967; CX4023 (Hildenbrand, Dep. at 136-37)). The 
time it takes to complete process validation can vary from a month to an entire year, 
depending on the product specifications. (CX4023 (Hildenbrand, Dep. at 144)). 

RESPONSE TO FINDING NO. 192: 

Respondent has no specific response other than to clarify that process validation can be 

completed any time before launch and, once successfully completed, need not be repeated.  

(CX4010 (Mengler, IHT at 71) (ñitôs a one and done, once you have done process validationò)). 

193. Process validation concludes with the approval of a ñPV summary report,ò which 
is reviewed and approved by various departments within Impax. (CX4028 (Camargo, 
Dep. at 171); CX4023 (Hildenbrand, Dep. at 136-37)). Process validation must be 
complete before a product is launched. (Camargo, Tr. 967). 

RESPONSE TO FINDING NO. 193: 

Respondent has no specific response. 

194. The batches that are manufactured as part of process validation can be sold 
commercially as part of the launch inventory. (Camargo, Tr. 967; CX4023 (Hildenbrand, 
Dep. at 137-38)). However, if process validation batches are not sufficient to meet 
projected demand, Impax will manufacture additional product for a launch. (Camargo, 
Tr. 967-68). 

RESPONSE TO FINDING NO. 194: 

Respondent has no specific response. 

195. The terms ñinventory buildò and ñlaunch inventory build,ò as used by Impax 
personnel, include process validation batches among the commercial product needed for 
the initial launch. (CX4023 (Hildenbrand, Dep. at 137-39); CX2898 (May 12, 2010 
Camargo email); Camargo Tr. 967-68; CX4028 (Camargo, Dep. at 51-52)). 
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RESPONSE TO FINDING NO. 195: 

Complaint Counselôs Proposed Finding No. 195 is inaccurate.  The evidence is clear that 

the phrase ñlaunch inventory buildò refers to the product ñmanufactured after the PV summary 

report is signed off on.ò  (Camargo, Tr. 968 (ñQ.  The launch inventory build is the additional 

product manufactured when the process validation batches are not enough to meet your expected 

needs to launch the product, correct?  A.  Thatôs correct, and they would be manufactured 

after.ò); CX4028 (Camargo, Dep. at 51-52) (same); CX2898 (despite process validation 

complete, ñwe will not commence the launch inventory build until we receive direction to do so 

from senior mgmt.ò)). 

196. As of May 11, 2010, using the API it already had on hand, Impax aimed to 
complete manufacturing of the launch inventory build by May 28, 2010. (Camargo 
Tr. 985-86). 

RESPONSE TO FINDING NO. 196: 

Complaint Counselôs Proposed Finding No. 196 is inaccurate and misleading.  The cited 

testimony says nothing about using the API on hand to do anything, but rather speaks to 

theoretical goals in one document that Mr. Camargo noted was not necessarily up to date.  

(Camargo, Tr. 985-86).  Looking beyond this snippet of testimony about a single line item in a 

single Excel spreadsheet, the recordðincluding several contemporaneous documentsðactually 

indicates that Impax stopped its launch preparedness efforts in May 2010.  (See, e.g., CX2904-

001 (May 25, 2010 email chain in which Chuck Hildenbrand tells Joe Camargo and others, ñI 

donôt see the OXM happening in June, lets replace it with more MDDò)).  For example, as early 

as May 7, 2010, the Supply Chain Group reported that they would not begin a launch inventory 

build until they were instructed by senior management.  (RX-186.0004 (ñWe are then await [sic] 

management decision to proceed with 8-lot launch inventory build.ò); Camargo, Tr. 1016-17 
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(ñAt that point, we need management decision and direction to proceed with the launch 

inventory build.ò)).  Again on May 12, 2010, Mr. Camargo indicated that ñwe will not 

commence the launch inventory build until we receive direction to do so from senior 

management.ò  (CX2898).  The plan was to wait for directions from senior management before 

beginning a launch inventory build.  (Camargo, Tr. 1017).   

On May 25, 2010, Impaxôs senior director of operations, Chuck Hildenbrand, instructed 

Mr. Camargo, to shift manufacturing resources to another product, noting that ñI donôt see the 

OXM happening in June.ò  (CX2904-001; Camargo, Tr. 1017-18).  Mr. Camargo responded that 

he had already ñadvised the team that it was unlikely that we would make the Oxymorphone.ò  

(CX2904-001; see Camargo, Tr. 1020 (ñI 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 thatò)).  

And according to a June 8, 2010, planning document, the date on which Impax anticipated to be 

ñLaunch Readyò still remained ñTBD.ò  (CX2914-003; CX4023 (Hildenbrand, Dep. at 209)). 

197. By May 12, 2010, Impax had manufactured
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decision and direction to proceed with the launch inventory build.ò)).  Again on May 12, 2010, 

Mr. Camargo indicated that ñwe will not commence the launch inventory build until we receive 

direction to do so from senior management.ò  (CX2898-001).  The plan was to wait for directions 

from senior management before beginning a launch inventory build.  (Camargo, Tr. 1017).   

On May 25, 2010, Impaxôs Senior Director of Operations, Chuck Hildenbrand, instructed 

Mr. Camargo to shift manufacturing resources to another product, noting that ñI donôt see the 

OXM happening in June.ò  (CX2904-001; Camargo, Tr. 1017-18).  Mr. Camargo responded that 

he had already ñadvised the team that it was unlikely that we would make the Oxymorphone.ò  

(CX2904-001; see Camargo, Tr. 1020 (ñI had been given no direction at that point in time to 

actually execute the product launch, and it seemed unlikely to 



PUBLIC 

118 
 

have enough at this point in time to complete all those batches.  So we would have been 

launching with less than the targeted amount of inventory.ò  (CX4028 (Camargo, Dep. at 172-

73); see Camargo, Tr. 979-80 (API would leave Impax ña bit under our target amount of three 

months of inventoryò)). 

199. On May 13, 2010, the day Impax received tentative FDA approval, CEO Larry 
Hsu instructed the head of Impaxôs Operations department to ñmove on with our next 
step of preparation for launch.ò (CX2929 at 001 (May 2010 Impax email chain)). At that 
point, the team needed only about two more weeks to finalize the launch inventory 
manufacturing. (CX2929 at 001 (May 2010 Impax email chain)). This included making 
six lots of product in addition to the product that was manufactured as part of process 
validation once the PV summary report was finalized. (CX2929 at 001 (May 2010 Impax 
email chain); CX2898 (May 12, 2010 Camargo email) (PV batches were already 
manufactured)). 

RESPONSE TO FINDING NO. 199: 

The first and second sentences of Complaint Counselôs Proposed Finding No. 199 are 

incomplete and misleading.  The full statement quoted in the first sentence is, ñLetôs move on 

with our next step of preparation for launch . . . the court stuff[] should occur timely enough for 

us to build inventory.ò  (CX2929-001 (emphasis added; ellipsis in original)).  The quoted 

language attributed to Dr. Hsu, moreover, was actually written by Chris Mengler.  With respect 

to timing, the document actually states that ñ[i]f we elect to move forward, it will take about 2 

weeks to complete mfg and 1-2 weeks, if we push for QC/QA release.ò  (CX2929-001 (emphasis 

added)).  Finally, the document also indicates that Impax ñlikely [] will make launch decision 

based on court decision on the PI.ò  (CX2929-001).   

The Proposed Finding selectively quotes and characterizes the document in an effort to 

avoid the documentsô plain language indicating that Impaxôs launch preparation efforts were on 

hold, pending additional information regarding the patent litigation.  This is supported by 

extensive evidence that, as of May 2010, Impax had stopped its oxymorphone launch 
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Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).     

Respondent has no specific response to the second, third, and fourth sentences of 

Proposed Finding No. 201 other than to clarify that there is no cited evidence supporting when 

the brite-stocking occurred.  The cited evidence states only that by May 20, some batches had 

been brite-stocked.  The record is clear that the Operations team had already stopped their 

oxymorphone ER preparation efforts.  (RX-186.0004 (May 7, 2010, email noting awaiting 

management instruction before further preparation); CX2898-001 (same on May 12, 2010); 

CX2904-001 (by May 25, 2010, Operations had shifted resources to another product ñadvised 

the team that it was unlikely t
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do so from senior managementò); Camargo, Tr. 1016-17, 1020 (ñAt that point, we need 

management decision and direction to proceed with the launch inventory build.ò)). 

c) Impax had to discard over $1.3 million of manufactured 
oxymorphone ER product 

203. As the Opana ER settlement discussions progressed, Impaxôs preparations for a 
June 2010 oxymorphone ER launch were postponed. (CX3062 (May 26, 2010 Mengler 
email ) (instructing Operations to postpone packaging oxymorphone ER); CX0320 at 001 
(May 26, 2010 email to Mengler with initial term sheets from Endo)). Eventually, 
Impaxôs efforts to complete manufacturing of the launch inventory batches were stopped 
ñin view of [the Endo/Impax] settlement.ò (CX2542 (June 9-10, 2010 email chain on 
oxymorphone quota); Camargo, Tr. 989, 991; compare CX2914 at 003 (June 8, 2010 
Product Launch Checklist) (listing oxymorphone ER as ñDROPPEDò because of the 
settlement) with CX3078 at 003 (May 11, 2010 Product Launch Checklist) (listing 
oxymorphone ER ñLaunch Readyò date as Jun. 14, 2010)). 

RESPONSE TO FINDING NO. 203: 

The first sentence of Complaint Counselôs Proposed Finding No. 203 is inaccurate, 

misleading, and not supported by the cited evidence.  CX3062 does not contain an instruction to 

any employee, refer to any settlement discussions, or make any reference to a launch of 

oxymorphone ER.  It simply states, ñNo rush to pack oxym.ò  (CX3062).  This is consistent with 

the numerous emails about halting oxymorphone launch preparedness efforts well before Impax 

and Endo began discussing settlement in 2010.  (See, e.g., RX-186.0004 (May 7, 2010, email: 

ñWe are then await [sic] management decision to proceed with 8-lot launch inventory build.ò); 

Camargo, Tr. 1016-17 (ñAt that point, we need management decision and direction to proceed 

with the launch inventory build.ò); CX2898-001 (May 12, 2010, email: ñwe will not commence 

the launch inventory build until we receive direction to do so from senior management.ò)). 

The second sentence of Proposed Finding No. 203 is inaccurate and misleading.  It offers 

a misleadingly selective quotation from CX2542, which reflects Impax withdrawing a pending 

DEA quota requestðnot Impax aborting some ongoing launch preparation or launch build 
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effortðto ñcreate good willò with the DEA.  The second sentence also selectively quotes one-

word answer from Mr. Camargoôs trial testimony, (Camargo, Tr. 989), ignoring the more in 

depth discussion of this issue in Mr. Camargoôs contemporaneous documents and elsewhere in 

his trial testimony.  (See, e.g., CX2905 (ñlaunch inventory build was ready to start should 

management give the go-ahead.ò); Camargo, Tr. 1016-17 (ñAt that point [May 12, 2010], we 

need management decision and direction to proceed with the launch inventory build.ò)).  The 

record further reflects that, as of May 24, 2010, Mr. Camargo has already ñadvised the team that 

it was unlikely that we would make the Oxymorphone.ò  (CX2904-001).   

204. But for the settlement, Impax would have been ñready to launch [on the] same 
dayò as ANDA approval in June 2010. (CX2899 at 002 (2010 Operations MBOs); 
CX4028 (Camargo, Dep. at 205-06)). 

RESPONSE TO FINDING NO. 204: 

Complaint Counselôs Proposed Finding No. 204 is incomplete, inaccurate, and 

misleading.  The cited document (CX2899) states that the Operations teamôs objective was to, 

ñAchieve new product launch on the day of ANDA approval without putting Company into 

unnecessary financial or legal risks.ò  (CX2899-002; CX3069-002 (emphasis added)).  Joseph 

Camargo, Impaxôs Vice President of Supply Chain, testified that achieving the stated objective 

meant receiving sign off on a process validation report and being ready to execute a launch 

inventory build if management so instructed.  (Camargo, Tr. 1033-34).  The stated objective was 

also consistent with Impaxôs efforts to have every product in its generic pipeline ñlaunch readyò 

at the earliest date allowed by the Hatch-Waxman Act.  (CX4023 (Hildenbrand, Dep. at 60-61); 

CX4030 (Hsu, Dep. at 85-86)). 

Impax, moreover, would not have actually been ñready to launchò until it manufactured 

the launch inventory build, which required management authorization.  Yet as early as May 7, 
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2010, the Supply Chain Group had stopped preparedness efforts because it had not received 

instructions from management.  (RX-186.0004 (ñWe are then await [sic] management decision 

to proceed with 8-lot launch inventory build.ò); Camargo, Tr. 1016-17 (ñAt that point, we need 

management decision and direction to proceed with the launch inventory build.ò)).  Again on 

May 12, 2010, Mr. Camargo indicated that ñwe will not commence the launch inventory build 

until we receive direction to do so from senior management.ò  (CX2898-001).  This meant that 

the plan was to wait for directions from senior management before beginning a launch inventory 

build.  (Camargo, Tr. 1017).   

And by May 25, 2010, the Operations group had shifted its resources to another product, 

noting that ñI donôt see the OXM happening in June.ò  (CX2904-001; Camargo, Tr. 1017-18).  

Mr. Camargo explained that he had already ñadvised the team that it was unlikely that we would 

make the Oxymorphone.ò  (CX2904-001).  Mr. Camargo testified that ñgiven 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.ò  (Camargo, Tr. 1020).   

205. Ultimately, the Executive Committee never asked the Impax Board one way or 
the other to reach a decision for an at-risk launch of oxymorphone ER. (JX-003 at 011 
(Æ 70); Koch, Tr. 332; Snowden, Tr. 470; CX2704 at 018-19 (Impax Objection and 
Response to Interrogatory No. 10)). Before the Board was asked to make any at-risk 
launch decision, Impax entered the Impax-Endo Settlement Agreement on June 8, 2010. 
(JX-001 at 009 (Æ 33); Koch, Tr. 299, 333-35). 

RESPONSE TO FINDING NO. 205: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 205.  The second sentence of Proposed Finding No. 205 is inaccurate and 

not supported by the cited evidence in its attempt to suggest the Executive Committee was 
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134) (emphasis added)).  Later in the proceeding, Mr. Engle clarified that discarding product 

because Impax sought to be prepared for all possible outcomes ñfalls under the category of cost 

of doing business in weighing all your options and all your -- your options, your risks,ò and that 

no one ñgot in troubleò as a result of discarded oxymorphone ER.  (CX4004 (Engle, IHT at 

181)).  Mr. Engle also testified that write offs of this magnitude were not unusual at Impax, and 

provided another example of when Impax incurred a $1.5 million loss as a ñcost of doing 

business.ò  (CX4004 (Engle, IHT at 182) (citing caprofen example, and noting other situations in 

which this likely occurred)).  

At trial, Mr. Engle reiterated this point when he testified unambiguously that ñ[t]hrowing 

away product or discarding product in about a 1.5 million range happens frequently and itðitôs 

not unusual.ò  (Engle, Tr. 1785-86).  Other witness testimony supports the fact that discarding 

products or materials was ña matter of course pretty much every month.ò  (Camargo, Tr. 1020-

21, 1033; see Koch, Tr. 273 (discarding and writing off product is a routine and ñsmall costò of 

doing business)).  For example, over $1 million in non-oxymorphone ER products was written 

off in April 2010, and $560,000 worth of non-oxymorphone ER product was written off in June 

2010.  (CX2905-003; CX2896-002-03; Camargo, Tr. 1023-24)).  Impax also discarded and wrote 

off roughly $25 million in finished product in 2017.  (Engle, Tr. 1786). 

207. Forecasting and planning by Impax personnel tried to be accurate to minimize the 
chance that Impax would have to throw away large amounts of manufactured product 
because the product expired before being sold. (CX4004 (Engle, IHT at 133-34)). 
Operations was evaluated on the cost of products that had to be discarded. (CX2899 at 
003 (2010 Operations Objectives) (discussing COGS and cost of rejected batches); 
CX4023 (Hildenbrand, Dep. at 198)). 

RESPONSE TO 
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misleading because it ignores the testimony of Mr. Hildenbrand, who explained that the 

evaluation related only to ñvariable pay[ and] Bonus targets,ò not Operationsô overall 

performance.  (CX4023 (Hildenbrand, Dep. at 198)).  Even then, whether the discarding of 

product will impact bonus compensation depends on the reason for discarding the product, and 

that if such a loss occurs as a result of generally accepted costs of doing business, it generally 

will not negatively affect compensation.  (CX4023 (Hildenbrand, Dep. at 199-200) (ñif a 

decision is made whether it [is] due to risk or opportunity to not to launch, we donôt get approval, 

whatever it is, but we were rea
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RESPONSE TO FINDING NO. 208: 

Complaint Counselôs Proposed Finding No. 208 is inaccurate and misleading.  The first 

sentence is misleading because the referenced product was not discarded ñdue to the Impax-Endo 

Settlement Agreement.ò  The Settlement and License Agreement did not require Impax to 

discard any materials; these materials were discarded because of expiration dates.  (Camargo, Tr. 

998).  Indeed, Impax was able to use much of the API it had purchased for its 2013 launch.  

(Camargo, Tr. 1022). 

The second sentence of Proposed Finding No. 208 is an inaccurate and misleading 

characterization of Mr. Engleôs testimony during his investigational hearing.  During that 

proceeding, Mr. Engle spoke about discarding ñproduct because it expired because [he] over-

projectedò the amount of the product that needed to be manufactured.  (CX4004 (Engle, IHT at 

134) (emphasis added)).  Later in the proceeding, Mr. Engle clarified that discarding product 

because Impax sought to be prepared for all possible outcomes ñfalls under the category of cost 

of doing business in weighing all your options and all your -- your options, your risks,ò and that 

no one ñgot in troubleò as a result of discarded oxymorphone ER.  (CX4004 (Engle, IHT at 

181)).  Mr. Engle also testified that write offs of this magnitude were not unusual at Impax, and 

provided another example of when Impax incurred a $1.5 million loss as a ñcost of doing 

business.ò  (CX4004 (Engle, IHT at 182) (citing caprofen example, and noting other situations in 

which this likely occurred)).  

At trial, Mr. Engle reiterated this point when he testified unambiguously that ñ[t]hrowing 

away product or discarding product in about a 1.5 million range happens frequently and itðitôs 

not unusual.ò  (Engle, Tr. 1785-86).  Other witness testimony supports the fact that discarding 

products or materials was ña matter of course pretty much every month.ò  (Camargo, Tr. 1020-
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21, 1033; see
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assessing whether the relevant objective was met.  (CX2899-002).  That brought the cost of 

discarded product in 2010 to 2.1 percent of COGS.  (CX2899-003).  Mr. Hildenbrand explained 

that it did so because, in essence, Impax expects this type of loss as a cost of preparedness 

efforts:  ñif a decision is made whether it [is] due to risk or opportunity to not to launch, we donôt 

get approval, whatever it is, but we were ready to have that loss counted against usò before the 

product was ever made, then it could be deducted from the relevant COGS evaluation.  (CX4023 

(Hildenbrand, Dep. at 198)).  As Impaxôs CEO at the time of settlement explained, ñin 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.ò  (CX4030 (Hsu, Dep. at 86)).  Discarding and 

writing off products under these circumstances is a routine and ñsmall costò of doing business.  

(Koch, Tr. 273). 

211. Impaxôs 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. (CX4023 (Hildenbrand, Dep. at 
8, 95-97)). 

RESPONSE TO FINDING NO. 211: 

Complaint Counselôs Proposed Finding No. 211 is an incomplete, inaccurate, and 

misleading description of Mr. Hildenbrandôs testimony.  Mr. Hildenbrand was asked, ñon how 

many occasions did operations manufacture product for a launch date the company decided not 

to launch and the product had to be destroyed?ò  (CX4023 (Hildenbrand, Dep. at 95-96)).  Mr. 

Hildenbrand testified that he had ñno ability to kind of give you an exact numberò or an estimate, 

but that the company had at least done so with respect to a methylphenidate product.  (CX4023 

(Hildenbrand, Dep. at 96)).  Moreover, nothing the evidence cited (or the record generally) 
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213. The Operations group was only able to meet the 2010 MBO regarding rejected 
product by excluding the oxymorphone ER product from the normal COGS calculation. 
(CX2899 at 003 (2010 Operations Objectives)). 

RESPONSE TO FINDING NO. 213: 

Complaint Counselôs Proposed Finding No. 213 is inaccurate, incomplete, and 

misleading.  Mr. Hildenbrand explained that Impax excluded oxymorphone ER form the 

calculation because, in essence, Impax expects this type of loss as a cost of preparedness efforts:  

ñif a decision is made whether it [is] due to risk or opportunity to not to launch, we donôt get 

approval, whatever it is, but we were ready to have that loss counted against usò before the 

product was ever made, then it could be deducted from the relevant COGS evaluation.  (CX4023 
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several Impax-Endo settlement communications that occurred before October 14, 2009, when the 

first communication regarding any ñpotential transactionò or ñpotential areas of mutual business 

interestò took place.  (See CX1301-110). 

215. In order to facilitate the settlement discussions, including the partiesô evaluation 
of a potential side deal, Impax and Endo executed a confidential disclosure agreement 
(ñCDAò) on October 13, 2009. (RX-359 at 0006 (Oct. 13, 2009 emails between 
Doug Macpherson and Meg Snowden); CX1816 at 002-04 (executed CDA); RX-284 at 
0001 (Nov. 3, 2009 emails from Cobuzzi and Mengler)). In the CDA, Impax and Endo 
ñrecognize and agree that any statements made by the parties or their counsel are part of 
settlement discussionsò and that they cannot use any information exchanged ñfor any 
purpose whatsoever other than settling the partiesô current disputes.ò (CX1816 at 003-04 
(CDA Æ 9)). 

RESPONSE TO FINDING NO. 215: 

To the extent that Complaint Counselôs Proposed Finding No. 215 suggests the October 

13, 2009, CDA was executed ñin order to facilitate the settlement discussions,ò it is incorrect and 

not supported by the cited evidence.  (Nor does RX-284 contain ñNov. 3, 2009 emails from 

Cobuzzi to Menglerò described in the parenthetical for that exhibit). 

The executed CDA indicates on its face that the parties entered into the agreement ñin 

view of the . . . stated intentionsò that they ñare interested in entering into discussions which 

would involve the mutual exchange of information relating to a possible business transaction (the 

ñTransactionò) and which will include information that is confidential to the respective parties.ò  

(CX1816-002 (CDA preamble)).  Nowhere does the CDA suggest the purpose of the agreement 

was ñto facilitate settlement discussions.ò  The cited portions of the CDA provide only that the 

discussions about a possible business transaction are ñpart of settlement discussions.ò  (CX1816-

003 (CDA Æ 9)). 

216. Under the CDA and as part of the settlement talks in October and November 
2009, Impax and Endo discussed partnering together on a deal concerning Endoôs 
migraine drug, Frova, as part of a potential settlement of the patent infringement 
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litigation. (RX-284 at 0001 (Nov. 3, 2009 emails from Cobuzzi and Mengler); CX0310 at 
004 (Impax CID Response)). 

RESPONSE TO FINDING NO. 216: 

Complaint Counselôs Proposed Finding No. 216 is incomplete and misleading.  Impax 

and Endo communicated regarding a
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218. Settlement discussions ceased following a final teleconference on December 7, 
2009. (CX1301 at 112 (Endo CID Response)). Discussions on any side business deal 
ended as well. (CX0310 at 003-04 (Impax CID Response); Snowden, Tr. 495 (discussion 
around Frova never resulted in a deal)). 

RESPONSE TO FINDING NO. 218: 

Respondent has no specific response. 

B. After Impax received tentative approval, settlement discussions began again 

219. Settlement negotiations resumed in May 2010 after Endo learned that the FDA 
tentatively approved Impaxôs ANDA for generic oxymorphone ER. (CX0310 at 004 
(Impax CID Response); CX1301 at 112 (Endo CID Response); CX0513 at 001 (May 13, 
2010 Impax internal email from Michelle Wong re tentative approval)). 

RESPONSE TO FINDING NO. 219: 

Respondent does not dispute that Endo and Impax reinitiated settlement negotiations in 

May 2010, but the cited evidence does not support the assertion that settlement negotiations were 

reinitiated after (or because) Endo learned of tentative approval. 

220. 

î vaɇ

R
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RESPONSE TO FINDING NO. 221: 

Respondent has no specific response. 

222. By that time, Impax knew that Endo already had agreed to a 2011 entry date for at 
least one 2011 generic oxymorphone ER. (CX4003 (Snowden, IHT at 56-57)). On 
February 20, 2009, Endo announced it had reached its first settlement concerning generic 
Opana ER in its patent infringement suit against Actavis. The following business day, 
news of the Actavis settlement was made public and circulated among Impaxôs top 
executives. (CX0309 at 001-02 (internal Impax email attaching analyst report on Endoôs 
settlement with Actavis)). Impax knew that Endo had granted Actavis a license to the 
asserted patents beginning on July 15, 2011, which was approximately midway between 
the 2009 expiration of Endoôs new dosage form exclusivity and the expiration of the 
asserted patents in August 2013. (CX0309 at 001-02). 

RESPONSE TO FINDING NO. 222: 

Respondent has no specific response. 

223. Thus, at the time Impax obtained tentative approval on May 13, 2010, Impax was 
thinking about trying to get a settlement with Endo with a generic entry date in January 
2011, rather than launching at risk in June 2010. (CX0505 at 001 (May 13-14, 2010 
Mengler-Hsu e-mail chain)). 

RESPONSE TO FINDING NO. 223: 

Complaint Counselôs Proposed Finding No. 223 is not supported by the cited evidence.  

The cited document (CX0505) says nothing about an at-risk launch, and certainly not an at-risk 

launch in June 2010.  With respect to Impaxôs ñthinking,ò the document states ñI want to 

consider pros and cons on postponing the launch of Oxymorphone in January 2011.ò  (CX0505-

001). 

224. But Chris Mengler, President of Impaxôs Generics Division, was concerned about 
postponing Impaxôs generic oxymorphone ER launch. As he informed Larry Hsu, 
Impaxôs CEO, ñthe cost of Jan ó11 is lost/delayed sales ï you know what they [s]ay about 
a bird in the hand...ò (CX0505 at 001) (May 14, 2010 Mengler email)). But when Dr. Hsu 
asked Mr. Mengler ñWhat if we can settle with Endo for January 2011 launch with 
No AG?ò, Mr. Mengler replied: ñSettlement ---- different story. Iôd love that !!!!ò 
(CX0505 at 001 (emphasis in original)). 
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RESPONSE TO FINDING NO. 226: 

Respondent has no specific response. 

227. From the beginning of the renewed negotiations, Endo offered compensation in 
exchange for Impaxôs agreement to stay off the market until 2013. (CX0320 (May 26, 
2010 Endo term sheets)). 

RESPONSE TO FINDING N
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RESPONSE TO FINDING NO. 228: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 228.  Respondent has no specific response to the second sentence of 

Proposed Finding No. 228 other than to clarify that the cited evidence does not support the 

proposition that the suggested Parkinsonôs collaboration was a ñside deal.ò  The record is clear 

that the Development and Co-Promotion Agreement, was a ñstand-alone legal document[].ò  

(CX4017 (Levin, Dep. at 157-58); see Koch, Tr. 313-14 (Impax assessed and considered DCA 

and SLA as standalone agreements ñall the timeò); CX4036 (Fatholahi, Dep. at 138-39)).  

Accordingly, both Endo and Impax assessed the Development and Co-Promotion Agreement 

independently from the Settlement and License Agreement.  (Koch, Tr. 313 (Impaxôs CEO ñwas 

very clear that each agreement should be evaluated on their own merits as a standalone 

agreementò); CX4001 (Koch, IHT at 41) (DCA was ña separate negotiation that came up during 

settlement negotiationsò); Mengler, Tr. 586; CX4017 (Levin, Dep. at 159); CX4031 (Bradley, 

Dep. at 196)).   

229. Mr. Donatiello sent the term sheets to Mr. Mengler and Ms. Snowden following a 
discussion of their contents that morning and more than week of discussions and a 
significant exchange of information pertaining to IPX-066. (CX0320 at 001 (May 26, 
2010 Endo term sheets); RX-272 at 0001-03 (May 19-22, 2010 Paterson/Cobuzzi email 
exchange and attached list of IPX-066 data made available to Endo)). 

RESPONSE TO FINDING NO. 229: 

Respondent has no specific response to Complaint Counselôs Proposed Finding No. 229 

other than to clarify that the cited evidence does not support the proposition that Mr. Donatiello, 

Mr. Mengler, and Ms. Snowden had more than a week of discussions. 
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1.
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Mr. Mengler that the confidential disclosure agreement the parties entered as part of 
settlement negotiations in the fall of 2009 was still effective. (CX1816 at 001). 

RESPONSE TO FINDING NO. 232: 

Respondent has no specific response. 
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236. On May 22, 2010, Dr. Paterson provided Dr. Cobuzzi and a number of additional 
Endo employees with access to a ñdata roomò with ña large amount of IPX 066 related 
documents.ò (RX-272 at 0001-02 (May 19-22, 2010 Paterson/Cobuzzi email exchange)). 
The documents covered: (i) intellectual property/legal; (ii) chemistry, manufacturing, and 
controls (ñCMCò); (iii) commercial; (iv) regulatory; (v) clinical; (vi) clinical 
pharmacology; and (vii) Impaxôs unredacted confidential presentation on IPX-066. (RX-
272 at 0001(May 19-22, 2010 Paterson-Cobuzzi email exchange)). 

RESPONSE TO FINDING NO. 236: 

Respondent has no specific response. 

237. On May 26, 2010, one of the two term sheets Mr. Donatiello sent to Impax 
proposed an option agreement concerning IPX-066 ñand all improvements, 
modifications, derivatives, formulations and line extensions thereof.ò (CX0320 at 002 
(May 26, 2010 Endo term sheets)). The term sheet gave Endo the option to receive either 
the right to co-promote the product within the U.S. or to purchase an exclusive license to 
the product in the U.S. (CX0320 at 003). Endo would pay Impax a $10 million ñOption 
Feeò upon signing the agreement and a $5 million milestone fee upon the FDAôs 
acceptance of the NDA for the product. (CX0320 at 003). 

RESPONSE TO FINDING NO. 237: 

Respondent has no specific response. 

238. If Endo elected the co-promotion option, Endoôs right to co-promote IPX-066 
would be limited to ñareas outside the practice of neurology.ò (CX0320 at 004 (May 26, 
2010 Endo term sheets)). Endo would receive a fee of 50% of net sales prescribed by 
those outside the practice of neurology. (CX0320 at 004). 

RESPONSE TO FINDING NO. 238: 

Respondent has no specific response. 

239. If Endo elected the license option, Endo would pay Impax a one-time fee equal to 
five times the average of the productôs projected sales for its first three years post-
approval. (CX0320 at 004-05 (May 26, 2010 Endo term sheets)). In return, Impax would p

R၏圀ऀ
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The fifth sentence of Proposed Finding No. 240 is incomplete and misleading because it 

ignores the testimony of Demir Bingol, Endoôs Senior Director of Marketing and the individual 

often responsible for Endo forecasts, including the cited exhibit (CX3445).  Mr. Bingol testified 

that Endo always forecast ña num



PUBLIC 

147 
 

and the United States for a new oral formulation of long-acting oxymorphone, which is 
designed to be crush resistant.ò)). 

RESPONSE TO 
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D. 
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Mr. Mengler told Mr. Levin he thought Endo had ña secret plan to damage the market.ò 
(CX0217 at 001 (June 2, 2010 email from Mengler to Smolenski)). Mr. Levin denied that 
Endo was planning to reformulate, assuring Mr. Mengler: ñóChris, I promise we have no 
plans to not continue to pursue our existing formulation.ôò (CX0117 at 002 (Aug. 9, 2010 
email from Mengler re Endoôs announcement of application for Reformulated Opana 
ER)); see also CX4010 (Mengler, IHT at 41) (ñSitting this close, looked me right in the 
eye, and told me, óWe are absolutely not switching this product. I promise you, Chris.ôò)). 

RESPONSE TO FINDING NO. 249: 

Respondent has no specific response. 

250. Despite Endoôs proclamations that it did not plan to move the Opana ER market, 
Impax sought contractual provisions to address the possibility. Impaxôs fear ñthat Endo 
had a strategy in place that would have led to the elimination of the Opana ER marketò 
was a ñvery significant business issue[]ò that would have been a ñdeal-breaker[]ò for 
Impax. (CX4010 (Mengler, IHT at 20-21)). As Impax ñlearned more about the market, 
something that didnôt protect us from the downside was becoming a deal-breaker.ò 
(CX4010 (Mengler, IHT at 44)). 

RESPONSE TO FINDING NO. 250: 

Respondent has no specific response. 

1. Initially, Impax sought a market degradation acceleration trigger 

251. Impax first proposed to address its concern with an acceleration trigger for market 
degradation. After receiving Endoôs May 26th term sheets, Impax responded by proposing 
a January 1, 2013 license entry date, with the No-AG provision and ñcertain acceleration 
triggers, including market degradation to any alternate product.ò (CX1305 at 001 (May 
27, 2010 email from Mengler to Levin)). 

RESPONSE TO FINDING NO. 251: 

Respondent has no specific response, except to clarify that Endo had already offered the 

No-AG provision in Endoôs opening term sheet.  (See CX0320 (May 26, 2010 email to Mengler 

with initial term sheets from Endo)). 

252. An acceleration provision for market degradation would allow Impax to launch its 
generic oxymorphone ER product earlier than January 1, 2013 in the event that Opana 
ER brand sales fell by a certain amount or percentage. (CX4010 (Mengler, IHT at 33-
34)). Impax wanted a market acceleration provision as ñprotection in case Endo had any 
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intentions of moving the market to a next-generation product.ò (CX4032 (Snowden, Dep. 
at 104)). Impax had included similar provisions in other patent settlements with brand 
companies. (CX4003 (Snowden, IHT at 121-22)). 

RESPONSE TO FINDING NO. 252: 

The second sentence of Complaint Counselôs Proposed Finding No. 252 is an incomplete 

and misleading quotation from Ms. Snowdenôs testimony, which is as follows: ñQ.  And do you 

remember what was the rationale that Impax provided as to why it wanted that acceleration 

trigger?... A. As a corporate designee, Impax said it wanted that as protection in case Endo had 

any intentions of moving the market to a next-generation product.  Impax said it was important 
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still coming out and Iôm going to take this market out as quickly as I can and sell as much 

product as I can, but if youôre not telling me the truth, youôre going to pay me what I would have 

made anyway.ò  (CX4010 (Mengler, IHT at 36)).  This was ña carrot and a stick approachò to 

incentivize Endo to make investments in its original Opana product and ensure Impax had a 

measure of control over its generic opportunity.  (Koch, Tr. 23
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insistence is due to a known strategy to reduce the market. This may be a sticking point.ò 
(CX1308 at 001 (June 2, 2010 email from Mengler to Levin)). 

RESPONSE TO FINDING NO. 256: 

Respondent has no specific response. 

257. Despite Impaxôs reservations, the parties reached an agreement in principle, 
including a make whole payment, on the afternoon of June 3, 2010. (CX3334 at 001 
(Levin reporting that Endo had ñreached a handshake agreement with Impax); CX4012 
(Donatiello, IHT at 139) (ñEndo and Impax reached an agreement in principal [sic] 
around midday on June 3rd.ò); CX0114 at 001 (June 3, 2010, email from Mengler 
reporting that ñ[i]t seems all parties internally are good to goò)). After Endo had agreed to 
the make whole payment provision, Impax ñstop[ped] pursuing an earlier launch date.ò 
(CX4018 (Koch Dep. at 71)). 

RESPONSE TO FINDING NO. 257: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 257.  The second sentence of Proposed Finding No. 257 is inaccurate, 

misleading, and not supported by the cited evidence.  Mr. Koch actually testified that ñWhat we 

did was 
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1, 2010, summary of terms with proposed license date of February 1, 2013, and Endo Credit); 
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of the market at that generic entry date could be different than what they had previously expected 

or assumed, and so the provision was intended to insulate them from that sort of risk or reduce 
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Tr. 631, 673; CX4017 (Levin, Dep. at 96-98); Noll, Tr. 1649 (neither Endo nor Impax forecast or 

planned for a payment under the settlement)). 

259. Each party negotiated to make the provision more financially favorable for 
themselves. (See CCF ÆÆ 260-69, below). 

RESPONSE TO FINDING NO. 259: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

260. In a teleconference, Mr. Mengler told Mr. Levin that Impax would accept the 
alternative of the make-whole payment in place of an acceleration trigger, but all 
assumptions would have to be in Impaxôs favor and Endo would have to agree to 
ñaggressive numbers.ò (Snowden, Tr. 386). 

RESPONSE TO FINDING NO. 260: 

Respondent has no specific response other than to clarify that Ms. Snowden did not 

testify about a ñmake-whole payment,ò only a ñcredit.ò  (Snowden, Tr. 386). 

261. Roberto Cuca, Endoôs Vice President of Financial Planning & Analysis, was 
tasked with developing the Endo Credit provision on behalf of Endo. (CX4035 (Cuca, 
Dep. at 68-69); Cuca, Tr. 612, 614-15). Mr. Cucaôs ñgoal was to make the provision be as 
beneficial to Endo as possible.ò (CX4035 (Cuca, Dep. at 96)). Mr. Cuca looked for ways 
to ñimprove the economic effect of this provision to Endo.ò (CX4035 (Cuca, Dep. at 96-
97)). 

RESPONSE TO FINDING NO. 261: 

Respondent has no specific response. 

262. Endo drafted the first iteration of the make-whole provision, which it included in 
the first draft of the SLA it sent on Friday June 4, 2010. (CX0323 at 001, 012 (June 4, 
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2010 email from Mr. Donatiello sending attached draft SLA; draft SLA Ä 4.4)). Under 
Endoôs initial proposal, Endoôs obligation to pay Impax a cash amount would be 
triggered if the amount of oxymorphone active pharmaceutical ingredient (ñAPIò) 
shipped in the Opana ER strengths for which Impax was first to file fell below a set 
threshold from the peak consecutive three-month sales period between the SLAôs 
effective date and the fourth quarter of 2012. (CX0323 at 006-07, 12 (June 4, 2010 draft 
SLA Ä 4.4 and definitions of ñPre-Impax Amount,ò ñThree Month Shipment Amount,ò 
and ñTrigger Thresholdò)). 

RESPONSE TO FINDING NO. 262: 

Respondent has no specific response other than to clarify that the draft settlement 

agreement did not contain the term ñmake-whole provision.ò  (CX0323-012). 

263. The amount Endo would be obligated to pay, however, depended on Impaxôs 
sales during its six-month No-AG exclusivity period. The lower Impaxôs net profits 
during the exclusivity period, the lower the amount Endo was obligated to pay; if Impax 
did not or could not launch and sell generic oxymorphone ER, then the amount Endo 
would have to pay Impax would be $0. (CX0323 at 006-07, 12 (June 4, 2010 draft SLA 
Ä 4.4 and definitions of ñImpaxôs Net Profit,ò ñImpax Product,ò ñExclusivity Period, 
ñPre-Impax Amount,ò and ñTrigger Thresholdò) (ñIf the Pre-Impax Amount is less than 
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Endo that ñif youôre not telling me the truth [about switching the market], youôre going to 
pay me what I would have made anyway.ò)). 

RESPONSE TO FINDING NO. 264: 

Complaint Counselôs Proposed Finding No. 264 is inaccurate and not supported by the 

cited evidence.  Neither Ms. Nguyen nor Mr. Mengler testified about an early formulation of the 

Endo Credit, or whether such a formulation failed its so-called purpose.  Moreover, Proposed 

Finding No. 264 ignores that the ini
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RESPONSE TO FINDING NO. 268: 

Respondent has no specific response. 

269. Second, though Endo largely agreed to Impaxôs proposed approach for calculating 
the amount to be paid if the Endo Credit was triggered, Endo wanted the amount to 
reflect Impaxôs expected profits during the No-AG exclusivity period, rather than 
Impaxôs expected revenues. (CX2771 at 005-06, 14 (June 6, 2010 draft SLA Ä 4.4, 
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273. The Endo Credit in the executed SLA provided that Endo would be obligated to 
pay Impax a cash amount if Endoôs Original Opana ER dollar sales (as calculated by 
units multiplied by the WAC price) fell by more than 50% from the ñQuarterly Peakò 
(the highest sales quarter between Q3ô2010 and Q3ô2012) to the fourth quarter of 2012 
(the quarter before Impax would be permitted to launch its generic oxymorphone ER 
product). (RX-364 at 0003-06, 12 (SLA Ä 4.4, definitions of ñEndo Credit,ò ñMarket 
Share Profit Factor,ò ñMarket Share Profit Value,ò ñPre-Impax Amount,ò ñPrescription 
Sales,ò ñQuarterly Peak,ò and ñTrigger Threshholdò)). 

RESPONSE TO FINDING NO. 273: 

Respondent has no specific response. 

274. If Endoôs obligation to pay the Endo Credit was triggered, the amount would 
approximate the net profits Impax would have expected to make during its six-month 
No-AG exclusivity period had Endo not moved the market to a new formulation. The 
provision achieved this by basing the calculation in part on the expected generic 
substitution rate (90%), the expected generic price (75% of the brand WAC price), 
Impaxôs net profit margin (87.5%), and the length of the No-AG exclusivity period (50%, 
or 180 days expressed as half a year). (RX-364 at 0004 (SLA Ä 4.4, definitions of 
ñMarket Share Profit Valueò); see also Cuca, Tr. 635-37). By including Impaxôs net 
profit margin rather than just looking to Impaxôs expected revenues, any amount Endo 
would be required to pay was reduced by 12.5%. (RX-364 at 0004 (SLA Ä 4.4, 
definitions of ñMarket Share Profit Valueò); Cuca, Tr. 640-41). 

RESPONSE TO FINDING NO. 274: 

The first sentence of Complaint Counselôs Proposed Finding No. 274 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  The first sentence of the 

Proposed Finding No. 274 is also wrong.  Actual quarterly peak sales after settlement were 

$185,691,457.  (CX0332-003).  If sales dropped just enough to trigger the Endo Credit, for 

instance, because sales in the last quarter of 2012 were 49 percent of their quarterly peak, this 

would mean the resulting liability would be roughly $2 million.  If sales dropped only to 49.9 

percent of their peak, the resulting liability would be roughly $200,000.  (RX-364.0003-04 (any 

Endo Credit payment is the product of (1) 0.2953 times the annualized quarterly peak sales 
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ñOpana ER was, you know, pacing at a $500 million product on January 1 of ó13ò); Koch, Tr. 

241; Snowden, Tr. 386; CX4021 (Ben-Maimon, Dep. at 118, 122)). 

E. Late in the negotiations, Impax sought an earlier entry date without any 
additional payment provisions 

276. On June 4, 2010, Impax CFO Art Koch and Ms. Snowden replaced Mr. Mengler 
as Impaxôs primary negotiators. (CX0507 at 001 (June 4, 2010, Hsu email to Mengler)). 
At an internal Impax management discussion that day, Mr. Koch and Ms. Snowden were 
instructed to go back to Endo and ask for a ñsimple settlementò dropping the payment 
terms then on the table (No-AG
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RESPONSE TO FINDING NO. 284: 

Complaint Counselôs Proposed Finding No. 283 is misleading and incomplete in its 

discussion of the SLA sections 4.1(a) (the License) and 4.1(d) (referring to additional good faith 

negotiations to amend the License) without referencing the broad Covenant Not to Sue set forth 

in SLA section 4.1(b).  (RX-364.0009-11 (SLA ÄÄ 4.1(a), 4.1(b), 4.1(d))).  No evidence suggests 

section 4.1(d) has any effect on section 4.1(b)ôs Covenant Not to Sue, which covered any patents 

licensed to Endo or Pennwest that ñcover or potentially could coverò the manufacture or sale of 

Opana ER. (RX-364.0010 (SLA ÄÄ 4.1(b))).  

G. Impax switched the side deal subject from IPX-066 to IPX-203 and 
demanded greater milestone payments 

1. Initially, Impax and Endo discussed an IPX-066 side deal 

285. As discussed above (ÆÆ 232-39), from the outset of the renewed settlement 
discussions, Impax and Endo began discussing a side deal in which Endo would 
collaborate with Impax on IPX-066, Impaxôs treatment for Parkinsonôs disease that was 
in the last stage of clinical development prior to be ready to submit an NDA to the FDA. 

RESPONSE TO FINDING NO. 285: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs rep
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287. Endo began work on an Opportunity Evaluation Worksheet (ñOEWò) to assess a 
potential collaboration on IPX-066 on May 20, 2010 (CX1006 at 001 (Endo internal 
email)), but did not complete it prior to sending the term sheet to Impax on May 26, 
2010. (CX1704 (May 24, 2010 draft OEW); CX2775 (May 27, 2010 email forwarding 
the incomplete OEW)). 

RESPONSE TO FINDING NO. 287: 

Respondent has no specific response. 

288. Endo rushed to review IPX-066 and to prepare an offer to Impax.  

(RX-072 at 0004 (May 21, 2010 email to Equinox) 
(in camera).  

 
(
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 (RX-072 at 0001 (Endo emails with Equinox (in camera)). 

 
(RX-072 at 0001) (in camera). 

RESPONSE TO FINDING NO. 289: 

Complaint Counselôs Proposed Finding No. 289 is incomplete and misleading in its 

selective description of Equinoxôs market research.  Subsequent portions of the cited document 

indicate that  

  (RX-072.0001).  And the sentence Complaint Counsel 

selectively quotes actually states:   

 

  (RX-072.0001 (emphasis 

added)).  The cited document also refers to  

  (RX-072.0004). 

290. On May 25, 2010, Dr. Cobuzzi continued to press his team to get a review done 
quickly, warning R&D employees that ñ[w]e have very little time for this evaluation ï ie, 
we need to have a perspective by EOB [end of business] this Thursday.ò (CX1007 at 001 
(Cobuzzi email re IPX066) (emphasis in original)). Dr. Cobuzzi asked that they not ñstart 
sending me a lot of disparaging emails or slandering me personally for the condensed 
timeline for this review.ò (CX1007 at 001). 

RESPONSE TO FINDING NO. 290: 

Respondent has no specific response other than to clarify that the document states ñthis 

should not be a difficult evaluation.ò  (CX1007-001; Cobuzzi, Tr. 2548-49 (discussing CX1007 

and explaining ñI didnôt think this was going to be difficult to evaluateò because ñ[w]e knew the 

space, we knew the underlying molecules, the carbidopa and levodopa, and we looked at a 

number of Parkinsonôs opportunities in the pastò)). 
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291. As discussed above (Æ 228, 237-39), on May 26, 2010, Endo sent a term sheet for 
an IPX-066 side deal to Impax, proposing an option agreement for IPX-066 in which 
Endo would pay Impax $10 million upfront and $5 million upon the FDAôs acceptance of 
an NDA in exchange for the right to either purchase an exclusive license to the product or 
to co-promote the product to non-neurologists. (CX0320 at 002-04 (May 26, 2010 Endo 
term sheets)). Equinox did not send its estimate of the percentage of Parkinsonôs patients 
diagnosed (37%) and managed (40%) by non-neurologists until after Endo had sent the 
term sheet to Impax. (CX1009 at 001, 008 (May 26, 2010 email from Equinox to Cobuzzi 
attaching ñStrategic Insightsò presentation)). 

RESPONSE TO FINDING NO. 291: 

To the extent the first sentence of Complaint Counselôs Proposed Finding No. 291 

attempts to incorporate and summarize other findings, it should be disregarded because it 

violates the Courtôs Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of 

fact shall be supported by specific references to the evidentiary record.ò  (Order on Post-trial 

Briefs at 2).  Moreover, the individual findings cited are misleading or incomplete for the reasons 

set out in Respondentôs replies to those findings.  In any event, the first sentence of Proposed 

Finding No. 291 is misleading and incomplete in (1) its suggestion that Endoôs initial May 26, 

2010, term sheet proposed ñan IPX-066 side deal,ò when the term sheet refers to the entire IPX-

066 franchise and does not link the potential collaboration to settlement; and (2) its failure to 

acknowledge that the proposed terms called for Endo to receive 50 percent of all the profits from 

sales generated by non-neurologist prescriptions.  (CX0320). 

The second sentence of Proposed Finding No. 291 is incomplete and misleading in its 

suggestion that Endo did not independently have knowledge about Parkinsonôs disease or the 

number of prescriptions written by non-neurologists.  The record reflects that Endo had extensive 

experience vetting potential Parkinsonôs disease products, which included performing market 

research on the Parkinsonôs disease market.  (Cobuzzi, Tr. 2548-49). 
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2. Impax switched the subject of the side deal from IPX-066 (a late-stage 
product) to “IPX-066a”/IPX-203 (a preclinical product) 

292. On May 26 and 27, 2010, after a week
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professional respect, he thought it would be doable, and that was good enough for meò; noting 

Dr. Gupta has ñdone a number of product developments where he has basically taken an existing 

chemical compound and improved it and then had those products come to market and been very 

successful commercial productsò); CX4033 (Nestor, Dep. at 82-83) (describing Dr. Gupta as a 

renowned formulator)).  Finally, Mr. Nestor went on to note in his email to Mr. Mengler mMҏM
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proposal also called for Endo to receive all profits from sales generated by non-neurologists.  

(See RX-387 (ñor they co-promote to Impax targets, retaining 100%ò) (emphasis added)). 

297. On June 2, 2010, Mr. Levin clarified that Endoôs offer for ñ066aò was for an 
upfront payment of $10 million and single additional milestone payment of $5 million 
upon successful completion of Phase II. (CX1011 (June 2, 2010 Levin email to 
Mengler)). If Endo elected to exclusively in-license the compound, Endo would pay 
Impax fives the projected first four years of sales (rather than three years) as well as give 
Impax a co-promote on 10% of the total promotion effort. (CX1011). 

RESPONSE TO FINDING NO. 297: 

Respondent has no specific response. 

298. As discussed above (Æ 257), on June 3, 2010, Mr. Mengler and Mr. Levin reached 
an agreement in principle, which covered both the license terms and the side deal. 
(CX3334 at 001 (Mr. Levin reporting that Endo had ñreached a handshake agreement 
with Impaxò); CX0412 (Donatiello, IHT at 139) (ñEndo and Impax reached an agreement 
in principal [sic] around midday on June 3rd.ò); CX0114 at 001 (June 3, 2010, email 
from Mr. Mengler reporting that ñ[i]t seems all parties internally are good to goò); 
Cobuzzi, Tr. 2632-33 (SLA and DCA comprised a ñpackage of dealsò)).  

 (CX0114 at 001 (June 
3, 2010 Mengler email to Nestor) (partially in camera); CX0407 at 001-02 (June 3, 2010 
Mengler email to Hsu et al. re Status)). Mr. Mengler felt the ñproposal balances the 
interests of the business with our FTF [first-to-file] status.ò (CX0407 at 001-02 (June 3, 
2010 Mengler email to Hsu et al. re Status)). 

RESPONSE TO FINDING NO. 298: 

Respondent has no specific response. 

299. The parties reached this agreement in principle even though Impax had yet to 
provide any information on the drug or even provide the productôs actual code name. Mr. 
Mengler had ñasked about an 066a resourceò (CX1308 (June 2, 2010 Mengler email to 
Levin)), but had yet to provide the name of a resource or any written materials to Endo. 
On June 3, 2010, Mr. Mengler asked Mr. Nestor, President of Impaxôs Branded Division, 
for ña person for Endo to speak with on 066a,ò warning that ñotherwise were [sic] done.ò 
(CX0114 at 002 (June 3, 2010 Mengler email to Nestor)). Mr. Mengler needed someone 
from Impax to provide Endo ñany info so they can ócheck the box.ôò (CX0114 at 001 
(June 3, 2010 Mengler email to Nestor); see also CX2948 at 001 (June 3, 2010 Nestor 
email to Gupta re Endo Contact Person) (ñNeed to give Endo a contact person for 066A 
(L-dope ester concept) for development aspects of drug.ò)). 
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RESPONSE TO FINDING NO. 303: 

Respondent has no specific response. 

5. Endo completed its review of IPX-203 within days 

304. Despite Mr. Mengler notifying Endo of the switch to ñ066aò on May 27 (RX-565 
at 0001) and Endo agreeing to the switch on June 1, 2010 (RX-387 at 0001 (June 1, 2010 
Mengler internal email recapping the ñcurrent proposalò); CX1011 (June 2, 2010 Levin 
email to Mengler)), Mr. Levin did not immediately inform Dr. Cobuzzi or his team. On 
June 1, 2010, Dr. Cobuzzi sent the latest draft of the IPX-066 



PUBLIC 

185 
 

understanding IPX-203, and ñtremendously valuableò to Endo in assessing IPX-203.  (Cobuzzi, 

Tr. 2625-26, 2602). 

305. Even after Dr. Cobuzzi was notified of the change (CX1011 (June 2, 2010 Levin 
email to Mengler)), Dr. Cobuzziôs team continued to evaluate the IPX-066 opportunity. 
(CX3338 (June 3, 2010 Pong email and attached Project Imperial Due Diligence 
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309.  
(CX2780 at 001 

(June 5, 2010 Cobuzzi email to Levin et al.) (in camera
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RESPONSE TO FINDING NO. 311: 

Respondent has no specific response. 

312. The Endo team worked on an OEW for IPX-203 on Monday, June 7, 2010, and 
Dr. Cobuzzi sent a final OEW to the Endo Board of Directors on the evening of June 8, 
2010. (CX1209 at 001 (June 8, 2010 Cobuzzi email to Endo BoD attaching final Imperial 
OEW)). 

RESPONSE TO FINDING NO. 312: 

Complaint Counselôs Proposed Finding No. 312 is misleading and not supported by the 

cited evidence to the extent it attempts to imply that the Endo team began preparing an OEW for 

IPX-203 on Monday June 7, 2010.  The cited document (CX1209) does not reflect when the 

Endo team began work on the document, but rather when it was circulated to the Endo Board of 

Directors. 

H. Endo and Impax entered the Settlement and License Agreement and the 
Development and Co-Promotion Agreement 

1. Impax and Endo finalized the settlement 

313. The patent infringement trial began on Thursday June 3, 2010. (CX2759 at 022 
(Endo v. Impax docket sheet minute entry for bench trial held on June 3, 2010)). Once 
informed that the parties had reached an agreement in principle, the presiding judge 
adjourned the trial until the following week, stating that she would resume trial on 
Tuesday, June 8 unless the parties were able to reach a definitive settlement agreement by 
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RESPONSE TO FINDING NO. 314: 

Respondent has no specific response. 

315. Early on the morning of Tuesday, June 8, 2010, Mr. Donatiello notified 
Ms. Snowden that the Endo signature pages for both agreements were ñin placeò and that 
he would call his counsel ñin a few hours to release them.ò (CX3186 at 001 (June 8, 2010 
Donatiello email)). Endo did not want to release the signature pages until Sandoz, another 
generic manufacturer seeking to market oxymorphone ER, had signed a separate 
settlement agreement with Endo. (CX3186 at 001). 

RESPONSE TO FINDING NO. 315: 

Respondent has no specific response. 

316. On the morning of June 8, 2010, outside counsel for Endo sent the Endo signature 
pages for both the SLA and the DCA to Impaxôs outside counsel, but requested that 
Impaxôs counsel hold the signature pages in escrow ñpending our instructions to release 
them.ò (CX3332 at 001 (June 8, 2010 Watkins email and attachments). Endo ultimately 
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this discount from Penwest as ña way of sharing .... the costs of the settlement with a 
partner who benefits from the sales of the product.ò (CX4035 (Cuca, Dep. at 109-10)). 

RESPONSE TO FINDING NO. 318: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 318.  The second sentence of Proposed Finding No. 318 lacks foundation, 

is speculative, and not supported by the cited evidence.  Mr. Cuca testified that he did not recall a 

reduction of royalties to Penwest in association with the Opana ER settlement.  (CX4035 (Cuca, 

Dep. at 108) (ñQ.  Do you have any understand of why you were looking to reduce the royalty 

with Penwest? . . . THE WITNESS:  I donôt.ò); CX4035 (Cuca, Dep. at 109) (stating that a 

document regarding Penwest royalties ñdoesnôt refreshò his recollection about reductions in 

Penwest royalties)).  He nevertheless was asked ñwhy would Endo be seeking a royalty 

reduction,ò to which he said it ñpotentiallyò was a way to share costs.  (CX4035 (Cuca, Dep. at 

109-10) (emphasis added)). 

319. Penwestôs ñcontribution to [Endoôs] settlement agreementò with Impax was to 
ñforego [sic] royalty income from expected future sales of Opana ER in amount capped at 
$8.75 million.ò (CX3133 at 001 (June 7, 2010 emails from Levin and Good re Penwest 
Royalties); see also CX3043 at 001 (June 7, 2010 Levin email re Penwest) (ñPenwest 
have agreed to an $8 million royalty credit as part of their contribution to the settlement 
agreement on Opana ER litigation.ò)). The royalty reduction was ñfrontloaded to capture 
more than 90% of the benefit before Impax launch their generic in January 2013.ò 
(CX3043 at 001 (June 7, 2010 Levin email re Penwest)). 

RESPONSE TO FINDING NO. 319: 

Respondent has no specific response. 

3. Endo paid Impax the $10 million upfront payment 

320. Though Impax would have to wait until 2013 to receive value from either the 
No-AG provision or the Endo Credit, the upfront payment guaranteed Impax immediate 
cash in June 2010. In accordance with Section 3.1 of the DCA, Endo owed Impax 
$10 million within five business days of the DCAôs effective date. (RX-365 at 0009 
(DCA Ä 3.1 and preamble)). When Endo had failed to pay Impax by June 23, 2010, 





PUBLIC 

192 
 

RESPONSE TO FINDING NO. 321: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

1. The No-AG provision and the Endo Credit worked together to ensure 
that Impax would receive value from the settlement 

322. Under Ä 4.1(c) of the SLA, Impaxôs license for generic Opana ER was exclusive 
during Impaxôs 180-day first-filer exclusivity period for five dosage strengths. (RX-364 
at 0010 (SLA Ä 4.1(c)) (Impaxôs license during the Exclusivity Period for five dosages 
was ñexclusive as to all but (i) the Opana ERÈ Product and any Opana ERÈ-branded 
products that are not sold as generic products and (ii) generic products covered by 
agreements executed by Endo and/or Penwest and a Third Party [...] prior to the Effective 
Dateò)). 

RESPONSE TO FINDING NO. 322: 

Complaint Counselôs Proposed Finding No. 322 is incomplete and misleading.  The plain 

language from Section 4.1(c) indicates the license ñshall be exclusive as to all but (i) the Opana 

ERÈ Product and any Opana ERÈ branded products that are not sold as generic products and (ii) 

generic products covered by agreements executed by Endo and or Penwest and a Third Party that 

holds an ANDA referencing the OpanaÈ ER Product as of or prior to the Effective Date.ò  (RX-

364.0010 (emphasis added); see CX3164-0009-10 (ñnothing in the Opana ER Settlement 

Agreement prohibited Endo from lowering the price of its Branded Opana ER Product to 

compete with Impaxôs Generic Oxymorphone ER Productò)). 

323. This provision in Ä 4.1(c) meant that Endo could not sell an authorized generic 
product of the five relevant dosages until the exclusivity period ended. (CX3164 at 
009-10 (Impax Response to Request for Admission No. 15)). 
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RESPONSE TO 
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325. To address this concern, Impax and Endo developed the Endo Credit, an 
insurance-like provision under which Endo would make Impax whole by paying for the 
lost profits that Impax would have made during its exclusivity period. (Mengler, Tr. 533 
(ñwhere the market was in fact destroyed, I at least wanted to be made whole for the 
profits that we would have otherwise achieved); Koch, Tr. 265-66 (testifying that Impax 
ñviewed [the Endo Credit] as insuranceò because Impax had a reasonable outcome almost 
no matter what Endo did)). 

RESPONSE TO FINDING NO. 325: 

Complaint Counselôs Proposed Finding No. 325 is incomplete and misleading.  Mr. 

Menglerôs actual answer was ñin the absence of an acceleration trigger . . . we needed an 
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RESPONSE TO FINDING NO. 329: 

Respondent has no specific response other than to clarify that Endo agreed to an ñupfront 

paymentò ñin consideration for the rights granted to Endo hereunder [the DCA].ò  (RX-

365.0009). 

330. On June 24, 2010, Impax received a wire transfer from Endo with the upfront 
payment. (CX0327 at 0001 (email entitled ñRE: Upfront paymentò from R. Cooper dated 
Jun. 24, 2010, stating that ñpayment has been wired to your account per your 
instructionsò); Snowden, Tr. 400). 

RESPONSE TO FINDING NO. 330: 

Respondent has no specific response. 

331. The $10 million upfront payment was not refunded when Endo and Impax 
terminated the DCA. (Snowden, Tr. 408). 

RESPONSE TO FINDING NO. 331: 

Respondent does not dispute that the $10 million payment was not refunded, but 

Proposed Finding No. 331 is inaccurate and misleading in its attempt to suggest that the payment 

should have been refunded.  (Snowden, Tr. 409 (ñJUDGE CHAPPELL:  Let me go back to one 

of your previous questions.  Is it the governmentôs position th
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RESPONSE TO FINDING NO. 332: 

333. Complaint Counselôs Proposed Finding No. 332 is inaccurate.  Under the SLA, 
Impax received a license to launch its generic oxymorphone ER product no later than the 
date certain of January 1, 2013.  However, Impaxôs settlement license also permitted it to 
launch free from patent risk earlier under certain circumstances, specified in the 
agreement.  (See RX-364.0001-02, 09 (SLA ÄÄ 1.1, 4.1(a)) (defining the 
ñCommencement Dateò for license granted with several alternatives)).In section 3.2 of 
the SLA, Impax agrees ñnot to, prior to the applicable Commencement Date, directly or 
indirectly market, offer to sell, sell, import, manufacture or have manufactured in or for 
the [United States] any OpanaÈ ER Generic Product.ò (RX-364 at 0007 (SLA Ä 3.2)). 
For the 5mg, 10mg, 20,mg, 30mg, and 40mg dosage strengths, the Commencement Date 
is defined as the earliest of (i) January 1, 2013; (ii) 30 days after a final federal court 
decision that the Opana ER Patents are invalid or unenforceable or not infringed by an 
ANDA version of Original Opana ER; or (iii) the date Endo and/or Penwest withdraws 
patent information (RX-364 at 0001-02 (SLA Ä 1.1)). 

RESPONSE TO FINDING NO. 333: 

Respondent has no specific response. 

334. The parties to the SLA agreed that, if Impax breached the provisions of 
section 3.2, Endo would ñsuffer immediate and irreparable injury not fully compensable 
by monetary damages and for which the other Parties may not have an adequate remedy 
at lawò and Endo could seek injunctive or other equitable relief. (RX-364 at 0019-20) 
(SLA Ä 9.7)). 

RESPONSE TO FINDING NO. 334: 

Respondent has no specific response.   

335. Through these provisions of the reverse-payment settlement, Impax and Endo 
eliminated the possibility of generic oxymorphone ER entry prior to January 1, 2013, 
including the possibilities that Impax would launch at risk (see CCF ÆÆ 336-60, below), 
that Impax would launch after a successful final court decision (see CCF ÆÆ 361-77, 
below), and that other generics would launch to compete against branded Opana ER (See 
CCF ÆÆ 378-87, below). 

RESPONSE TO FINDING NO. 335: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 
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RESPONSE TO FINDING NO. 338: 

Complaint Counselôs Proposed Finding No. 338 is unsupported by the cited testimony 

and inconsistent with the record.  In the cited testimony of Mr. Koch, Mr. Koch responded in the 

affirmative to Complaint Counselôs question whether an at-risk launch was ñunder 

considerationò at Impax at that time.  The quotation attributed to Mr. Koch was actually a 

question from Complaint Counsel.  This testimony, taken in context, reflects that Impax 

ñconsideredò an at-risk launch only as part of a general decision-making and routine forecasting 

processes.  Specifically, Mr. Koch testified that Impax considered an at-risk launch in the sense 

that it ñevaluatedò it.  (Koch, Tr. 247).  Elsewhere in Mr. Kochôs testimony, he confirmed that 

Impax never intended to launch oxymorphone ER at-risk.  (Koch, Tr. 324-25 (ñJUDGE 

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 at-

risk launch of Opana ER?  THE WITNESS:  No.ò); see also Koch, Tr. 310 (Impax would only 

consider an at-risk launch after a favorable court ruling)).   

In the case of oxymorphone ER, Impax attempted to ñlook[] at different various 

scenariosò and tried ñvery hard to . . . describe the possible outcomes under any number of 

different assumptions.ò  (Koch, Tr. 299-300; see Mengler, Tr. 553 (financial projections did not 

ñimply or mean that any legal decision ha[d] been made to clear the way for a launchò); Mengler, 

Tr. 584 (forecasting ñalert[s] the board as to the product being out there that might get to the 

point of an at-risk launch, so that was itò)).  This modelling 
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regarding launch dates.  (Engle, Tr. 1720 (ñdescribing forecasting as a ñtoolò and a ñstarting 

point, which senior management can use to make their judgments and decisionsò); Engle, Tr. 

1771 (Engle not involved in launch decisions); Mengler, Tr. 553 (financial modelling based on 

assumed launch date does not ñimply or mean that any legal decision ha[d] been made to clear 

the way for a launch.ò); Koch, Tr. 299-300 (Impax merely tried to ñlook[] at different various 

scenariosò and attempt ñvery hard to . . . describe the possible outcomes under any number of 

different assumptions.ò)).  Indeed, in the case of oxymorphone ER, Impax modelled a set of 

assumptions involving a June 2010 launch date even when that date remained an ñobvious[] 

controversial element.ò  (CX0514-001). 

Consistent with this, Larry Hsu, Impaxôs founder and former CEO, explained that 

evaluating an at-risk launch was part of a larger process that looks at all options in making a 

launch decision, in order to be able to defend any potential course of action to Impaxôs Board of 

Directors later on.  (CX4041 (Hsu, IHT at 129-30) (ñWe could settle, we could launch at risk, we 

could do many other things, and as the job of CEO, I just have to, you know, lay out everything, 

get prepared so I don't get accused by the board and say, well, wait a minute, how come you 

didn't prepare for plan B?ò); CX4041 (Hsu, IHT at 130) (ñQ:  So, as of May 13th, 2010, Impax 

was at least considering the possibility of an at-risk launch for Oxymorphone ER?  A.  Yes, 

thatôs one of the options, absolutely.ò)).  Moreover, contemporaneous documents make clear that 

such ñevaluationò of all possible ñoptionsò does not suggest an at-risk launch was likely to occur, 

or that Impax intended to launch oxymorphone ER at risk.  To the contrary, in contemporaneous 

documents, Dr. Hsu noted that ñitôs unlikely we will launch Opana ER this year (I actually prefer 

not to launch this year for obvious reason[s]).ò  (RX-297.0002; ҏונ tha נ ӟᴀᴰ ̾
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340. The Impax Board of Directors had a meeting on May 24-25, 2010 at which the 
status of generic Opana ER was discussed. Mr. Mengler, the president of the generics 
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oxymorphoneô s opportunity had anything to do with an at-risk launch, as Proposed Finding No. 

341 attempts to imply. 

342. A recommendation from management to launch would have been a significant 
factor in the Boardôs decision. In fact, the Impax Board of Directors has never rejected a 
formal at-risk launch recommendation by Impax management. (CX3164 at 019 (Impax 
Response to Request for Admission No. 43)). 

RESPONSE TO FINDING NO. 342: 

The first sentence of Complaint Counselôs Proposed Finding No. 342 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2). 

Respondent has no specific response to the second sentence of Proposed Finding No. 342 

other than to clarify that the cited document states only that the Board of Directors had not 

rejected a formal launch-at-risk recommendation by Impax Management ñprior to June 8, 2010.ò  

(CX3164-019). 

343. With respect to generic Opana ER, the Impax Board of Directors never reached a 
decision either to launch, or not to launch, generic Opana ER at risk. (Koch, Tr. 332). The 
Impax Board was never asked one way or the other. (Koch, Tr. 332). 

RESPONSE TO FINDING NO. 343: 

Respondent has no specific response. 

344. Between 2001 and 2015, there have been at least 48 generic pharmaceuticals 
launched at risk in the United States. (CX5004 at 092-115 (Exhibit 4) (Noll Rebuttal 
Report)). 

RESPONSE TO FINDING NO. 344: 

Complaint Counselôs Proposed Finding No. 344 is incomplete and misleading.  While 

there have been forty-eight at-risk launches over a fifteen year period, twenty-one of those 
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launches were conducted by Teva, which Professor Noll explains ñis by far the most likely 

company to do at-risk launches.ò  (Noll, Tr. 1608-09; see Hoxie, Tr. 2820 (Teva has ña high 

willingness to take risks and ña greater appetite for risk than othersò)).  Only four at-risk 

launches over the fifteen-year period were conducted by companies with less than $1 billion in 

revenue.  (Noll, Tr. 1609).  And 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). 

345. Generic companies launch at risk often enough that branded pharmaceutical 
companies take at-risk launches very seriously in their plannin
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The second sentence of Proposed Finding No. 345 is incomplete and misleading.  The 

record is clear that Impax undertook at-risk launches only under unique circumstances and 

always with limits on its potential exposure.  Impax launched a generic version of oxycodone 

only after it received a favorable district court decision holding the relevant patents 

unenforceable.  (Snowden, Tr. 425-26; Koch, Tr. 275).  Impax launched the product in only one 

dosage strength, and only after Teva, the first ANDA filer for the relevant dosage, had launched 

at risk six months earlier.  (Snowden, Tr. 425; Noll, Tr. 1609-10).  And Impax limited its risk of 

damages by capping its potential sales at $25 million.  (Koch, Tr. 275).  Impax launched an 

azelastine product only after its development partner notified Impax that it intended to conduct 

the launch and Impax limited its participation to 150,000 units.  (Snowden, Tr. 462, 464-65; 

CX4021 (Ben-Maimon, Dep. at 37-39); CX2689 (Minutes of a Special Meeting of the Board of 

Directors of Impax Laboratories, Inc.)). 

The second sentence of the Proposed Finding also violates this Courtôs Order on Post-

Trial Briefs to the extent it cites ñto expert testimony to support factual propositions that should 

be established by fact witnesses or documents.ò   

346. With respect to Opana ER, Endo recognized the threat that an at-risk launch by 
Impax posed to Endoôs Opana ER sales and took steps to react with an authorized generic 
in the event of an at-risk launch. (See CCF ÆÆ 347-51, below). 

RESPONSE TO FINDING NO. 346: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 
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347. Contemporaneous with the SLA being negotiated in late May and early June 
2010, Endo businesspeople prepared profit and loss scenario models that included 
multiple scenarios assuming a generic launch in July 2010. (CX3011 at 001, 004-05 
(email chain entitled ñOpana ER/IR P&L Scenario Model,ò dated May 21-25, 2010); 
CX3443 at 001-02 (email with revised and updated models, dated May 26, 2010); 
CX3009 at 003 (email chain entitled ñOpana ER Combined P&L scenarios ï Jul-10 
generics.xlsx,ò dated June 1, 2010)). 

RESPONSE TO FINDING NO. 347: 

Complaint Counselôs Proposed Finding No. 347 is incomplete and misleading because it 

ignores the testimony of Demir Bingol, Endoôs Senior Director of Marketing, and Roberto Cuca, 

Endoôs Vice President of Financial Planning and Analysis.  Mr. Bingol testified that the 

estimates were based on ñmanyò assumptions and Endo was looking at ñany possible scenario.ò  

(CX4025 (Bingol, Dep. at 59); Bingol, Tr. 1310 (ñWe have to consider all scenariosò)).  Indeed, 

Mr. Bingol explained that Endo forecasts were ñbased on scenarios that we had created, I mean, 

the accuracy of which are always debatable.ò  (Bingol, Tr. 1303).  And many of the assumptions 

were actually total unknowns.  (Bingol, Tr. 1307 (ñJUDGE CHAPPELL:  Okay.  Well, I donôt 

want you to guess[], so according to this document, whatever those claims were you didnôt 

know.  THE WITNESS:  Well, we would be -- thatôs correct.ò); Cuca, Tr. 662-63).   

In the case of Opana ER, Endoôs ñbase caseò and ñlatest best estimateò did not assume 

generic entry.  (CX4035 (Cuca, Dep. at 62) (discussing CX3009)).  Indeed, in the spring of 2010, 

Endo knew ñthere had been ANDAs filed for generic versions of Opana ER,ò but believed ñthere 

was not imminently at that point going to be a generic.ò  (Cuca, Tr. 643).  But Endo still forecast 

different scenarios regarding the future of its Opana ER product to ñanalyze the full range of 

potential outcomes.ò  (Cuca, Tr. 663-64). 

348. Finally, all of the hypothetical scenarios at issue in these documents discuss a 
possible authorized generic in response to what would necessarily be an at-risk generic 
launch in 2010.  No documents or testimony address whether, let alone suggest that, 
Endo would launch an authorized generic under other circumstances, such as in response 
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to Impax (or another generic) launching pursuant to a settlement license.Each such model 
that Endo created showed large declines in sales following a generic launch. (CX3011 at 
005 (email chain entitled ñOpana ER/IR P&L Scenario Model,ò dated May 21-25, 2010); 
CX3443 at 001-02 (email with revised and updated models, dated May 26, 2010); 
CX3009 at 003 (email chain entitled ñOpana ER Combined P&L scenarios ï Jul-10 
generics.xlsx,ò dated June 1, 2010)). 

RESPONSE TO FINDING NO. 348: 

Complaint Counselôs Proposed Finding No. 348 is inaccurate.  The cited documents do 

not ñshowò declines, they merely ñassumedò lost sales.  (CX3011-004 (discussing ñkey 

assumptionsò including different scenarios, including ñsteep erosion of branded businessò); 

CX3009-003 (same); CX3443 (showing what sales would be under various ñerosionò 

scenarios)).  Indeed, the record is clear that Endo created financial forecasts to look at ñany 

possible scenario.ò  (CX4025 (Bingol, Dep. at 59); Bingol, Tr. 1310 (ñWe have to consider all 

scenariosò)).  Endo did so to ñanalyze the full range of potential outcomes.ò  (Cuca, Tr. 663-64). 

349. One of these models was to be included in a ñconsolidated viewò to be reviewed 
by the Board. (CX3009 at 001 (email chain entitled ñOpana ER Combined P&L scenarios 
ï Jul-10 generics.xlsx,ò dated June 1, 2010)). 

RESPONSE TO FINDING NO. 349: 

Respondent has no specific response. 

350. On June 1, 2010, Endo projected that it would lose $71.2M in branded ER sales if 
Impax launched its generic version of Opana ER on July 1, 2010. (CX1314 (Levin/Cuca 
email chain, dated June 1, 2010)). Endo also projected that if it launched an authorized 
generic version of Opana ER on the same day as Impaxôs launch, it would gain $25 
million in authorized generic sales. (CX1314 (Levin/Cuca email chain, dated June 1, 
2010)). Endo planned to be ready to launch an authorized generic if Impax launched a 
generic version of Opana ER. (See CCF ÆÆ 84-92, above). 
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354. Endoôs actions during negotiations further raised concerns at Impax about 
possible reformulation of Opana ER. For example, Endo rejected Impaxôs proposed 
acceleration trigger (something that was commonly seen in settlements) and insisted on 
keeping a 2013 entry date. Impaxôs lead negotiator at that time, Mr. Mengler, interpreted 
these positions as ñtroubling,ò adding to his concern that Endo was planning on 
reformulating Opana ER. (Mengler, Tr. 568). A reformulation by Endo presented a 
significant risk to Impax because sales of Impaxôs generic would be largely driven by 
Endoôs brand sales, due to automatic substitution at pharmacies
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Original Opana ER had been withdrawn because of safety reasons. (Snowden, Tr. 479-80 
(a finding that Original Opana ER was withdrawn for safety reasons ñwould have 
prevented Impaxô launchò); C



PUBLIC 

213 
 

2910).  And 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).  The record, however, is 

clear that those damages can be in the billions of dollars, (Hoxie, Tr. 2782), and can result in 

bankruptcy, (Koch, Tr. 287 (generic entry before patent expiration can be a ñbet-the-companyò 

undertaking and can ñtake the solvency of the company entirelyò); CX4030 (Hsu, Dep. at 43) 

(ñthe risk can be huge depending on the size of the product and depending on whether weôre the 

first to fileò)). 

The Proposed Finding also is inaccurate and misleading in its suggestion that Impax 

would ñdelayò launch.  The record is clear that Impax never intended an at-risk launch.  (Koch, 

Tr. 324-25 (ñJUDGE 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 at-risk launch of Opana ER?  THE WITNESS:  No.ò)).  Impaxôs CEO at the time 

of settlement, Larry Hsu, made the same point:  ñitôs unlikely we will launch Opana ER this year 

(I actually prefer not to launch this year for obvious reason[s]).ò  (RX-297.0002; see Hoxie, Tr. 

2768, 2770 (opining Impax would not launch without a favorable court decision)). 

357. Based on these factors, if Impax had received a favorable decision at the district 
court level, a launch prior to the appellate decision could be a reasonable risk from 
Impaxôs perspective, taking into account the countervailing risks of delay. (CX5007 at 
024 (Æ 44) (Hoxie Rebuttal Report)). 

RESPONSE TO FINDING NO. 357: 

Complaint Counselôs Proposed Finding No. 357 violates this Courtôs Order on Post-Trial 

Briefs to the extent it cites ñto expert testimony to support factual propositions that should be 
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365. For example, whether Endoôs patents were invalid ñwas going to be litigated, and 
the issues certainly could have come out either way.ò (Figg, Tr. 1904). 

RESPONSE TO FINDING NO. 365: 

Complaint Counselôs Proposed Finding No. 365 is incomplete and misleading because it 

selectively quotes Mr. Figgôs testimony.  Mr. Figgôs full statement was that invalidity ñwas 

going to be litigated, and the issues certainly could have come out either way.  But having 

evaluated all of the materials that I evaluated, I think it was likely that Endo was going to prevail 

on these validity issues.ò  (Figg, Tr. 1904).  Proposed Finding No. 365 also ignores Mr. Figgôs 

testimony that Endo was likely to prove infringement of its patents.  (Figg, Tr. 1875, 1880-81, 

1883-84).  And Proposed Finding No. 365 ignores Mr. Figgôs testimony that the likely outcome 

of the Endo-Impax litigation would have been an injunction preventing Impax from marketing its 

product until Endoôs patents expired in September 2013.  (Figg, Tr. 1904-05). 

366. 
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RESPONSE TO FINDING NO. 368: 

Complaint Counselôs Propose



PUBLIC 

219 
 

Hoxie offered no opinion on the strength of either partyôs litigation positions before the claim 

construction issue was decided by the district court.  (Hoxie, Tr. 2835). 

370. Prior to the SLA, Endo estimated that the Federal Circuit decision would likely 
happen around June 2011. (CX2576 at 001 (Feb. 2010 internal Endo e-mail chain) (ñIf 
[Impax] wait[s] for the appeal to play out, it will likely happen around June of next 
year.ò)). 

RESPONSE TO FINDING NO. 370: 

Complaint Counselôs Proposed Finding No. 370 is incomplete and misleading.  The 

estimate of a June 2011 Federal Circuit decision was in response to a question asking about ñthe 

earliest dateò a competitor could ñstart shipping the generic.ò  (CX2576-001 (emphasis added); 

CX4025 (Bingol, Dep. at 175-76) (discussing CX2576 and explaining there were ña lot of 

scenariosò and that Mr. Bingol was ñsimply looking at numbers of scenarios that could play out 

and the influencing factors in those scenarios . . . But as I point out below, there are many 

scenarios to play out, and we really donôt know.ò)). 

371. According to Impaxôs expert, the Federal Circuit could have ruled on an appeal in 
the Impax generic Opana ER litigation by November 2011 or possibly earlier. (Figg, Tr. 
2033-34, 2044-45). 

RESPONSE TO FINDING NO. 371: 

Complaint Counselôs Proposed Finding No. 371 is incomplete and misleading.  Mr. Figg 

testified that November 2011 is ña very conservative, optimistic view of the timing.ò  (Figg, Tr. 

2044-45).  Indeed, the median time from docketing to final decision in the Federal Circuit was 

eleven months in 2010 and 2011, but that figure takes into account settlement and summary 

affirmances.  (Figg, Tr. 1908-09).  It consequently is possible that the Federal Circuit would not 

have issued a decision until long after 2011.  (Figg, Tr. 1908-09; Hoxie, Tr. 2865). 
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372. Impax could have started selling generic Opana ER in 2011 free from risk if the 
Federal Circuit had affirmed a favorable judgment from the district court, or reversed an 
unfavorable district court decision and entered judgment for Impax. (Figg, Tr. 1911; 
(CX5007 at 044 (Æ 81) (Hoxie Rebuttal Report)). 

RESPONSE TO FINDING NO. 372: 

Complaint Counselôs Proposed Finding No. 372 is not supported by the cited evidence.  

Mr. Hoxieôs report says nothing about risk-free entry in 2011.  (CX5007-044 (Hoxie Rep. Æ 81)).  

The cited testimony of Mr. Figg says nothing about what would happen if Impax lost at trial.  

Mr. Figgôs testimony was limited to the earliest possible time Impax would be free from the risk 

of having a favorable district court decision reversed.  (Figg, Tr. 1911 (ñQ.  If Impax had won at 

the trial level, what is the earliest likely date, in your opinion, that Impax could have entered free 

from the risk of the Federal Circuit Court of Appeals reversing the trial courtôs opinion?  A.  

Well, it would be upon -- free of that risk would mean when the Federal Circuit issues its 

mandate affirming the district courtôs decision, so it would have been at some point after 

November 2011, using the dates that are on this chart, or it would have been after the decision, 

whenever that decision is issued.ò)).  As Mr. Figg, explained, however, November 2011 is ña 

very conservative, optimistic view of the timing.ò  (Figg, Tr. 2044-45).  Indeed, the median time 

from docketing to final decision in the Federal Circuit was eleven months in 2010 and 2011, but 

that figure takes into account settlement and summary affirmances.  (Figg, Tr. 1908-09).  It 

consequently is possible that the Federal Circuit would not have issued a decision until long after 

2011.  (Figg, Tr. 1908-09; Hoxie, Tr. 2865). 

373. The reverse-payment settlement terminated the Impax litigation and prevented a 
decision on the merits of the patent suit against Impax by either the trial court or the 
Federal Circuit. (See CCF ÆÆ 374-77, below). 
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3. The reverse-payment settlement eliminated the risk of competition 
from any other generic company on the most important dosage 
strengths of Opana ER 

378. Impaxôs first-filer exclusivity ï combined with provisions in the SLA precluding 
Impax from selling generic Opana ER and from aiding or assisting other generic 
companies ï eliminated the risk of competition to Endoôs Opana ER from generic 
companies other than Impax on the five most important dosage strengths. (See CCF 
ÆÆ 379-87, below). 

RESPONSE TO FINDING NO. 378: 

The proposed summary finding should be disregarded because it violates the Courtôs 

Order on Post-Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported 

by specific references to the evidentiary record.ò  (Order on P
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Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

Respondent has no specific response to the second sentence of Proposed Finding No. 382 

other than to clarify that none of the cited evidence supports the suggestion that Actavis had 

tentative approval for Impaxôs first-filer dosages at the time of settlement. 

383. In addition to blocking other generic companies from selling oxymorphone ER, 
the SLA also prevented Impax from pursuing an alternate route to market, such as 
partnering with Actavis, which had a licensed entry date in July 2011. (See CCF ÆÆ 384-
87, below). 

RESPONSE TO FINDING NO. 383: 
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RESPONSE TO FINDING NO. 385: 

Respondent has no specific response. 

386. Prior to settling with Endo, an option available to Impax was partnering with 
Actavis by waiving or relinquishing Impaxôs first-filer exclusivity in favor of Actavis and 
allowing Actavis to sell generic Opana ER starting in July 2011, in exchange for Impax 
receives a share of Actavisôs profits. (CX4034 (Rogerson, Dep. at 74) (agreeing that ñif 
prior to July of 2011 Impax had waived or selectively waived first filer exclusivity in 
favor of Actavis and Actavis was granted final approval,ò then Actavis would ñhave been 
able to start selling Generic Opana ER in those five dosage strengths on July 15, 2011ò)). 

RESPONSE TO FINDING NO. 386: 

Complaint Counselôs Proposed Finding No. 386 should be disregarded because it lacks 

foundation, is based on a question beyond the scope of Mr. Rogersonôs deposition, and is an 

improper hypothetical.  Mr. Rogerson is a Teva employee.  (CX4034 (Rogerson, Dep. at 5)).  

Mr. Rogerson previously worked at Actavis, but not until Actavis merged with Watson in 2012.  

(CX4034 (Rogerson, Dep. at 76)).  Mr. Rogerson has no personal knowledge of events at 

Actavis prior to the Endo-Impax settlement agreement.  (CX4034 (Rogerson, Dep. at 76)).  As 

such, when Complaint Counsel asked Mr. Rogerson a hypothetical question about the theoretical 

possibility of a waiver of exclusivity and a partnership, he was simply speculating.  (CX4034 

(Rogerson, Dep. at 76)).  Mr. Rogerson did not speak to anyone employed by Actavis during the 

relevant time to inform his speculation.  (CX4034 (Rogerson, Dep. at 76-77)).   

There is, moreover, no record evidence to support the proposition that ñan option 

available to Impax was partnering with Actavis by waiving first-filer exclusivity,ò or that Impax 

and Actavis believed such an option existed, considered it, or would have pursued it.  The only 

mention in the entire record of waiving exclusivity and partnering with another company is 

found in the hypothetical question by Complaint Counsel to an individual who was not employed 

by either Impax or Actavis at the relevant time.  (CX4034 (Rogerson, Dep. at 74)). 
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387. Any opportunity to partner with Actavis was terminated by the SLA, which 
prohibited Impax from assisting or



PUBLIC 

227 
 

RESPONSE TO FINDING NO. 388: 

Complaint Counselôs Proposed Finding No. 388 is improper because it states a legal 

conclusion, not a fact. 

389. 
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395. The term ñauthorized genericò is a term of art used in the phar
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document, moreover, discusses ñwholesale expenditures,ò not actual first-filer revenue.  

(CX6052-047). 

398. The presence of authorized generic competition during the 180-day exclusivity 
period reduces the first-filer genericôs revenues by 40 to 52%, on average. Moreover, 
revenues of the first-filer generic manufacturer in the 30 months following exclusivity are 
between 53% and 62% lower when facing an AG. (CX6052 at 005 (FTC Authorized 
Generics Report)). A first-filerôs revenue will approximately double absent an authorized 
generic. (CX6052 at 008 (FTC Authorized Generics Report)). 

RESPONSE TO FINDING NO. 398: 

Complaint Counselôs Proposed Finding No. 398 is incomplete and misleading.  The only 

document cited regarding purportedly ñuniqueò impacts (CX6052) is a report from the FTC 

itself, which was drafted in part by members of Complaint Couns
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launchðEndoôs income before taxes, which considers revenues and expenses togetherðwould 

only be $2 million at the ñmore aggressive end of the range of cost savingsò and $13.5 million if 

Endo was ñless aggressive about cost savings.ò  (CX4035 (Cuca, Dep. at 67) (discussing 

CX1314)).  Similarly in the second cited document (CX3009), Endo did not ñestimateò 

reductions, it merely ñassumedò it for purposes of the forecast.  (CX3009-003 (describing 

ñassumptionsò regarding ñerosionò and ñreduction in allocationò)).  In fact, Endoôs ñbase caseò 

and ñlatest best estimateò did not assume generic entry in 2010.  (CX4035 (Cuca, Dep. at 62) 

(discussing CX3009)). 

Mr. Cuca explained that Endo forecast different scenarios regarding the future of its 

Opana ER product to ñanalyze the full range of potential outcomes,ò but did not know if any of 

the many different assumptions in its forecasts would come true.  (Cuca, Tr. 662-64; see CX4025 

(Bingol, Dep. at 180) (an authorized generic is ñanother scenario that you go through, just like 

when youôre making an assumption around potential launch datesò); Bingol, Tr. 1292, 1303 

(Endo simply forecasted ña number of different potential outcomes over the course of years,ò the 

accuracy of which were ñalways debatable.ò)). 

400. Endo intended to launch an authorized generic if Impax entered with generic 
oxymorphone ER. (CX2576 at 003 (Kelnhofer email to Kehoe) (ñWe will launch on 
word/action of first generic competitor.ò); CX2581 at 001 (Opana Lifecycle Management 
Team Meeting Minutes) (ñEndo is prepared to launch an authorized generic if another 
generic is approved first.ò); CX2573 at 004 (February 2010 Endo internal presentation 
ñEN3288 Commercial Updateò) (Endo planned a ñLaunch of authorized genericò in the 
event that Impax launched at risk) CX3007 at 003 (Endo oxymorphone ER pricing 
proposal) (ñIf Impax launches, Endo will launch its authorized generic . . .ò)). 

RESPONSE TO FINDING NO. 400: 

Complaint Counselôs Proposed Finding No. 400 is inaccurate, incomplete, and 

misleading.  Brian Lortie, Endoôs Senior Vice President for Pain Solutions, testified that Endo 

ñnever seriously considered taking any further steps to prepare for or to do [an authorized 
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generic of Opana ER] because we really didnôt want to.ò  (CX4019 (Lortie, Dep. at 118-19)).  

Demir Bingol, Endoôs Senior Director of Marketing and the person responsible for marketing 

Endoôs Opana ER products, testified that an authorized generic ñwas never . . . to my knowledge 

. . . fully realized as a plan or an idea.ò  (Bingol, Tr. 1338-39; see Bingol, Tr. 1337 (ñI donôt 

recall specific forecasts about an authorized generic.ò)).  And Mark Bradley, Endoôs Senior 

Director of Corporate Finance at the time of settlement, testified, ñI donôt recall having any 

conversation with any colleagues regarding the launch of an authorized generic.ò  (CX4031 

(Bradley, Dep. at 198)).   

The cited evidence does not reflect that ñEndoò ñintendedò to do anything.  The exhibits 

include (1) a single statement by an ñaccount executive on our managed markets team,ò 

(CX4025 (Bingol, Dep. at 174, 179) (discussing CX2576, testifying that he did not ñknow what 

their conversation meant or why they wrote those thingsò)); (2) a statement about authorized 

generics in the context of crush-resistant Opana ER, (CX2581 (discussing EN3288); CX4025 

(Bingol, Dep. at 183) (discussing CX2581, explaining language meant that ñmentally we have all 

options on the table to be commercially successful, and this is one of these levers we could pull 

if we had to, and at this point no steps were taken, and I donôt recall that any ever were.ò)); (3) a 

draft document, (CX2573-004 (ñDraft Not Approved by Managementò); Bingol, Tr. 1298-99 

(discussing identical ñdraftò language:  ñJUDGE CHAPPELL: . . . it says itôs a draft.  Why 

would he have presented a draft to anybody?ò)); and (4) a ñproposal,ò (CX3007-003). 

401. By late 2009, Endo began preparing for an authorized generic launch in the 
summer of 2010. (See CCF ÆÆ 86-90). 

RESPONSE TO FINDING NO. 401: 

The proposed summary finding shou
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by specific references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Additionally, 

the individual findings cited do not support the proposed summary finding and are unreliable for 

the reasons set out in Respondentôs replies to those findings. 

402. Endo has launched authorized generics of its branded drugs, including another 
branded drug called Fortesa. (CX6044 at 034, 057 (FDA listing of authorized generics); 
CX5001 at 026 (Æ 50) (Bazerman Report)). 

RESPONSE TO FINDING NO. 402: 

To the extent Complaint Counselôs Proposed Finding No. 402 purports to rely on expert 

testimony, it violates this Courtôs Order on Post-Trial Briefs by improperly citing ñto expert 

testimony to support factual propositions that should be established by fact witnesses or 

documents.ò   

Proposed Finding No. 402 is also incomplete and misleading.  The cited evidence makes 

clear that f  a u t h o r i z e d  g e n e p 0 1  ` a e s ᴀD ᵐT Mא
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best possible deal that gets the product on the market as quickly as possible and maximizes the 

value to Impax shareholders, so early entry and no AG are certainly among the more important 

things, yes.ò  (Mengler, Tr. 526).  Mr. Mengler also explained that Impax derives value ñby 

selling the drug [] with or without anò authorized generic.  (Mengler, Tr. 528-29). 

407. Mr. Mengler, Impaxôs primary negotiator with Endo, believed that getting a 
No-AG would be beneficial to Impax. (Mengler, Tr. 526). In May 2010, Impaxôs 
then-CEO asked Chris Mengler, then-President of Impaxôs generic drug business, ñWhat 
if we can settle with Endo for January 2011 launch with No AG?ò (CX0505 at 001 
(Mengler/Hsu email chain) (emphasis in original)). Mr. Mengler responded: ñIôd love 
that!!!!ò (CX0505 at 001 (Mengler/Hsu email chain); see also CX4010 (Mengler, IHT at 
113-14)). 

RESPONSE TO FINDING NO. 407: 

Respondent has no specific response to the first sentence of Proposed Finding No. 407.  

The second and third sentences of Proposed Finding No. 407 are incomplete and misleading.  

Mr. Mengler did not mention a No Authorized Generic provision.  His full statement was, 

ñSettlement --- different story.  Iôd love that !!!!ò  (CX0505-001). 

408. The settlement agreement that Impax and Endo executed in June 2010 included a 
No-AG provision. (Koch, Tr. 234; Snowden, Tr. 392, 429). At time of the execution of 
the SLA, Impax did not know whether Endo would launch an authorized generic of the 
dosages as to which Impax was first-filer during Impaxôs 180-day exclusivity period. 
(CX3164 at 019-20 (Impax Response to Request for Admission No. 45)). 

RESPONSE TO FINDING NO. 408: 

Respondent has no specific response. 

409. At the time of the execution of the SLA, Impax was concerned that Endo would 
launch an authorized generic of the dosages as to which Impax was first-filer during 
Impaxôs 180-day exclusivity period. (CX0514 at 004 (Email from Chris Mengler 
attaching 5-year forecast 2010) (showing Impax with less than 100% of the generic 
market share within the 180-day exclusivity period); CX2825 at 008 (Email from Ted 
Smolenski attaching 5-year forecast 2010) (same); CX2852 at 002 (Email from Todd 
Engle re: Meeting Minutes from Feb. 2, 2010 Quarterly Launch Planning Meeting) 
(noting that Endo ñmay have potential to launch AG immediatelyò); CX3154 at 001 
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(Email from Larry Hsu to Todd Engle, Chris Mengler, and Meg Snowden) (ñArenôt we 
too optimistic to assume that we will have a 2-4 weeks head start to AG?ò)). 

RESPONSE TO FINDING NO. 409: 

Complaint Counselôs Proposed Finding No. 409 is misleading and not supported by the 

cited evidence.  None of the cited documents express a concern that Endo would launch an 

authorized generic.  Rather, the documents simply consider possible scenarios.  (CX3154 (ñThe 

[a]ttached file has a summary tab listing Impax Profits given 3 scenarios,ò including an 

authorized generic); CX2852-002 (ñpotential AGò); CX0514-004 (no mention of an authorized 

generic); CX2825 (same)).  What is more, Todd Engle, Vice President of Sales and Marketing 

for Impaxôs Generic Division, testified that such financial planning documents simply reflected 

Mr. Engleôs ñthinking walking into th[e relevant] meetingò and did not reflect Impaxôs thinking.  

(Engle, Tr. 1777). 

c) The No-AG provision was a payment to Impax 

410. The ñNo-AG provisionò was worth substantial value to Impax when the SLA was 
executed because the ñNo-AG provisionò ensured that Impax would face no generic 
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higher price for generic Opana ER than compared to a marketplace that had two 
companies selling generic products. (Reasons, Tr. 1215). That higher price is about 30 to 
35% higher than if there were another generic in the marketplace. (Reasons, Tr. 1215). 

RESPONSE TO FINDING NO. 411: 

Respondent has no specific response to the first, third, and fourth sentences of Complaint 

Counselôs Proposed Finding No. 411.  The third sentence of Proposed Finding No. 411 is 

incomplete and misleading.  The record is replete with evidence indicating that generic 

oxymorphone ER would still compete with generic and branded versions of many different long-
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from formulary coverage in favor of other long-acting opioids.  (Noll, Tr. 1546; RX-017.0001; 

RX-017.0002 at 11). 

412. Impax executives estimated that if Original Opana ER were still on the market 
and Endo launched an AG when Impax entered, Endoôs AG would capture roughly half 
of sales and cause substantially lower generic prices during the exclusivity period than 
would be the case if Impax sold the only generic. (CX4037 (Smolenski, Dep. at 53-54); 
CX4002 (Smolenksi, IHT at 80-81); CX0202 at 001 (Smolenski email) (ñworst caseò is 
that Impax shared the market with an AG)). 

RESPONSE TO FINDING NO. 412: 
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Respondent has no specific response to the second sentence of Proposed Finding No. 

415. 

The third sentence of Proposed Finding No. 415 is not supported by the record and lacks 

foundation.  Professor Noll did not calculate the expected value of any provision in the 

settlement agreement, or the overall expected value of the SLA, at the time of settlement.  (Noll, 
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Additionally, the individual findings cited do not support the proposed summary finding and are 

unreliable for the reasons set out in Respondentôs replies to those findings. 

2. The Endo Credit was valuable to Impax 

a) Impax executives wanted to protect the value of their first-filer 
status in the event that Endo introduced a reformulated Opana 
ER product 

418. Impax executives were concerned that during the period between signing the 
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RESPONSE TO FINDING NO. 419: 

Respondent has no specific response. 

420. If Endo were to move to a next-generation product, then the market opportunity 
for Impaxôs generic product would be significantly reduced or even zero. (Snowden, Tr. 
434). Impaxôs primary negotiator, Mr. Mengler, became concerned during settlement 
negotiations with Endo that Endo was planning to launch a reformulated version of 
Opana ER. (Mengler, Tr. 527). Mr. Mengler was concerned that reformulation was an 
effort to subvert the value of the deal he was trying to put together to get Impaxôs product 
on the market and that reformulation was potentially damaging to Impaxôs business. 
(Mengler, Tr. 526-27). 

RESPONSE TO FINDING NO. 420: 

Respondent has no specific response to the first and second sentences of Complaint 

Counselôs Proposed Finding No. 420.  The third sentence of Proposed Finding No. 420 is 

incomplete and misleading.  Mr. Mengler testified in full that reformulation ñwas more an effort 

to subvert the value of the deal that I was trying to put together to get my product on the market 

to -- because the only way Iôm in business is selling generic drugs, and so call it whatever you 

want.  I thought it was subversion.ò  (Mengler, Tr. 526-27).  Mr. Mengler also explained that the 

ñsubversion of the benefitsò was ñthe benefits to the American consumer for getting a generic 

version of what would have been an important drug and also I benefit, too, in the way I make 

money is by selling generic drugs, so.ò  (Mengler, Tr. 527). 

421. Mr. Menglerôs concern was that Endo would try to shift sales away from Original 
Opana ER to Reformulated Opana ER such that Opana ER in its original form disappears 
or becomes insignificant. (Mengler, Tr. 527). Impaxôs generic would not be AB-rated to 
the Reformulated Opana ER product. (Mengler, Tr. 528). This was a concern because 
ñthe way generic drugs are sold is by having a substitute, and if thereôs no substitute, I get 
nothing.ò (Mengler, Tr. 527). This would reduce the value of Impaxôs generic product 
including the value of Impaxôs 180-day exclusivity, and increase costs to consumers. 
(Mengler, Tr. 528). 

RESPONSE TO FINDING NO. 421: 

Respondent has no specific response. 
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422. During negotiations with Endo, Impaxôs primary negotiator (Mr. Mengler) told 
Endo that he believed that Endo was planning to launch a reformulated version of Opana 
ER before Impax could launch its generic. (Mengler, Tr. 531). Endo denied this. 
(Mengler, Tr. 531-32). Mr. Mengler did not believe Endo. (Mengler, Tr. 532). 

RESPONSE TO FINDING NO. 422: 

Respondent has no specific response. 

423. In response, Impax negotiated for protections in case Endo moved the market 
away from the original formulation of Opana ER. (Snowden, Tr. 385; Mengler, Tr. 532; 
Snowden, Tr. 431-32; RX-318 at 0001 (Mengler email summarizing negotiations); 
CX0321 at 001 (Mengler email summarizing negotiations)). Protecting the market for 
Impaxôs entry date was a priority for Impax. (Snowden, Tr. 490). 

RESPONSE TO FINDING NO. 423: 

Respondent has no specific response. 

424. Initially, Impax proposed an acceleration trigger. (Snowden, Tr. 385). Under 
Impaxôs proposed acceleration triggers, the launch date for Impaxôs generic version of 
Opana ER could become earlier than January 1, 2013, if the market for Opana ER 
degraded or declined to a certain level. (Mengler, Tr. 532; Snowden, Tr. 385, 432; RX-
318 at 001 (Mengler email summarizing negotiations)). An acceleration trigger would 
have protected Impax from a decline in sales of Original Opana ER while providing 
consumers the benefit of generic competition at an earlier date. (CX4032 (Snowden, Dep. 
at 103ï04) (Rule 3.33(c)(1) testimony); CX4026 (Nguyen, Dep. at 163)). 

RESPONSE TO FINDING NO. 424: 

Respondent has no specific response other than to note that neither Ms. Snowden nor Ms. 

Nguyen testified about benefits to consumers or generic competition, as Complaint Counsel 

attempts to suggest.  Their testimony was limited to the operation of a possible acceleration 

trigger.  (CX4032 (Snowden, Dep. at 103-04); CX4026 (Nguyen, Dep. at 163)). 

425. Endo rejected the idea of an acceleration trigger. (Snowden, Tr. 385, 432; Koch, 
Tr. 237-39). The discussions regarding an acceleration trigger turned instead to a term 
called the Endo Credit. (Mengler, Tr. 532; Snowden, Tr. 385, 432). 
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RESPONSE TO FINDING NO. 425: 

Respondent has no specific response. 

b) Impax and Endo agreed to the Endo Credit provision as a 
means of making Impax whole if Endo launched a 
reformulated Opana ER product and reduced the value of the 
No-AG provision 

426. Endo moved away from the concept of an accelerated launch date in favor of 
something that Impax understood as a ñmake-whole provision.ò (Koch, Tr. 238). Endo 
insisted on a firm entry date in 2013 but agreed to compensate Impax if the demand for 
Original Opana ER fell substantially before the agreed entry date. (CX4032 (Snowden, 
Dep. at 103-04, 113-15) (Rule 3.33(c)(1) testimony); CX4026 (Nguyen, Dep. at 163)). 

RESPONSE TO FINDING NO. 426: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 426 other than to note that the cited evidence does not support the 

proposition that ñEndo movedò away from or to anything.  (Koch, Tr. 238 (ñQ.  But at some 

point the negotiations with Endo moved away from an accelerated launch date in favor of 

something that you understood as the make-whole provision; correct?  A.  Yes.ò) (emphasis 

added)).  And while Respondent does not dispute that Endo refused to offer a license date earlier 

than 2013, the remainder of the second sentence of Proposed Finding No. 426 is not supported 

by the cited evidence. 

427. Getting downside protection for Impax in the event Endo reformulated Opana ER 
was ñsuper, super importantò to Impaxôs primary negotiator of the Endo-Impax 
settlement. (Mengler, Tr. 535-36). According to Impaxôs primary negotiator, ñsomething 
that didnôt protect us from the downside was . . . a deal-breaker.ò (CX4010 (Mengler, 
IHT at 44)). 

RESPONSE TO FINDING NO. 427: 

Respondent has no specific response to the first sentence of Complaint Counselôs 

Proposed Finding No. 427.  The second sentence of Proposed Finding No. 427 is incomplete, 



PUBLIC 

246 
 



PUBLIC 

247 
 

429. The term ñmake-whole provisionò is another phrase for what became the Endo 
Credit. (Mengler, Tr. 545). The Endo Credit was ñintended to make [Impax] whole for 
what [Impax] would have otherwise achieved.ò (Mengler, Tr. 582). ñSo, [Impaxôs 
primary negotiator] didnôt really care what the size of the market wasò going to be. 
(Mengler, Tr. 582). The concept of ñdownside protection,ò or a ñmake-goodò payment is 
what became the Endo Credit. (Koch, Tr. 241; Snowden, Tr. 434; Mengler, Tr. 543, 582). 

RESPONSE TO FINDING NO. 429: 

Respondent has no specific response to the first, second, and fourth sentences of 

Complaint Counselôs Proposed Finding No. 429.  The third sentence of Proposed Finding No. 

429 is inaccurate and misleading because it selectively quotes Mr. Mengler out of context.  The 

relevant exchange was as follows: ñQ.  With respect to the Endo credit formula, did you do any 

analyses or forecasting as to what Impax might be paid under the Endo credit formula?  A.  No.  

Q.  Why not?  A.  Well, because the Endo credit, make good, was not an attempt to, you know, 

generate income.  It was intended to make us whole for what we would have otherwise achieved, 

so I didnôt really care what the size of the market was.  It was going to get in there no matter 

what.ò  (Mengler, Tr. 582).  The record, moreover, is clear that Mr. Mengler and Impax wanted a 

robust generic opportunity.  (Mengler, Tr. 528-30 (Impax derives value from being able to sell its 

product); Snowden, Tr. 432-33 (Mr. Mengler told Endo that Impax was ñhappy to payò a royalty 

if the generic opportunity increased); Reasons, Tr. 1226 (Impax wanted a ñrobust, 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 investorsò); Koch, Tr. 239 

(royalty provision meant to incentivize Endo to support original Opana ER)). 

430. The ñEndo Creditò provision was designed to insulate Impax against a substantial 
decrease in sales of Opana ER. (Cuca, Tr. 617). At the time the parties were negotiating 
the terms of the ñEndo Creditò provision, Endo was developing a reformulated version of 
Opana ER, the introduction of which could lead to such a decrease in the sales of 
Original Opana ER. (Cuca, Tr. 618-19; see also CCF Æ 72-83, 240-48, 418-23, above) 



PUBLIC 

248 
 

RESPONSE TO FINDING NO. 430: 

Respondent has no specific response. 

431. 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. I
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would be entitled to a ómake goodô payment such that our potential profits would equal to 
50%.ò)). 

RESPONSE TO FINDING NO. 436: 

Complaint Counselôs Proposed Finding No. 436 is inaccurate.  Actual quarterly peak 

sales after settlement were $185,691,457.  (CX0332-003).  If sales dropped just enough to trigger 

the Endo Credit, for instance, because sales in the last quarter of 2012 were 49 percent of their 

quarterly peak, this would mean the resulting liability would be roughly $2 million.  If sales 

dropped only to 49.9 percent of their peak, the resulting liability would be roughly $200,000.  

(RX-364.0003-04 (any Endo Credit payment is the product of (1) 0.2953 times the annualized 

quarterly peak sales divided by 100, and (2) the number of percentage points under 50)).  There 

is no evidence to suggest that such potential liabilities under the Endo Credit represented 

ñguaranteesò of Impaxôs profits over six months. 

437. On the other hand, if Endo did not reformulate and in fact grew the market for 
Original Opana ER, then Impax would launch its generic and would get value from its 
180-day exclusivity period and the No-AG provision. If sales of Original Opana ER 
reached a sufficiently high level, Impax would have paid a royalty to Endo. (Mengler, Tr. 
533). Impax still would be benefitedðeven if it were paying a royalty to Endoðby 
making sales during the 180-day exclusivity period without competition from an 
authorized generic. (Mengler, Tr. 534; see also CCF Æ 468, below). 

RESPONSE TO FINDING NO. 437: 

The first sentence of Complaint Counselôs Proposed Finding No. 437 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

Respondent has no specific response to the second or third sentences of Proposed Finding 

No. 437 other than to note that to the extent the Proposed Finding purports to summarize and 
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incorporate other findings, those findings do not support the Proposed Finding and are unreliable 

for the reasons set out in Respondentôs replies to those findings. 

438. Impax understood that the No-AG provision backed-up by the Endo Credit 
ensured that Impax would receive value from its agreement with Endo. During a 
November 2011 earnings call, Impaxôs then-CFO discounted the impact of Endo 
switching Opana ER to a new formulation because of Impaxôs agreement with Endo: 
ñFortunately, though, we do have [downside] protection built into the agreement so we 
should have a reasonable outcome almost no matter what happens.ò (Koch, Tr. 264-65; 
CX2703 at 012-13 (Transcript of Q3 2011 Impax Earnings Call)). If Endo did a 
ñswitchoutò to Opana tamper-resistant, Impax would be able to realize a payment from 
Endo. (Koch, Tr. 265). Thus, Impax had protection that ensured that Impax had a 
reasonable outcome almost no matter what Endo did, and Impax executives viewed that 
protection as a form of insurance. (Koch, Tr. 265-66; Reasons, Tr. 1218-19; CX4020 
(Reasons, Dep. at 55-56) (agreeing that ñif 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 creditò)). 

RESPONSE TO FINDING NO. 438: 

The first sentence of Complaint Counselôs Proposed Finding No. 438 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

The remainder of Proposed Finding No. 438 is incomplete and misleading.  The record 

indicates that the Endo Credit was part of ña carrot and a stickò approach to incentivize Endo to 

make investments in its original Opana product, and to ensure Impax had a measure of control 

over its generic opportunity.  (Koch, Tr. 236-37, 240-41, 265; Snowden, Tr. 386).  It was 

intended to act as ña deterrent to prevent [Endo] form switching the market.ò  (CX4021 (Ben-

Maimon, Dep. at 118, 122); see CX4037 (Smolenski, Dep. at 244-45) (ñintended to 

disincentivize Endo fromò introducing a reformulated product); CX4026 (Nguyen, Dep. at 163-

64) (Endo Credit was used to ñput [Endo] to [its] wordò with respect to reformulation)).   
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RESPONSE TO FINDING NO. 441: 

Respondent has no specific response other than to note that to the extent Complaint 

Counselôs Proposed Finding No. 441 suggests that a substantial decrease in original Opana ER 

sales was planned or anticipated, it is inaccurate and misleading.  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 in 2012.  (Cuca, Tr. 615, 617, 677 (ñI donôt know that anyone 

was anticipating a change in the marketplaceò); RX-094.0003-06 (supply chain disruption for 

original Opana ER resulted in Endo Credit liability)).  Until that point, Endo expected to sell 

Opana ER through the fourth quarter of 2012.  (CX4017 (Levin, Dep. at 131); RX-094.0006 

(ñPrior to March [2012], it would have been reasonable to assume that prescriptions of old 

formulation [Opana ER] would have occurred in Q4 2012ò); RX-108.0002 at 10). 

442. On January 18, 2013, Margaret Snowden, Impaxôs Vice President for intellectual 
property litigation and licensing, 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 SLA. (JX-001 at 011 (Æ 45); Snowden, Tr. 386-87, 389; CX0332 at 
007-08 (Letter from Snowden to Endo notifying Endo that Endo Credit payment was 
due)). Ms. Snowdenôs letter included the backup information showing how she had 
calculated the value of the Endo Credit payment. (CX0332 at 010-13 (Letter from 
Snowden to Endo notifying Endo that Endo Credit payment was due)). 

RESPONSE TO FINDING NO

442.QA WR O\ F〃SO考6Q H�。欃6
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RESPONSE TO FINDING NO. 447: 

Respondent has no specific response. 

448. On June 24, 2010, Endo wired payment of $10 million to Impax in accordance 
with Section 3.1 of the DCA. (JX-001 at 011 (Æ 44); see also
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WITNESS:  I havenôt looked at the per-hour charges, but Iôve looked at them all -- outside --  
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charge per hour in trial?  THE WITNESS:  I havenôt looked at the per-hour charges, but Iôve 

looked at them all -- outside --  JUDGE CHAPPELL:  Those hours matter.  THE WITNESS:  

Huh?  JUDGE CHAPPELL:  Those hours matter.ò)). 

455. At the time of the settlement, which occurred during trial, most of the litigation 
costs had been incurred. Endo had spent between $6 million and $7 million and Impax 
had spent about $4.7 million on litigating the infringement case. (CX2696 at 013-14 
(Impax response to FTC CID); CX3212 at 009-10 (Endo response to FTC CID); CX5000 
at 108 (Æ 247) (Noll Report)). 

RESPONSE TO FINDING NO. 455: 

The first sentence of Complaint Counselôs Proposed Finding No. 455 is not supported by 

any record evidence and should be disregarded because it violates the Courtôs Order on Post-

Trial Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

Respondent has no specific response to the second sentence of Proposed Finding No. 

455. 

456. The top end of the range that Impax uses to estimate costs for a generic patent 
litigation is about $3 million to $4 million per litigation. (Reasons, Tr. 1222). The $3 
million to $4 million represents expenses from the start of litigation to the finish. 
(Reasons, Tr. 1222). As part of its budgeting process, Impaxôs CFO makes the best 
estimate he can for litigation expenses in advance. (Reasons, Tr. 1222). Impaxôs patent 
litigation expenses are largely comprised of expenses from outside counsel, such as 
hourly fees for attorneys. (Reasons, Tr. 1221). Impax might allocate some expenses for 
its internal legal departmentôs work on patent litigation, but those allocations are minor. 
(Reasons, Tr. 1221). 

RESPONSE TO FINDING NO. 456: 

Respondent has no specific response other than to clarify that Proposed Finding No. 456 

is incomplete because it ignores Mr. Reasonsô testimony that the ñamount that Impax spends on a 

specific patent litigation can vary based on a variety of factors.ò  (Reasons, Tr. 1221 (quoting 
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457. For example, during a public earnings conference call in November 2011, 
Impaxôs then-CFO stated that Impax had ñlowered [its] patent litigation expense 
guidance for the full year for 2011 from $13 million to $10 million primarily due to 
recent settlements.ò (Koch, Tr. 262; CX2703 at 004 (Transcript of Q3 2011 Impax 
Earnings Call)). Impaxôs then-CFO told the investment community that Impax was going 
to save $3 million in litigation expenses because of settlements, including the Endo 
settlement. (Koch, Tr. 263). 

RESPONSE TO FINDING NO. 457: 

Respondent has no specific response. 

458. Impaxôs total budgeted patent litigation spending for 2013 was $16.5 million. 
(Reasons, Tr. 1222-23). Impaxôs $16.5 million budget for all patent litigation expenses in 
2013 is far less than the $102 million Endo Credit payment that Endo paid to Impax and 
is far less than the $65 million net income value of the Endo Credit payment. (Reasons, 
Tr. 1224-25). 

RESPONSE TO FINDING NO. 458: 

Respondent has no specific response. 

2. Endo’s actual payments to Impax exceeded the possible saved 
litigation costs 

459. The payments that were actually made from Endo to Impax pursuant to the SLA 
and DCA far exceeded the possible saved litigation costs. (Noll, Tr. 1463; CX5000 at 
168-69 (ÆÆ 375-76) (Noll Report)). Endo paid $10 million immediately under the DCA, 
and, 2.5 years later, another $102 million for the Endo Credit. (See CCF ÆÆ 320, 328-31, 
above). At the time of the settlement, the discounted present value of this payment, using 
a 15% discount rate, would have been over $65 million. (CX5000 at 169 (Æ 376) (Noll 
Report)). 

RESPONSE TO FINDING NO. 459: 

Complaint Counselôs Proposed Finding No. 459 is not supported by the record and lacks 

foundation.  Professor Noll did not calculate the expected value of any provision in the 

settlement agreement, or the overall expected value of the SLA, at the time of settlement.  (Noll, 

Tr. 1613, 1651-52; Addanki, Tr. 2384).  And applying a discount rate to the actual payments 

made in 2013 says nothing about the expected value, if any, conveyed to Impax in June 2010, 
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since it excludes any scenario in which Impax would receive zero ñpaymentò under the 

settlement agreement.  (Court, Tr. 71, 75 (ñJUDGE CHAPPELL:  Are you going to stand there 

and tell me that the lowest possible outcome was not going to be zero?  Youôre going to stand 

there and tell me that because some paid expert tells you that it had to be $62 million floor that it 

couldnôt have been zero?  MR. LOUGHLIN:  No, Your Honor.  There was a theoretical 

possibility of zero.ò); Noll, Tr. 1654 (ñQ.  And that example where you get zero of both, you 

didnôt include that on your demonstrative of scenarios, did you?  A.  No, I didnôt.ò)).   

The record, however, is clear that if Endo launched reformulated Opana ER late in 2012 

but continued to sell original Opana ER into the fourth quarter of that year, Endo ñcould 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.ò  (Reasons, Tr. 1228; see CX4032 (Snowden, Dep. at 205-

06)).  If that occurred, Impax would have a much reduced opportunity for its generic version of 

the original Opana ER.  (Mengler, Tr. 583; CX4037 (Smolenski, Dep. at 251-52)).  Impax 

considered it ñentirely plausi
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3. Under any reasonable scenario, the ex ante value of the No-AG/Endo 
Credit payment was large, even if the exact value was uncertain at the 
time of settlement 

461. The No-AG provision of the settlement had value to Impax even if there was 
uncertainty about whether Endo would have launched an authorized generic. The No-AG 
provision provided Impax with a guarantee that there would not be an authorized generic 
during its 180-day exclusivity period, and that guarantee had value to Impax. (Mengler, 
Tr. 526; Reasons, Tr. 1210; Koch, Tr. 234; Noll, Tr. 1453-54; see also CX0505 at 001 
(Mengler email stating of No-AG provision, ñIôd love that!!!!ò)). 

RESPONSE TO FINDING NO. 461: 

The first sentence of Complaint Counselôs Proposed Finding No. 461 is not supported by 

record evidence and should be disregarded because it violates the Courtôs Order on Post-Trial 

Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

The second sentence of Proposed Finding No. 461 is incomplete and misleading.  Mr. 

Mengler explained that Impax derives value ñby selling the drug [] with or without anò 

authorized generic.  (Mengler, Tr. 528-29).  Dr. Hsu, Impaxôs 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)).  The cited evidence, moreover, does not support the proposition advanced.  

(Mengler, Tr. 526 (ñQ.  You believe that getting a no-AG would be beneficial to Impax; right?  

A.  Yes.ò); Koch, Tr. 234 (generally, absence of an authorized generic would mean more control, 
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exclusive. If one provision is valueless, the other has substantial value, and the sum of the 
expected values of the two provisions is always not only positive, but ñlargeò in 
comparison with the cost of litigating the patent infringement case to conclusion, given 
that at the time of the settlement the case was in trial. (CX5000 at 173 (Æ 384) (Noll 
Report); see also CX4020 (Reasons, Dep. at 55-56) (agreeing that ñif 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 creditò)). 

RESPONSE TO FINDING NO. 462: 

The first sentence of Complaint Counselôs Proposed Finding No. 462 is not supported by 

record evidence and should be disregarded because it violates the Courtôs Order on Post-Trial 

Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).   

The second sentence of Proposed Finding No. 462 is inaccurate, lacks foundation, and is 

not supported by record evidence.  Mr. Reasons explained that he was testifying only about his 

personal understanding.  (CX4020 (Reasons, Dep. at 55-56)).  Mr. Reasons, however, joined 

Impax in 2012 and had no role in the development or negotiation
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463. The precise magnitude of the ñEndo Creditò was not known in Jun
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sales of Opana in the last quarter immediately before Impaxô[s] launch.  When the Novartis 

supply disruption took place, we know that sales in that quarter were likely to be close to zero.ò  

(Cuca, Tr. 671).  No one at Endo expected or discussed the possibility of a supply disruption at 

the time of settlement.  (Cuca, Tr. 671).  Similarly, 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).  Impax did not even attempt to calculate the size 

of any payment until the third quarter of 2012.  (Engle, Tr. 1765-66). 

464. The eventual magnitude of the ñEndo Creditò was determined by the rapid growth 
of Opana ER sales in 2010 and 2011, and then the rapid descent to zero in 2012 when 
Original Opana ER was withdrawn from the market. This outcome was consistent with 
the expectations of both Endo and Impax. (CX5000 at 170 (Æ 379) (Noll Report)). 

RESPONSE TO FINDING NO. 464: 

Complaint Counselôs Proposed Finding No. 464 violates this Courtôs Order on Post-Trial 

Briefs to the extent it cites ñto expert testimony to support f
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zero.ò); Noll, Tr. 1654 (ñQ.  And that example where you get zero of both, you didnôt include 

that on your demonstrative of scenarios, did you?  A.  No, I didnôt.ò); Addanki, Tr. 2355 (a 

rational actor like Endo ñwould manage that transition [to reformulated Opana ER] to minimize 

its patient loss and to minimize whatever payments it was going to make.ò)).  Indeed, Mr. Cuca 

of Endo testified that Endo sought to reduce the payment under the Endo Credit during 

negotiations.  (Cuca, Tr. 639-40).   

467. If sales of Original Opana ER continued to increase after June 2010, then the 
value of the No-AG provision to Impax also would grow. If Endo did not withdraw 
Original Opana ER from the market, and the revenues from Original Opana ER continued 
to grow after the settlement was signed in June 2010 such that at the time of Impaxôs 
launch Original Opana ER sales equaled their peak sales achieved in the real world, then 
the value of the No-AG provision would end up being at least $53 million to Impax in 
2013 (or $35 million in present value in 2010). (CX5000 at 172, 240 (Æ 382, App. F) 
(Noll Report); Noll, Tr. 1476-77). 

RESPONSE TO FINDING NO. 467: 

Complaint Counselôs Proposed Finding No. 467 is not supported by the record and lacks 

foundation.  Professor Noll did not calculate the expected value of any provision in the 

settlement agreement, or the overall expected value of the SLA, at the time of settlement.  (Noll, 
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469. If sales of Opana ER did not grow at all and stayed flat from until the date of 
Impaxôs entry, then the ñNo AG Provisionò was worth at least $33 million to Impax in 
2013 (with a present value of $22 million in 2010). (CX5000 at 155, 240 (Æ 350, App. F) 
(Noll Report) (using Impax models to estimate value of No-AG provision); Noll, Tr. 
1475-76). 

RESPONSE TO FINDING NO. 469: 

Complaint Counselôs Proposed Finding No. 469 is not supported by the record and lacks 

foundation.  Professor Noll did not calculate the expected value of any provision in the 

settlement agreement, or the overall expected value of the SLA, at the time of settlement.  (Noll, 

Tr. 1613, 1651-52; Addanki, Tr. 2384).  All Professor Noll did was come up with ñexamplesò of 

the potential value to Impax of the Endo Credit and No-AG provisions in January 2013, ñunder 

various circumstances,ò but he ñdidnôt attach probabilities to those.ò  (Noll, Tr. 1613). 

Neither Impax nor Endo expected or forecast the theoretical scenario Professor Noll 

created.  (Mengler, Tr. 582; CX4038 (Engle, Dep. at 187-88); CX4017 (Levin, Dep. at 99-100) 

(ñat the time the transaction was inked I did not expect that Endo would have to make a payment 

under this provisionò); Cuca, Tr. 664-65 (Endo did not book a reserve because no Endo Credit 

payment was ñprobable and estimableò at settlement); see Noll, Tr. 1611, 1649 (neither party 

estimated value of Endo Credit at the time of settlement)).   

And both Complaint Counsel and Professor Noll admitted it was possible that both the 

Endo Credit and No-Authorized Generic provisions would have zero value.  (Court, Tr. 71, 75 

(ñJUDGE CHAPPELL:  Are you going to stand there and tell me that the lowest possible 

outcome was not going to be zero?  Youôre going to stand there 
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88); CX4017 (Levin, Dep. at 99-100) (ñat the time the transaction was inked I did not expect that 

Endo would have to make a payment under this provisionò); Cuca, Tr. 664-65 (Endo did not 

book a reserve because no Endo Credit payment was ñprobable and estimableò at settlement); see 

Noll, Tr. 1611, 1649 (neither party estimated value of Endo Credit at the time of settlement)). 

471. If Original Opana ER sales declined after the settlement, but the Endo Credit 
provision was not triggered, Impax would still receive substantial value from the No-AG 
provision. Putting aside any Endo Credit payment, even if one assumes that the value of 
the No-AG provision could end up being only half of the value calculated if Original 
Opana ER sales stayed flat from 2010 to January 2013, the No-AG provision would still 
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2355 (a rational actor like Endo ñwould manage that transition [to reformulated Opana ER] to 

minimize its patient loss and to minimize whatever payments it 
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RESPONSE TO FINDING NO. 474: 

Complaint Counselôs Proposed Finding No. 474 is inaccurate and not supported by actual 

record evidence.  Impax considered it ñentirely plausibleò that Endo could employ a late switch 

in products such that there was a reduced generic opportunity for Impaxðand thus no benefit 

from a No-AG provisionðwhile Endo still made no Endo Credit payment.  (Mengler, Tr. 589-

90; CX4002 (Smolenski, IHT at 50-51, 129, 187-88)).   

Endo not only believed it was possible, but planned to implement such a late-switch 

strategy.  Brian Lortie, Endoôs Senior Vice President for Pain Solutions at the time of settlement, 

explained, Endo ñintended to replace one product with the other, and that would be the only 

product that we had on the market,ò (CX4019 (Lortie, Dep. at 117-18)), but Endo still ñdid not 

expect to make a payment to Impax,ò (CX4017 (Levin, Dep. at 126)).  Indeed, Endo intended to 

transition to a reformulated version of Opana ER at the very end of 2012.  (CX4017 (Levin, Dep. 

at 99-100, 131) (ñit was not [Endoôs] expectation that a payment would have to be madeò); RX-

094).  Endoôs original budget for 2012 projected original Opana ER sales into the fourth quarter 

of 2012.  (RX-108.0002 at 10; RX-094.0006 (ñPrior to March [2012], it would have been 

reasonable to assume that prescriptions of old formulation [Opana ER] would have occurred in 

Q4 2012.ò)).  Professor Noll admitted that such a strategy would have permitted Endo to carry 

out the ñlate switchò (and zero-payment) plan.  (See CX4039 (Noll, Dep. at 124) (testifying that 

zero-payment outcome ñwould have required entry along about the 1st of September of 2012ò)). 

Finally, the proposition that any Endo Credit liability under the 50 percent threshold 

would result in a ñlargeò payment is not supported by record evidence.  Actual quarterly peak 

sales after settlement were $185,691,457.  (CX0332-003).  If sales dropped just enough to trigger 

the Endo Credit, for instance, because sales in the last quarter of 2012 were 49 percent of their 
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quarterly peak, this would mean the resulting liability would be roughly $2 million.  If sales 
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more accurate than assigning no percent, except to know that that possibility exists.ò  (CX4037 

(Smolenski, Dep. at 255-56)). 

476. Impaxôs hired economics expert, Dr. Addanki, also did not assess the likelihood 
of this hypothetical scenario coming to pass and did not offer any opinions as to the 
likelihood that the combination of the No-AG provision and Endo Credit was not ñlargeò 
when the SLA was executed. Dr. Addanki did not assess the likelihood that both the 
No-AG provision and Endo Credit provisions would have provided zero value to Impax. 
(Addanki, Tr. 2437). Dr. Addanki simply asserts that his hypothetical scenario is 
ñpossible.ò (RX-547 at 067 (Æ 126) (Addanki Report) (ñ[I]t is possible that the óNo AGô 
and Endo Credit provisions would have provided zero value to Impax.ò)). 

R
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477. Dr. Addanki concedes 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. (Addanki, Tr. 2463-64; see also 
Addanki, Tr. 2463 (ñ[I]f [Endo] could make profit elsewhere by incurring the Endo 
[C]redit, they would.ò)). 

RESPONSE TO FINDING NO. 477: 

Complaint Counselôs Proposed Finding No. 477 is incomplete and misleading.  Dr. 

Addanki testified that ñitôs
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482. Endoôs actual plans are not consistent with the notion of Endo introducing 
Reformulated Opana ER late in 2012 so that it could reduce the value of the Endo Credit 
to zero. Endoôs long-standing strategy was to introduce Reformulated Opana ER quickly 
before any generic oxymorphone ER product launched, because Endo knew that it would 
be harder to transition patients to Reformulated Opana ER if generic oxymorphone ER 
were already on the market. (CX2578 at 008-09; CX2732 at 002, CX4025 (Bingol, Dep. 
at 32, 63-64); CX1108 at 004 (Endo presentation showing planned launch of 
Reformulated Opana ER (called ñRevopanò) in February 2011); CX4019 (Lortie, Dep. at 
11-12)). 

RESPONSE TO FINDING NO. 482: 

The first sentence of Proposed Finding No. 482 is not supported by any record evidence 

and should be disregarded because it violates the Courtôs Order on Post-Trial Briefs, which 

requires that ñ[a]ll proposed findings of fact shall be supported by specific references to the 

evidentiary record.ò  (Order on Post-trial Briefs at 2).   

The second sentence of Proposed Finding No. 482 is incomplete and not supported by the 

cited evidence.  None of the cited evidence states that Impax would introduce reformulated 

Opana ER ñquickly.ò  Endo ñplan[ned] for different eventualitiesò and analyzed ñdifferent 

scenariosò and different ñassumption[s]ò about launch.  (CX4025 (Bingol, Dep. at 31-32); 

CX2578 (a ñdraftò document from 2007, just after original Opana ER launched); CX2732-001-

02 (ñstrictly in draftò; ñDraft - Not for Distributionò); CX4019 (Lortie, Dep. at 11-12) 

(discussing CX1108 and noting that dates were ñassumptions at that point,ò but that ñ[t]here was 

some subsequent work that needed to be doneò)). 

483. Endoôs brand manager for Opana ER testified that Endoôs strategy depended on 
introducing Reformulated Opana ER ña reasonable amount of timeò before generic 
oxymorphone ER launched. (CX4025 (Bingol, Dep. at 63-64). Endoôs internal forecasts 
showed that if Endo launched Reformulated Opana ER before any generic oxymorphone 
ER product launched, then Endoôs sales of Reformulated Opana ER would grow. 
(CX2724 at 006; CX2578 at 008-09; CX2732 at 002; CX4025 (Bingol, Dep. at 95-96)). 
But if Endo waited to launch reformulated until after generic oxymorphone ER came to 
market, then Endoôs sales of Reformulated Opana ER would be dramatically lower. 
(CX2724 at 006; CX2578 at 008-09; CX2732 at 002; CX4025 (Bingol, Dep. at 95-96); 
CX1106 at 004 (2010 Opana Brand Strategic Plan) (ñSignificant erosion of oxymorphone 
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franchise to generics is likely if EN3288 [reformulated Opana ER] is not filed and 
approved in a timely manner.ò)). 

RESPONSE TO FINDING NO. 483: 

Respondent has no specific response other than to clarify that Mr. Bingol testified ñfor 

this asset it was important to try to have your follow-on formulations, products, improvements, 

whatever would separate this product from potential generics or with a reasonable amount of 

time to make the conversion.ò  (CX4025 (Bingol, Dep. at 64) (emphasis added)). 

484. Endoôs internal documents and testimony of its executives shows
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486. Brian Lortie, who was involved in efforts to launch Endoôs Reformulated Opana 
ER product, testified that Endo wanted to get the reformulated product out as soon as 
possible and ñsmoothly transition from old product to new product.ò (CX4019 (Lortie, 
Dep. at 8, 32-33)). According to Mr. Lortie, Endoôs goal was to make the transition ñ[a]s 
soon as we could, but also in a way that recognized that we wanted as smooth a[s] 
possible transition for patients that were on the old product and transitioning to the new 
one.ò (CX4019 (Lortie, Dep. at 33)). 

RESPONSE TO FINDING NO. 486: 

Complaint Counselôs Proposed Finding No. 486 is incomplete and misleading because it 

ignores Mr. Lortieôs testimony, in which he explained that Endo several times changed its plans 

with respect to reformulated Opana ER, particularly after it failed to acquire FDA approval.  

(CX4019 (Lortie, Dep. at 161); see also CX4019 (Lortie, Dep. at 11-12) (dates were 

ñassumptions at that point,ò but that ñ[t]here was some subsequent work that needed to be 

doneò)). 

487. Endoôs desire for a smooth transition was driven in part by an understanding that 
patients cannot be switched immediately from one long-acting opioid to another because 
physicians are ñvery careful as they adjust dosagesò for patients. (CX4019 (Lortie, Dep. 
at 8, 39)). Endoôs plan was ñfor an orderly and phased transition from one product to the 
other so we made sure we werenôt leaving any current patients in a difficult situation.ò 
(CX4019 (Lortie, Dep. at 156-57)). This process could last several months. (CX4019 
(Lortie, Dep. at 41-42); Mengler, Tr. 530-31 (a timeline of ñsix to nine monthsò for a 
branded company to shift the market from an original branded product to a reformulated 
product might be considered ña little fast but not unreasonableò); Addanki, Tr. 2459-60 
(conceding that it takes months for a brand to switch prescriptions from an original 
product to a reformulated product)). 

RESPONSE TO FINDING NO. 487: 

Respondent has no specific response. 

488. For the hypothetical scenario to have rendered the reverse payments in the SLA 
not ñlarge,ò the expected value of the ñEndo Creditò plus the ñNo AGò provision at the 
time the SLA was executed would have to been less than a few million dollars. (CX5004 
at 072-73 (ÆÆ 152-53) (Noll Rebuttal Report)). For that to be true, there would need to 
have been a 92% chance as of June 2010 that the combination of the Endo Credit and 
No-AG provisions would be worth $0. (CX5004 at 073 (Æ 153) (Noll Rebuttal Report); 
Noll, Tr. 1478-80). Dr. Addanki offers no evidence that this strategy was possible, let 
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alone almost certain to occur. And the discovery record indicates that whether Endo 
could have achieved this outcome was highly uncertain. Yet Dr. Addankiôs conclusions 
hinge on this outcome being by far the most likely consequence of the settlement. 
(CX5004 at 073-74 (Æ 154) (Noll Rebuttal Report); see also CCF ÆÆ 75-83, 482-87, 
above). 

RESPONSE TO FINDING NO. 488: 

Complaint Counselôs Proposed Finding No. 488 is inaccurate, is not supported by 

evidence, and lacks foundation.  Professor Noll did not calculate the expected value of any 

provision in the settlement agreement, or the overall expected value of the SLA, at the time of 

settlement.  (Noll, Tr. 1613, 1651-52; Addanki, Tr. 2384).  Rather, Professor Noll simply 

assumed that the Endo Credit had a ñpresent value of $65 million at the time of the settlement.ò  

(CX5004-073 (Noll Rebuttal Rep. Æ 153)).  He arrived at that value by applying a 15 percent 

annual discount rate to the $102 million that was actually paid in 2013.  (CX5004-073 (Noll 

Rebuttal Rep. Æ 153); see CX5000-073 (Noll Rep. Æ 376)).  From this premise, Professor Noll 

opined that in order to bring the ñexpected valueò of the actual Endo Credit payment below $5 

millionðhis estimate for saved litigation costsðthe zero-payment scenario would have to be 

roughly 92 percent likely to occur.  (CX5004-073 (Noll Rebuttal Rep. Æ 153)).   

The analysis makes no sense given that the fact and amount of any Endo Credit payment 

hinged on future events that neither party could entirely foresee or control.  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 in 2012.  (Cuca, Tr. 677; RX-094.0003-06 (supply 

chain disruption for original Opana ER resulted in Endo Credit liability)).  It also ignores the fact 

that Endo ñintended to replace one product with the other, and that would be the only product 

that we had on the market,ò (CX4019 (Lortie, Dep. at 117-18)), but Endo still ñdid not expect to 

make a payment to Impax,ò (CX4017 (Levin, Dep. at 126)).   
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489. There is no reference in either Impax or Endoôs financial planning documents to a 
hypothetical scenario in which both the No-AG provision and the Endo Credit provision 
end up being worth nothing to Impax. (Noll, Tr. 1480). Dr. Addanki merely asserts that 
he ñwould certainly expect that to be Endoôs plan.ò (Addanki, Tr. 2447). Dr. Addanki 
acknowledged, however, that he did not consider several of Endoôs planning documents 
in forming his opinions. (Addanki, Tr. 2448-56). 

RESPONSE TO FINDING NO. 489: 

The first sentence of Proposed Finding No. 489 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò 

The second sentence of Proposed Finding No. 489 is inaccurate and not supported by the 

cited evidence.  Dr. Addanki repeatedly testified that ñI do know that there were at least some 

documents that I reviewed which were contemplating a launch later in 2012 than Endo actually 

ended up having to do.ò  (Addanki, Tr. 2447-48; see Addanki, Tr. 2439 (ñit would make 

economic sense for Endo to have done that [late-switch], and indeed, it seems like thatôs what 

Endo had in mindò)). 

Respondent has no specific response to the third sentence of Proposed Finding No. 489. 

490. Endo anticipated the magnitude of the Endo Credit payment to Impax by 
recording a $110 million charge to its income statement in the first quarter of 2012. 
(RX-494 at 0007 (May 1, 2012 Endo press release reporting that Endo first quarter results 
ñinclude[] the impact of a pre-tax charge in the a  milliin ̾̾̾̾

re lect a ʕne-tim ̾ ľᾄ that the com ̾ ̾ ̾ ̾ ̾ to I ̾
of Endtôs 201Δ seἣt ement and icense agᴧeement wit  Im axò);X-ԏᴰ  at 001ד (Endo 
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time of settlement.  When it was signed, the SLA did not require Endo to actually pay anything 

to Impax.  (RX-364.0012 (SLA Ä 4.4) (no payment until 90 days after documentation that Endo 

Credit was triggered is provided)).  Nor did Endo expect to make a payment at any point in the 

future.  (CX4017 (Levin, Dep. at 99-100) (ñat the time the transaction was inked I did not expect 

that Endo would have to make a payment under this provisionò)).  For that reason, Endo did not 

book a reserve because no Endo Credit payment was ñprobable and estimable.ò  (Cuca, Tr. 664-

65; see Noll, Tr. 1611, 1649 (neither party estimated value of Endo Credit at the time of 

settlement)).  

Indeed, the first time that Endo knew its sales would be zero was in the last quarter of 

2012 after the Novartis plant shutdown and resulting supply interruption in 2012.  (Cuca, Tr. 

677; RX-094.0003-06 (supply chain disruption for original Opana ER resulted in Endo Credit 

liability)).  Until that point, Endo expected to sell Opana ER through the fourth quarter of 2012.  

(CX4017 (Levin, Dep. at 131); RX-094.0006 (ñPrior to March [2012], it would have been 

reasonable to assume that prescriptions of old formulation [Opana ER] would have occurred in 

Q4 2012ò); RX-108.0002 at 10). 

491. In the real world, Endo did not implement the hypothetical scenario for rendering 
both the No-AG provision and Endo Credit valueless. In the real world, Endo paid Impax 
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not expect to make a payment to Impax,ò (CX4017 (Levin Dep. at 126)).  Indeed, Endo intended 

to transition to a reformulated version of Opana ER at the very end of 2012.  (CX4017 (Levin, 

Dep. at 99-100, 131) (ñit was not [Endoôs] expectation that a payment would have to be madeò); 

RX-094).  Endoôs original budget for 2012 projected original Opana ER sales into the fourth 

quarter of 2012.  (RX-108.0002 at 10; RX-094.0006 (ñPrior to March [2012], it would have been 

reasonable to assume that prescriptions of old formulation [Opana ER] would have occurred in 

Q4 2012.ò)).   

Endo did not undertake a late-switch strategy only because the Novartis plant at which it 

manufactured original Opana ER shut down and Endo was forced to rush the launch 

reformulated Opana ER, after which the FDA ordered it to stop selling original Opana ER.  

(CX4017 (Levin, Dep. at 136-39, 155) (ñsupply chain crisisò altered Endoôs plans); RX-

094.0003-04; RX-100.0001 (ñSeveral of [Endoôs] strategies envisioned [Endo] selling both 

[original and reformulated Opana ER] products at the same time.  It was only upon [Endoôs] 

discussions with the FDA in February [2012] that they told [Endo] not to do this in order to 

avoid patient confusion.ò)).  Professor Bazerman, one of Complaint Counselôs own experts, 

admits that the FDAôs actions shutting down Novartisô plant ñtook matters out of [Endoôs] 

hands.ò  (Bazerman, Tr. 923-24). 

Respondent has no specific response to the second sentence of Proposed Finding No. 

491. 

5. The size of the payments was sufficient to induce Impax to abandon 
its patent challenge of the Opana ER patents 

492. The size of the payments from Endo to Impax were sufficient to induce Impax to 
abandon its patent claim. (CX5001 at 014-19 (ÆÆ 29, 32-37) (Bazerman Report); 
Bazerman, Tr. 845-46, 873-74, 877). 
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RESPONSE TO 
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494. Impax estimated the value of its expected net sales of oxymorphone ER during its 
six months of exclusivity as equal to approximately $27 million
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increased Impaxôs 2013 net income by about $65 million, which is the amount of the 
$102 million payment minus taxes. (Reasons, Tr. 1205). Impaxôs net income for 2013, 
the year that the Endo Credit was paid to Impax, was approximately $101.3 million. 
(Reasons, Tr. 1207; CX0425 at 069 (Impax 2013 10-K securities filing)). The Endo 
Credit payment represented almost two-thirds of Impaxôs net inc
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from rapidly expanding its sales from its introduction in 2006 until Reformulated Opana 
ER was introduced in 2012. (CX5000 at 082-83 (Æ 183) (Noll Report)). 

RESPONSE TO FINDING NO. 500: 

Complaint Counselôs Proposed Finding No. 500 is inaccurate and contrary to the weight 

of the record evidence.  It is ñvery clear that the evidence . . . points to the relevant market being 

no smaller than the market for long-acting opioids in the United States.ò  (Addanki, Tr. 2328).  

That market includes, at a minimum, extended-release oxycodone, morphine, hydromorphone, 

tapentadol, hydrocodone, oxymorphone, and fentanyl.  (RX-547.0047 (Addanki, Rep. Æ 85)).  

Indeed, the evidence at trial demonstrated that all long-acting opioids are interchangeable for the 

vast majority of patients, and that long-acting opioids compete vigorously on price.  (See, e.g., 

Michna, Tr. 2107; Bingol, Tr. 1324-25; Addanki, Tr. 2291 (in camera)).   

This includes evidence of actual substitution among long-acting opioids.  (RX-449.0007 

(  

 

); CX2732-003 (ñWithdrawal of Embeda by Pfizer/King had led to another 

unexpected inflexion point in Opana ER TRx demand as clinicians seek alternative therapies for 

their Embeda patients. . . . Of all branded LAOs, Opana ER and Kadian have benefited the most 

from the removal of Embeda.ò); RX-073.0002 at 13, 16 (Endo document tracking switching 

among various long-acting opioids and noting Endo ñmust accelerate the gain of switches from 

Oxycontinò); RX-060.0002 at 25 (thousands of patients switched between Opana ER and other 

long-acting opioids every month)). 

501. Thus, oxymorphone ER is the relevant product market for purposes of assessing 
the conduct at issue in this case. Generic oxymorphone ER is a close economic substitute 
for Original Opana ER. Moreover, generic oxymorphone ER, despite not being 
therapeutically equivalent, has taken half of the prescriptions from Reformulated Opana 
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ER at substantially lower prices, and is the only substantial competitive restraint on sales 
of Reformulated Opana ER. (CX5000 at 083 (Æ 183) (Noll Report)). 

RESPONSE TO FINDING NO. 501: 

Complaint Counselôs Proposed Finding No. 501 is inaccurate and contrary to the weight 

of the record evidence.  It is ñvery clear that the evidence . . . points to the relevant market being 

no smaller than the market for long-acting opioids in the United States.ò  (Addanki, Tr. 2328).  

That market includes, at a minimum, extended-release oxycodone, morphine, hydromorphone, 

tapentadol, hydrocodone, oxymorphone, and fentanyl.  (RX-547.0047 (Addanki, Rep. Æ 85)).  

Indeed, the evidence at trial demonstrated that all long-acting opioids are interchangeable for the 

vast majority of patients, and that long-acting opioids compete vigorously on price.  (See, e.g., 

Michna, Tr. 2107; Bingol, Tr. 1324-25; Addanki, Tr. 2291 (in camera)). 

A. Oxymorphone ER and other long-acting opioids differ in important ways 

502. Opioids are among the oldest medicinal substances known, and they remain the 
most potent analgesic (pain-relieving) medications available. (CX5002 at 009 (Æ 18) 
(Savage Report)). 

RESPONSE TO FINDING NO. 502: 

Respondent has no specific response. 

503. Opioids are generally indicated when other interventions are not effective in 
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meet the individualized needs and responses of difference patients. (CX5002 at 010 
(Æ 21) (Savage Report)). 

RESPONSE TO FINDING NO. 504: 

Respondent has no specific response. 

505. Opioid medications exert their effects when the opioid molecules bind to opioid 
receptors on nerve cells. (CX5002 at 020 (Æ 53) (Savage Report)). 

RESPONSE TO FINDING NO. 505: 

Respondent has no specific response. 

506. Most commonly-used opioid pain medications, including oxymorphone, act 
primarily on mu opioid receptors, though some, such as oxycodone, have kappa receptor 
effects as well. (CX5002 at 021 (Æ 55) (Savage Report)). 

RESPONSE TO FINDING NO. 506: 

Respondent has no specific response. 

507. It has long been observed that different people respond somewhat differently to 
different opioid medications in term of analgesic response and side effects. At least two 
mechanisms are likely responsible for the variable responses to different opioids: 
variability in individual expression of opioid receptors, and metabolic differences 
between individuals. (CX5002 at 22 (Æ 58) (Savage Report); Michna, Tr. 2186, 2191-92). 

RESPONSE TO FINDING NO. 507: 

Respondent has no specific response. 

508. There is significant variability in the molecular expression of mu opioid receptors 
from person to person with multiple variants (called polymorphisms). It is believed that 
observed clinically different responses to different opioid drugs are, at least in part, a 
result of how a particular mu opioid drug matches the mu opioid gs are, ̾

. 507: 
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509. As a result, opioid treatment often requires tr
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would effectively complete, thereby causing prices to be lower. (CX5000 at 016 (Æ 36) 
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517. A product is a close economic substitute for a reference product if a ñsmall but 
significant non-transitory increase in priceò (SSNIP) of the reference product would 
cause a sufficient amount of sales to shift to the other product to make the price increase 
unprofitable. (CX5000 at 017 (Æ 38) (Noll Report); Noll, Tr. 1374 (ñThat is, if we think 
about our SSNIP test, we ask the question, if one productôs price goes up relative to the 
other, does that cause a large enough switch from one category to another that it wasnôt 
profit-enhancing to increase the price.ò)). 

RESPONSE TO FINDING NO. 517: 

Respondent has no specific response. 
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521. Demand substitution refers to actions by consumers to switch purchases among a 
given group of products. Supply substitution refers to the entry of new products from new 
sellers in the relevant market, either by shifting sales efforts from another geographic area 
to the relevant geographic 
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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. (CX5000 at 018 (Æ 40) (Noll Report); 
Noll, Tr. 1369 (ñThe key issue in this case is the degree to which there is price 
competition . . . that is to say, for the prices charged by producers of long-acting opioids 
to be competitive.ò)). 

RESPONSE TO FINDING NO. 525: 

Respondent has no specific response. 

526. The core underlying fact that economists seek to uncover in defining a relevant 
market is the cross-elasticity of demand between a reference product and each product 
that is a plausible close substitute. The cross-elasticity of demand is the percentage 
change in sales of one product arising from a one percent change in the price of another 
product. (CX5000 at 018 (Æ 41, 41 n.12) (Noll Report)). 

RESPONSE TO FINDING NO. 526: 

Respondent has no specific response. 

527. If the cross-elasticity of demand between two products is high, an attempt by the 
producer of one product to increase price will cause a large loss of sales to the other 
product, assuming that the prices of the other products remain unchanged. (CX5000 at 
018 (Æ 41) (Noll Report)). 

RESPONSE TO FINDING NOths
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RESPONSE TO FINDING NO. 528: 
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brand-name drug, is clinical researchers. This group writes scholarly articles reporting the 
results of clinical trials, review articles summarizing many clinical trials, clinical practice 
guidelines to assist physicians, and the labels that drug companies must include with a 
prescription drug and that must be approved by the FDA. (CX5000 at 020 (Æ 45) (Noll 
Report)). 

RESPONSE TO FINDING NO. 532: 

Respondent has no specific response. 

533. Additional evidence about market definition is the actual extent to which buyers 
switch among sellers. Two products are close economic competitors only if buyers regard 
them as sufficiently close substitutes that, in response to small changes in relative prices 
or other market conditions, they switch the product that they purchase. (CX5000 at 020 
(Æ 46) (Noll Report)). 

RESPONSE TO FINDING NO. 533: 

Complaint Counselôs Proposed Finding No. 533 is improper because it states a legal 

conclusion, not a fact. 

534. If products are sold in the same location and have identical attributes, buyers are 
likely to make their purchase decisions on the basis of price. If products differ in their 
attributes and where they are sold, buyers may have strong preferences among them and 
so give little weight to price in making purchase decisions. (CX5000 at 020 (Æ 46) (Noll 
Report)). 

RESPONSE TO FINDING NO. 534: 

Respondent has no specific response other than to note that the cited expert report 

(CX5000) contains no evidence or analysis to support the contention about what buyers are 

ñlikelyò to do. 

535. In economics, ñhorizontal differentiation,ò refers to qualitative attributes for 
which buyers have different preferences. For example, consumers differ in the amount of 
salt that they prefer in their soup or sugar in their tea. (CX5000 at 020-21 (Æ 47) (Noll 
Report)). 

RESPONSE TO FINDING NO. 535: 

Respondent has no specific response. 
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RESPONSE TO FINDING NO. 539: 

Complaint Counselôs Proposed Finding No. 539 is improper becaus



PUBLIC 

307 
 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

543. Empirical examination of product choice within a group of drugs
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547. The FDA categorizes generic drugs according to whether they are a ñtherapeutic 
equivalentò to the associated brand-name drug. The term ñtherapeutic equivalentò is 
potentially confusing because it is a much narrower concept than a ñtherapeutic classò of 
drugs, which refers to all drugs that are used to treat the same broad medical condition, or 
a ñpharmacologic class,ò which includes drugs that treat the same condition in a similar 
way. (CX5000 at 025 (Æ 56) (Noll Report)). 

RESPONSE TO FINDING NO. 547: 

Complaint Counselôs Proposed Finding No. 547 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

548. To be classified as therapeutically equivalent requires that the generic and 
brand-name drugs have essentially the same formulation and uses, and so are essentially 
perfect functional substitutes. Thus, the only source of product differentiation between a 
brand-name drug and a therapeutically equivalent generic is brand loyalty arising from 
the reputation and familiarity with the brand name. (CX5000 at 025-26 (Æ 57) (Noll 
Report)). 

RESPONSE TO FINDING NO. 548: 

Complaint Counselôs Proposed Finding No. 548 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

549. A generic drug can be bioequivalent to a brand-name drug without being 
classified as a therapeutic equivalent if it delivers the same API in the same dose at the 
same rate to the patient, but its formulation differs in other ways that the FDA regards as 
potentially important to some patient but that do not significantly affect the direct effect 
of the drug. (CX5000 at 026 (Æ 57) (Noll Report)). 

RESPONSE TO FINDING NO. 549: 

Complaint Counselôs Proposed Finding No. 549 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 
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fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

550. The closest functional substitute for a brand-name drug is a generic that is 
designated as therapeutically equivalent. (Noll, Tr. 1370-71; CX5000 at 026 (Æ 59) (Noll 
Report)). 

RESPONSE TO FINDING NO. 550: 

Complaint Counselôs Proposed Finding No. 550 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

551. Other drugs may be sufficiently similar that they are reasonably close functional 
substitutes and, therefore, candidates to be economic substitutes and so part of the same 
relevant market. (CX5000 at 024 (Æ 54) (Noll Report)). 

RESPONSE TO FINDING NO. 551: 

Respondent has no specific response. 

552. The next closest functional substitute for a brand-name drug is a bioequivalent 
drug that is not categorized as therapeutically equivalent, which includes bioequivalent 
generic drugs that are not therapeutically equivalent. (Noll, Tr. 1371; CX5000 at 027 
(Æ 59) (Noll Report)). 

RESPONSE TO FINDING NO. 552: 

Complaint Counselôs Proposed Finding No. 552 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

553. While drugs that are therapeutically equivalent constitute the narrowest category 
of drugs that plausibly are in the relevant market for a drug that is a reference product, the 
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broadest possible market includes all drugs that are in the same therapeutic class. The 
broad therapeutic class that contains oxymorphone is analgesics (pain killers). (CX5000 
at 027 (Æ 60) (Noll Report)). 

RESPONSE TO FINDING NO. 553: 

Complaint Counselôs Proposed Finding No. 553 is improper because it states a legal 

conclusion, not a fact. 

554. Within a therapeutic class, drugs are further divided into pharmacologic classes, 
which are drugs that treat a given medical condition in a similar way. The pharmacologic 
class that includes oxymorphone is called opioid analgesics. (CX5000 at 028 (Æ 61) (Noll 
Report)). 

RESPONSE TO FINDING NO. 554: 

Complaint Counselôs Propose



PUBLIC 

311 
 

556. Often different drugs in a pharmacologic class are not close economic substitutes 
because they are prescribed for different conditions (e.g., mild versus severe pain) and/or 
different types of patients (e.g., children versus adults, women versus men, opioid 
experienced versus opioid inexperienced). (CX5000 at 028 (Æ 62) (Noll Report)). 

RESPONSE TO FINDING NO. 556: 

Complaint Counselôs Proposed Finding No. 556 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

557. In addition, drugs in the same pharmacologic class may not be close therapeutic 
substitutes because they have different adverse side effects and/or interactions with other 
drugs. (CX5000 at 028 (Æ 62) (Noll Report)). 

RESPONSE TO FINDING NO. 557: 

Complaint Counselôs Proposed Finding No. 557 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

558. Thus, in defining a relevant drug market, the appropriate starting place is drugs 
containing the same API. The next step is to consider other drugs in the same 
pharmacologic class that are used to treat the same symptoms and have the same or 
similar therapeutic benefits and risks. (CX5000 at 028-29 (Æ 62) (Noll Report)). 

RESPONSE TO FINDING NO. 558: 

Complaint Counselôs Proposed Finding No. 558 is improper because it states a legal 

conclusion, not a fact. 

559. Drugs can be functional substitutes but not necessarily close economic substitutes 
because functionality is not the only thing that matters. In most markets, products are 
differentiated, and consumers will differ in the values they place upon those attributes. 
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Moreover, the act of switching from one product to another may be costly. (Noll, Tr. 
1373). 

RESPONSE TO FINDING NO. 559: 

To the extent Complaint Counselôs Proposed Finding No. 559 rela
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RESPONSE TO FINDING NO. 562: 

Complaint Counselôs Proposed Finding No. 562 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

563. The primary concern of a physician in writing a prescription is to select a drug 
that will deliver the greatest therapeutic benefit, taking into account the patientôs overall 
condition, including use of other drugs and reliability in following the prescription. 
(CX5000 at 029 (Æ 64) (Noll Report); see also Savage, Tr. 771; Michna, Tr. 2177)). 

RESPONSE TO FINDING NO. 563: 

Complaint Counselôs Proposed Finding No. 563 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

The cited testimony of Dr. Savage and Dr. Michna speaks for itself.  (Savage, Tr. 771 

(ñQ.  Now, why wouldnôt minor changes in prices change your prescribing habits?  A.  First, 

because Iôm generally not aware of the minor changes in price.  Second, because . . . my 

concerns here are for the clinical well-being of the patient, and those would take priority over 

more abstract financial concerns.ò); Michna, Tr. 2177 (ñQ.  Okay.  But you prescribe the product 

that you feel is the 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.ò)). 

Finally, the Proposed Finding is misleading to the extent it ignores that, in some 

instancesðincluding the treatment of chronic pain with long-acting opioidsðthere are multiple 

prescription drug options that deliver the same therapeutic benefit.  (See Michna, Tr. 2107; Noll, 

Tr. 1504-05; see also Savage, Tr. 782-83 (ñ[M]ost [opioids] are interchangeable if attention is 
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paid to relative potencies and onset and duration of action.ò)).  Under such circumstances, 

physician prescribing behavior may be driven by other factors, such as relative cost to the 

patient, including insurance coverage, and physician habit.  (RX-549.0006-07, 20-23 (Michna 

Rep. ÆÆ 21, 49-51); Michna, Tr. 2148; CX4046 (Michna, Dep. at 115-16); CX4044 (Addanki, 

Dep. at 148)).  In fact, Complaint Counselôs economic expert, Professor Noll, admitted that 

doctors make prescribing decisions based on price and formulary tiering, among other issues.  

(Noll, Tr. 1505-06).  Dr. Savage, Complaint Counselôs medical expert, similarly admitted that 

ñthe copay is one variable that may be consideredò when making prescription choicesðñclinical 

determinations are usually the first consideration and then copays.ò  (CX4041 (Savage, Dep. at 

138); see Savage, Tr. 772 (availability of insurance coverage for a medication would affect Dr. 

Savageôs clinical decision-making)).   

564. Physicians do not have a strong incentive to take into account the relative prices 
of drugs in selecting among them, especially if a substantial fraction of a patientôs drug 
expenditures are covered by insurance or a government health program. (CX5000 at 029 
(Æ 64) (Noll Report)). 

RESPONSE TO FINDING NO. 564: 

Complaint Counselôs Proposed Finding No. 564 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

Proposed Finding No. 564 is also inaccurate.  Doctors seek to avoid high out-of-pocket 

costs for patients, and they regularly do so by making prescribing decisions based on price and 

where a medication is located on an insurance companyôs formulary.  (CX4046 (Michna, Dep. at 

115-16); CX4044 (Addanki, Dep. at 148)).  In fact, Complaint Counselôs economic expert, 

Professor Noll, admitted that doctors make prescribing decisions based on price and formulary 
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tiering, among other issues.  (Noll, Tr. 1505-06).  Dr. Savage, Complaint Counselôs medical 

expert, similarly admitted that ñthe copay is one variable that may be consideredò when making 

prescription choicesðñclinical determinations are usually the first consideration and then 

copays.ò  (CX4041 (Savage, Dep. at 138); see CX5002-063 (Savage Rep. Æ 177) (noting that 

clinicians will ñconsciously consider costsò when they are ñaware that the patient will need to 

pay out of pocketò)).  Indeed, where there are multiple equally safe and effective treatment 

optionsðfor example, when treating severe pain with long-acting opioidsðcost to the patient 

(which is a function of insurance coverage and formulary placement for insured patients) is a 

ñmain driverò of prescribing decisions.  (RX-549.0007 (Michna R
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Æ 177) (noting that clinicians will ñconsciously consider costsò when they are ñaware that the 

patient will need to pay out of pocketò)).   

Indeed, doctors are aware of drug prices when prescribing medications.  When they enter 

a ñdrug order in the system, as 
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RESPONSE TO FINDING NO. 566: 

Respondent has no specific response. 

567. Average drug prices are strongly affected by state ñgeneric substitutionò law. All 
states have laws that allow or even require, under some circumstances, pharmacists to 
substitute a generic drug for a brand-name drug as long as the generic and the 
brand-name drug use the same active ingredient in the same dosage, form and method of 
delivery. (CX5000 at 030 (Æ 66) (Noll Report)). 

RESPONSE TO FINDING NO. 567: 

The first sentence of Complaint Counselôs Proposed Finding No. 567 violates this 

Courtôs Order on Post-Trial Brie





PUBLIC 

319 
 

source of price competition in the pharmaceutical industry. (CX5000 at 035 (Æ 76) (Noll 
Report)). 

RESPONSE TO FINDING NO. 572: 

Complaint Counselôs Proposed Finding No. 572 is improper and inadmissible.  The 

Proposed Finding purports to summarize academic literature that is not in evidence and, if it 

were, that literature would be the best evidence of its contents. 

573. Drugs within the same therapeutic class usually exhibit sufficiently extensive 
product differentiation that a brand-name drug usually faces, at best, weak price 
competition from other drugs in the same therapeutic class. (CX5000 at 035 (Æ 77) (Noll 
Report)). 

RESPONSE TO FINDING NO. 573: 

Complaint Counselôs Proposed Finding No. 573 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

574. Prior to the entry of a bioequivalent generic, the price of a drug typically is far 
above the competitive level. (CX5000 at 035 (Æ 77) (Noll Report)). 

RESPONSE TO FINDING NO. 574: 

t qualified as an expert with 

respect to the tôs Order on Post-Trial Briefs by citing ñto expert teitions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 
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RESPONSE TO FINDING NO. 575: 

Complaint Counselôs Proposed Finding No. 575 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

576. Within a few months after entry, generics take away most sales from the 
brand-name drug. The price of the first generic entrant typically is substantially below the 
price of the brand-name equivalent, and as more generic drugs enter, generic prices 
continue to fall. (CX5000 at 035-36 (Æ 78) (Noll Report)). 

RESPONSE TO FINDING NO. 576: 

Complaint Counselôs Proposed Finding No. 576 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

577. Thus generic entry can be used as a reasonable indicator or proxy of substantially 
lowered price for the product. (CX5000 at 072 (Æ 158 n.214) (Noll Report)). 

RESPONSE TO FINDING NO. 577: 

Complaint Counselôs Proposed Finding No. 577 is improper becaus
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578. The smallest price difference between generic and brand-name drugs arise during 
the 180-day exclusivity period when a single generic firm is in the market as a first-filer. 
If a single independently-sold generic drug is available during the exclusivity period, its 
price averages about thirty percent less than the brand-name price. When generic entry 
occurs with no exclusivity period, generic prices are about fifty percent below the 
brand-name price during the first six months after generic entry. (CX5000 at 036 (Æ 78) 
(Noll Report)). 

RESPONSE TO FINDING NO. 578: 

Complaint Counselôs Proposed Finding No. 578 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

D. Generic versions of oxymorphone ER are uniquely close substitutes for 
Opana ER 

579. Reformulated Opana ER is bioequivalent to Original Opana ER. Impaxôs 
oxymorphone ER is bioequivalent and therapeutically equivalent to Original Opana ER, 
but only bioequivalent to the reformulated version. (CX5000 at 038 (Æ 86) (Noll Report); 
Engle, Tr. 1703 (agreeing that Impaxôs generic was not AB-rated to the reformulated 
version of Opana ER)). 

RESPONSE TO FINDING NO. 579: 

While Respondent does not dispute that Impaxôs oxymorphone ER product was not AB-

rated to the reformulated version of Opana ER, the remainder of Complaint Counselôs Proposed 

Finding No. 579 violates this Courtôs Order on Post-Trial Briefs by citing ñto expert testimony to 

support factual propositions that should be established by fact witnesses or documents.ò  

Professor Noll was not and is not qualified as an expert with respect to the pharmaceutical 

industry.  (Noll, Tr. 1358). 

580. The most plausible candidates to be close economic substitutes for a brand-name 
drug are other drugs that contain the same API and are bioequivalent. (CX5000 at 038 
(Æ 86) (Noll Report)). 
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RESPONSE TO FINDING NO. 580: 

Complaint Counselôs Proposed Finding No. 580 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358). 

581. When analyzing pharmaceutical product markets, one technique to determine 
whether drugs are close substitutes is to observe what happens to the price and sales 
volume of one drug when a generic version of another, functionally substitutable, drug is 
introduced. (Noll, Tr. 1374-1375). 

RESPONSE TO FINDING NO. 581: 

Complaint Counselôs Proposed Finding No. 581 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Professor Noll was not and is not qualified as an expert with 

respect to the pharmaceutical industry.  (Noll, Tr. 1358).  

582. Generic entry significantly erodes the market share of a therapeutically equivalent 
branded pharmaceutical product within a very rapid period of time. (CX4025 (Bingol, 
Dep. at 43)). 

RESPONSE TO FINDING NO. 582: 

Complaint Counselôs Proposed Finding No. 582 is not supported by the cited evidence.  

Mr. Bingol did not say anything about ñtherapeutically equivalentò products.  He spoke only of 

generic products generally, and explained ñ[w]e monitored all matter.  Competitive intelligence 

and generics are one component that you have to monitor as a course of normal due diligence in 

your business.ò  (CX4025 (Bingol, Dep. at 43)). 

583. Numerous documents show that both Endo and Impax anticipated that entry of 
Impaxôs generic oxymorphone ER would reduce the sale of Opana ER, and that this loss 
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would be far greater if generics were rated as therapeutically equivalent. (CX5000 at 043 
(Æ 94) (Noll Report); see also CCF ÆÆ 590-98, 603-27, below). 

R





PUBLIC 

325 
 



PUBLIC 

326 
 

RESPONSE TO FINDING NO. 591: 

Complaint Counselôs Proposed Finding No. 591 is incomplete and misleading.  Mr. 

Engle testified that his forecasts ñassumedò things like launch dates and the amount of sales 

Impax could capture for purposes of modelling possible outcomes based on those assumptions.  

(Engle, Tr. 1710-11, 1719 (five-year plans are ñdraft[s] with many, many assumptionsò)).  With 

respect to the cited document 
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understand possible outcomes, and that the forecast would not contain all relevant information.  

(Engle, Tr. 1720, 1766-67). 

593. In the February 2010 Five Year Plan, Impaxôs ñBaseò case indicated that Impax 
expected generic oxymorphone ER would have a net price that was 35% of the brand 
WAC price. (CX0004 at 015 (Updated Five Year Plan); Engle, Tr. 1727-28). 

RESPONSE TO FINDING NO. 593: 

Complaint Counselôs Proposed Finding No. 593 is incomplete and misleading.  Mr. 

Engle testified that his forecasts ñassumedò things like launch date and the amount of sales 

Impax could capture for purposes of forecasting possible results.  (Engle, Tr. 1710-11, 1719 

(five-year plans are ñdraft[s] with many, many assumptionsò)). 
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as a result of the forecast, but rather that assumptions were used to understand possible 

outcomes, and that the forecast would not contain all relevant information.  (Engle, Tr. 1720, 

1766-67). 

595. In May 2010, the head of Impaxôs generics subsidiary, Chris Mengler, circulated 
a five-year plan that included Impaxôs expected net sales, market shares and substitution 
rates for generic oxymorphone ER. (CX0514 at 001, 004 (Impax Five Year Plan)). 

RESPONSE TO FINDING NO. 595: 

Respondent has no specific response other than to clarify that the cited evidence does not 

indicate that Impax expected each of the results.  Five year plans instead utilize ñmany, many 

assumptionsò to understand possible outcomes based on those assumptions.  (Engle, Tr. 1710, 

1719-20 (they ñgive a good range of possibilitiesò)).  Among those assumptions are substitution 

rates and market shares.  (Engle, Tr. 1711, 1713-14).  Moreover, these forecast would not 

contain all relevant information.  (Engle, Tr. 1766-67). 

596. In the May 2010 Five Year Plan ñUpsideò case, generic substitution was 
estimated to be 50% in June 2010, and 90% by October 2010. (CX0514 at 004 (Impax 
Five Year Plan)). 

RESPONSE TO FINDING NO. 596: 

Complaint Counselôs Proposed Finding No. 596 is incomplete and misleading because it 

omits the plain language of the document, which notes that the launch-date assumption in the 

forecast was an ñobvious[] controversial element.ò  (CX0514-001; see Engle, Tr. 1710-11, 1719 

(five year plans are ñdraft[s] with many, many assumptionsò)). 

597. In the May 2010 Five Year Plan ñBaseò case, which assumed that generic launch 
occurred in July 2011 and others followed immediately, generic penetration was 50% of 
prescriptions initially and 80% by October 2011. (CX0514 at 004 (Impax Five Year 
Plan)). 
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show that potential impact.  Whether or not it comes to pass is another question. . . . [F]orecasts, 

especially these types of assumptions, arenôt always probability based.  You canôt really know.ò  

(CX4025 (Bingol, Dep. at 74-76)). 

600. Endo ordinary business documents support the conclusion that Opana ER and 
generic oxymorphone ER are close economic substitutes and, therefore, in the same 
relevant market. (CX5000 at 043 (Æ 95) (Noll Report); see also CCF ÆÆ 603-27, below)). 

RESPONSE TO FINDING NO. 600: 

Complaint Counselôs Proposed Finding No. 600 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Moreover, to the extent Proposed Finding No. 600 purports to 

summarize and incorporate other findings, the individual findings cited do not support the 

Proposed Finding and are unreliable for the reasons set out in Respondentôs replies to those 

findings. 

601. Endo regularly produced and obtained forecasts of future sales volume and net 
sales, and Endo relied on these forecasts for business planning purposes and to inform 
investors. As such, Endo took great pains in establishing the most reliable methodology 
possible for its forecasts. (CX2607 at 013 (Æ 30) (Lortie Decl.)). 

RESPONSE TO FINDING NOư耄瀀　䤀刀  

儀唀nMр!耀〇�

findings. 

601.䨀
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604. In its 2007 ñOPANA Brand LCM Update,ò Endo estimated that if it beat generics 
to market with Reformulated, but was unable to force generics off the market with a 
citizen petition, generics would capture about 50% of the market. (CX2578 at 009 
(Opana Brand LCM Update)).  

 
(CX5000 at 177-83 (Exhibits 2A1 through 

2A7) (in camera)). 

RESPONSE TO FINDING NO. 604: 

The first sentence of Complaint Counselôs Proposed Finding No. 604 is incomplete and 

misleading in its suggestion that ñEndoò ñestimatedò anything.  The cited document is a draft 

from 2007, just after original Opana ER launched.  (CX2578-009 (ñdraftò); see Bingol, Tr. 1298-

99 (discussing ñdraftò language:  ñJUDGE CHAPPELL: . . . it says itôs a draft.  Why would he 

have presented a draft to anybody?ò)). 

The second sentence of Proposed Finding No. 604 violates this Courtôs Order on Post-

Trial Briefs by citing ñto expert testimony to support factual propositions that should be 

established by fact witnesses or documents.ò 

605. In January 2010, Endo forecasted a substantial decline in Opana ER sales if it was 
unable to launch its reformulated product ahead of generic entry. (CX2724 at 006 (Endo 
Commercial Strategy Scenarios); Bingol, Tr. 1309-10 (stating that the blue/green line is 
ña scenario in which we have Opana ER only, the current formulation, with generics.ò); 
CX4025 (Bingol, Dep. at 59-60) (agreeing that the dashed blue line showed a substantial 
decrease in value following entry of generic Opana ER)). 

RESPONSE TO FINDING NO. 605: 

Complaint Counselôs Proposed Finding No. 605 is incomplete and misleading because it 

ignores the testimony of Mr. Bingol, the author of the cited document (CX2724).  Mr. Bingol 

explained that the forecast was based on ñmanyò assumptions and Endo was looking at ñany 

possible scenario.ò  (CX4025 (Bingol, Dep. at 59); Bingol, Tr. 1310 (ñWe have to consider all 

scenariosò)).  It was ñbased on scenarios that we had created, I mean, the accuracy of which are 

always debatable.ò  (Bingol, Tr. 1303).  And many of the assumptions were actually total 
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RESPONSE TO FINDING NO. 610: 

Respondent has no specific response other than to note that Mr. Bingol did not state that 

generic entry would be ñunique and disastrous,ò or that a launch was imminent:  ñEndo has been 

planning that the launch of a generic substitute for Opana ER in these higher tablet strengths will 

not occur until at least September 2013.ò  (CX3273-007-08). 

611. In January 2011, Endo was estimating that Reformulated Opana ER would suffer 
85% erosion indisast
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there was a risk of generic entry before the settlement. (CX2732 at 002 (Opana ER 
Demand Justification); CX4025 (Bingol, Dep. at 95)). 

RESPONSE TO FINDING NO. 612: 

Complaint Counselôs Proposed Finding No. 612 is incomplete, misleading, and not 

supported by the cited evidence.  The cited evidence does not discuss ñeliminating the risk of 

generic entry.ò  Moreover, the document states it is ñ[s]trictly in draftò and ñDraft- Not for 

Distribution.ò  (CX2732-001-02).  Finally, Endo ñplan[ned] for different eventualitiesò and 

analyzed ñdifferent scenariosò and different ñassumption[s]ò about launch.  (CX4025 (Bingol, 

Dep. at 31-32, 95-96) (ñI donôt know that Iôm qualified to answer what the level of risk was for 

other products, but certainly there was a settlement here.ò)). 

613. In December 2011, Endoôs 10 Year Outlook compared a ñBaseò case and more 
conservative ñDownsideò case. The ñBaseò case assumed Reformulated Opana ER 
launch in 2012, and generic entry in 2017. (CX2579 at 009 (Endo 10 Year Revenue 
Outlook)). The ñDownsideò case assumed Reformulated Opana ER launch in 2012, and 
AB rated generic entry in 2013. (CX2579 at 011 (Endo 10 Year Revenue Outlook)). In 
the ñBaseò projection, Reformulated Opana ER revenues grew from $262.5 million in 
2012 to $744.2 million in 2016, followed by a decline to $455.4 million in 2017. 
(CX2579 at 003 (Endo 10 Year Revenue Outlook)). In the ñDownsideò case, revenues of 
Reformulated Opana ER would peak at $233.4 million in 2012, then fall to $142.1 
million in 2013. (CX2579 at 007 (Endo 10 Year Revenue Outlook)). 

RESPONSE TO FINDING NO. 613: 

While Respondent does not dispute that the cited figures appear in the cited document, 

Complaint Counselôs Proposed Finding No. 613 is incomplete and misleading.  The cited 

document contained additional scenarios, and other forecasting assumptions, including sales 

erosion.  (CX2579-009-11).  Indeed, it was Endoôs practice to forecast different scenarios 

regarding the future of its Opana ER product to ñanalyze the full range of potential outcomes.ò  

(Cuca, Tr. 663-64).  Endo did not know if any of the many different assumptions contained in its 

forecasts would come true.  (Cuca, Tr. 662-63).  Endo simply forecasted ña number of different 
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potential outcomes over the course of years,ò the accuracy of which were ñalways debatable.ò  

(Bingol, Tr. 1292, 1303). 

614. In August 2012, Endo submitted a ñCitizen Petitionò requesting that the FDA 
determine that Original Opana ER was withdrawn from the market for safety reasons. 
(CX3203 at 030 (Endoôs Citizen Petition)). 

RESPONSE TO FINDING NO. 614: 

Respondent has no specific response. 

615. In November 2012, Endo sued the FDA to obtain a court order to require that the 
FDA rule on its citizen petition, which would have the effect of prohibiting ANDA filers 
from selling generic oxymorphone ER. (CX1223 at 002 (Endo Complaint Against 
FDA)). 

RESPONSE TO FINDING NO. 615: 

Respondent has no specific response. 

616. In its 2012 lawsuit against the FDA, Endo submitted a sworn declaration from 
Chief Operating Officer Julie H. McHugh asserting that, if the FDA waited until May 10, 
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significant share of Endoôs Reformulated Opana ER market share if it entered the market 
with its generic oxymorphone ER in January 1, 2013. (CX3204 at 038 (Endoôs opposition 
to motions to dismiss filed by the FDA and Impax)). 

RESPONSE TO FINDING NO. 617: 

While Respondent does not dispute that the cited language appears in the cited document, 

Complaint Counselôs Proposed Finding No. 617 is incomplete and misleading.  Endo 

subsequently admitted that Impaxôs actual ñgeneric sales have had a relatively small effect on 

Opana ER.ò  (CX2607-010-11 (ñEndo has not had to significantly discount its branded Opana 

ER CRF beyond previous discount rates and loss of market share has been relatively mildò)). 

618. 
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RESPONSE TO FINDING NO. 619: 
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621. In May 2013, after Impax had entered, another Endo document set forth further 
estimates of the consequences of limiting generic competition. Three market conditions 
were examined: (1) the FDA removal of generics from the market, (2) no new generic 
launches, and (3) at least three generics on the market by the end of 2013. Estimated 2014 
revenues for Reformulated Opana ER under these three scenarios are $315 million, $226 
million, and $35 million, respectively. (CX3202 (Opana ER Scenario Request)). 

RESPONSE TO FINDING NO
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RESPONSE TO FINDING NO. 626: 

While Respondent does not dispute that the language appears in the cited document, 

Complaint Counselôs Proposed Finding No. 626 is incomplete and misleading.  Mr. Lortieôs 

declaration has nothing to do with Impax and admits that Impaxôs actual ñgeneric sales have had 

a relatively small effect on Opana ER.ò  (CX2607-010-11 (ñEndo has not had to significantly 

discount its branded Opana ER CRF beyond previous discount rates and loss of market share has 

been relatively mildò)). 

627. In September 2013, as part of its appeal of a District Court ruling denying an 
injunction against Actavis, Endo argued that further generic entry by Actavis in the 
oxymorphone ER market would irreparably harm Endo by causing the prices and sales of 
Opana ER to fall. (CX2608 at 013 (Endoôs reply in support of motion for an injunction 
pending appeal)). 

RESPONSE TO FINDING NO. 627: 

Respondent has no specific response other than to clarify that the cited document has 

nothing to do with Impax or the Endo-Impax settlement. 

3. Data available since the entry of generic oxymorphone ER confirms 
the unique impact of such generic entry on Opana ER sales and prices 

628. The proposition that generic oxymorphone ER is a close economic substitute for 
Opana ER can be tested by examining the effect of generic entry on the sales and prices 
of Opana ER and the total sales and average prices of all forms of oxymorphone ER. 
These data are shown in Exhibits 2A and 2B of the Noll Report. (CX5000 at 053-54 
(Æ 116) (Noll Report)). 

RESPONSE TO FINDING NO. 628: 

Complaint Counselôs Proposed Finding No. 628 is both unsupported and wrong.  

Professor Nollôs analysis is based on his scanning for any ñvisible effectò on Opana ER sales, a 

metric he never defined.  (Noll, Tr. 1384).  Professor Noll recognizes that a SSNIP test is the 
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RESPONSE TO FINDING NO. 631: 

Complaint Counselôs Proposed Finding No. 631 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

632.  
 

 
 

 
 

 (CX5000 at 054-55 (Æ 118) (Noll Report); CX5000 at 178, 180 (Exhibits 2A2, 
2A4) (Noll Report) (in camera)). 

RESPONSE TO FINDING NO. 632: 

Complaint Counselôs Proposed Finding No. 632 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

633. Exhibits 2B1 through 2B7 of the Noll Report show the average net realized price 
per tablet of prescriptions for each of the seven doses of Opana ER, generic 
oxymorphone ER, and all formulations of oxymorphone ER. These data are actual 
average realized prices as derived from the financial records of Endo, Actavis and Impax. 
Data have not been produced by Endo and Actavis for the entire period that each was 
selling oxymorphone ER. (CX5000 at 055 (Æ 120, Æ 120 n.139) (Noll Report); CX5000 at 
184-190 (Exhibits 2B1-7) (Noll Report)). 

RESPONSE TO FINDING NO. 633: 

Respondent has no specific response other than to note that the data speaks for itself, but 

is incomplete and does not consider other long-acting opioid products.   

634.  
(CX5000 at 

055 (Æ 120) (Noll Report); CX5000 at 184 (Exhibits 2B1) (Noll Report) (in camera)). 
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RESPONSE TO FINDING NO. 634: 

Complaint Counselôs Proposed Finding No. 634 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself, but is incomplete and does not consider 

other long-acting opioid products.  Finally, Respondent objects
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Engle testified that Impax would ñperiodicallyò lower prices.  (CX4038 (Engle, Dep. at 119)).  

Dr. Ben-Maimon said that she did not recall whether Impaxôs prices were ever lowered.  

(CX4021 (Ben-Maimon, Dep. at 132)). 

640. Impaxôs February 2014 generics division board presentation noted ñActavis 
launched in Sept 2013 ï Defended vigorously except for a few small accounts.ò (CX2537 
at 013 (Impax Board Meeting Presentation)). Similarly, the December 2014 generics 
division board presentation noted ñOxymorphone ER sales continued to experience 
pricing pressure from Actavis with Global defending all price challenges.ò (CX3140 at 
015 (Impax Board Meeting Presentation)). 

RESPONSE TO FINDING NO. 640: 

Respondent has no specific response. 

641. The sales and price data for oxymorphone ER reveal that generic entry caused 
Opana ER to lose market share and the average price of oxymorphone ER to fall, 
although these outcomes were more protracted than would have been expected had the 
generics been rated therapeutically equivalent substitutes for Opana ER. (CX5000 at 056 
(Æ 122) (Noll Report)). 

RESPONSE TO FINDING NO. 641: 

Complaint Counselôs Proposed Finding No. 641 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself, but is incomplete and does not consider 

other long-acting opioid products.   

642. The evidence shows that nearly half of the sales of branded Opana ER diverted to 
sales of generic oxymorphone. At the time generics entered, the market for Opana ER 
could not have been competitive, or else the price would not have fallen as dramatically 
as it did and the shift to generics would not have been as great. (Noll, Tr. 1380-81). 

RESPONSE TO FINDING NO. 642: 

Complaint Counselôs Proposed Finding No. 642 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 
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RESPONSE TO FINDING NO. 646: 

Respondent has no specific response, except to clarify that this approach must be 

understood in the larger context that generic companies like Impax achieve generic sales 

primarily through substitution of generic products for the corresponding brand-name product.  

(Mengler, Tr. 522; Engle, Tr. 1703). 

647. The best way to estimate the size of a generic market opportunity is to look at the 
size of the brand plus the existing generic products. (Reasons, Tr. 1219-20; CX4020 
(Reasons, Dep. at 74) (ñIn the generic industry, generally . . . the size of the brand and 
existing generics is used to estimate the potential opportunity of your own generics.ò); 
CX4037 (Smolenski, Dep. at 48) (ñ[G]enerally speaking, doing generic forecasting, you 
would focus specifically on the reference listed product.ò)). 

RESPONSE TO FINDING NO. 647: 

Respondent has no specific response, except to clarify that this approach must be 

understood in the larger context that generic companies like Impax achieve generic sales 

primarily through substitution of generic products for the corresponding brand-name product.  

(Mengler, Tr. 522; Engle, Tr. 1703). 

648. In a December 2012 Board of Directors presentation, Impax indicated that the 
market value of the oxymorphone ER dosage strengths on which Impax was first to file 
was $450 million. Consistent with Impaxôs general practice, this market value included 
only Opana ER, and did not include any other products. (CX3119 at 020 (December 4, 
2012 Board of Directors Presentation); CX4020 (Reasons, Dep. at 75-76)). 

RESPONSE TO FINDING NO. 648: 

Respondent has no specific response to the first sentence of Proposed Finding No. 648.  

The second sentence of Proposed Finding No. 648 is not supported by the cited evidence and 

lacks foundation.  The cited evidence says nothing about Impaxôs general practice.  Mr. Reasons 

also testified that he was not sure what was included in the market value.  (CX4020 (Reasons, 

Dep. at 73-74) (ñQ.  Is anything else included in that market value?  A.  I donôt know.ò)). 
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649. In other contemporaneous business documents, Impax considered only other 
oxymorphone ER products as competitors to its generic oxymorphone ER. It did not 
consider any other long-acting opioids as competitors. (CX3102 at 017 (October Rating 
Agency Presentation) (identifying Endoôs branded Opana as the only competitor); 
CX3107 at 007 (November 2014 Executive Committee Review) (identifying ñno 
competitorsò for oxymorphone)). 

RESPONSE TO FINDING NO. 649: 

Complaint Counselôs Proposed Finding No. 649 is incomplete and misleading.  The first 

cited document (CX3102) lists Endo as a competitor but says nothing about whether other long-

acting opioids are competitors.  The second cited document (CX3107) does not conclude there 

are ñno competitorsò for oxymorphone ER, it simply assumed it for purposes of the specific 

forecast.  (CX3107-007).  Proposed Finding No. 649 also ignores the testimony of Todd Engle, 

Impaxôs Vice President of Sales and Marketing for the Generics Division, who explained that 

Impax specifically targeted OxyContin/oxycodone prescribers with its promotional efforts after it 

launched its oxymorphone ER product.  (CX4004 (Engle, IHT at 210-11); RX-394.0001).  Mr. 

Engleôs testimony is consistent with contemporaneous Impax documents as well.  (See RX-394; 

RX-304).   

5. Impax considered only the price of other oxymorphone ER products 
in setting the price of its generic oxymorphone ER product 

650. In forecasting generic prices, Impax assumes a discount off the reference brandôs 
list price and not the prices of other branded products. (Engle, Tr. 1715). 

RESPONSE TO FINDING NO. 650: 

Complaint Counselôs Proposed Finding No. 650 is not supported by the cited evidence 

and is misleading.  Mr. Engle did not testify about forecasting generic prices.  He was asked 

about ñforecasting sales of a generic product.ò  (Engle, Tr. 1715).  In order to do that, Mr. Engle 

makes an ñassumptionò about ñthe average net selling price,ò for which he will use a discount off 

the brandôs list price.  (Engle, Tr. 1715).  Such general testimony should be viewed in the larger 
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context that generic companies like Impax achieve generic sales primarily through substitution of 

generic products for the co
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E. Other long-acting opioids did not sufficiently constrain Opana ER sales and 
prices 

654. Complaint Counselôs economic expert, Roger Noll, was able to infer the lack of 
demand cross elasticity between different long-acting opioids based on facts about 
market events. (Noll, Tr. 1509-10; CX4039 (Noll, Dep. at 188) (ñAnd if we observe that 
thereôs little interaction between events in ï that occur in the sales of one opioid on the 
sales of another opioid, then thatôs indirect evidence that the cross-elasticities of demand 
are relatively low, and so thereôs relatively little competition.ò)). 

RESPONSE TO FINDING NO. 654: 

 Complaint Counselôs Proposed Finding No. 654 is not supported by the record.  Professor 

Noll ñdid not attempt to estimate the elasticity of the demand curve for any drug.ò  (Noll, Tr. 

1509-10).  In fact, Professor Noll did not conduct any econometric or statistical analysis 

regarding switching among products.  (Addanki, Tr. 2331).  Professor Noll merely scanned for 

any ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).   

 The record is clear, however, that market events regularly lead to switching between 

Opana ER and other long-acting opioid products.   

 

  (RX-449.0007).   

 

 

 

  (Addanki, Tr. 2266-67).  Formulary changes and changes in price 

also led to switches.  When UPMC instituted formulary changes that preferenced Opana ER and 

several generic long-acting opioids over OxyContinðthereby lowering the prices that patients 

paid for those drugsðroughly 70 percent of OxyContin patients switched to alternative long-

acting opioids, including Opana ER, generic Morphine Sulfate ER (MS ER), and generic 

Fentanyl patches.  (RX-087). 
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 Endo regularly was impacted by such market events.  (RX-087 (significant increase in 

usage for Opana ER following formulary change in which it was preferenced over OxyContin); 

CX2732-003 (ñWithdrawal of Embeda by Pfizer/King had led to another unexpected inflexion 

point in Opana ER TRx demand as clinicians seek alternative therapies for their Embeda 

patients. . . . Of all branded LAOs, Opana ER and Kadian have benefited the most from the 

removal of Embeda.ò); RX-26.0005-08 (  

 

); RX-073.0002 at 13, 16 (Endo 

document tracking switching among various long-acting opioids and noting Endo ñmust 

accelerate the gain of switches from Oxycontinò); RX-060.0002 at 25 (thousands of patients 

switched between Opana ER and other long-acting opioids every month)). 

655. The use of indirect evidence regarding the lack of cross-elasticity of demand 
between Opana ER and other long-acting opioids is required because both economists 
agree that it was not possible to reliably calculate cross-elasticity based on the available 
data. (Noll, Tr. 1517; Addanki, Tr. 2476 (ñI think your economist and I agree that 
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CX5000 at 194-195 (Exhibit 4) (Noll Report); CX5002 at 106 (Appendix C) (Savage 
Report)). 

RESPONSE TO FINDING NO. 656: 

Respondent has no specific response. 

657. Many LAOs (although not oxymorphone) are available as compound products, 
combining an LAO with another drug, but single-API LAOs are the natural starting place 
to try to find economic substitutes for oxymorphone ER since a drug that combines an 
LAO with some other drug is unlikely to be a close competitive substitute for 
oxymorphone ER if the single-API version of the same drug is not a close competitive 
substitute. (CX5000 at 060-61 (Æ 130) (Noll Report)). 

RESPONSE TO FINDING NO. 657: 

Complaint Counselôs Proposed Finding No. 657 is based on unreliable expert testimony 

and should be disregarded.  Professor Noll was not and is not qualified as an expert with respect 

to the pharmaceutical industry.  (Noll, Tr. 1358). 

Respondent also objects to Proposed Finding No. 657 because the term ñnatural starting 

placeò is vague and ambiguous.  Further, if there is any ñnatural starting placeò to try to find 

economic substitutes for oxymorphone ER, it is by evaluating price competition among long-

acting opioids at three levels:  the payor, prescriber, and patient levels.  (
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RESPONSE TO FINDING NO. 658: 

 Complaint Counselôs Proposed Finding No. 658 is incomplete, inaccurate, and misstates 

the facts in the record.  Whether two long-acting opioids that use different APIs are economic 

substitutes depends on actual substitution in the face of price changes.  Product differentiation is 

only one part of that calculus.  As Professor Noll notes, ñtwo products are close economic 

substitutes if a buyer will switch from one to the other in response to a small change in relative 

prices.ò  (CX5000-061-62 (Noll Rep. Æ 133)).  And the record is replete with evidence that long-

acting opioid prescriptions switched between products as a result of changes in price.  (RX-087 

(UPMC formulary change led 70 percent of patients on OxyContin to switch to a different, 

lower-priced long-acting opioid, including Opana ER, generic Morphine Sulfate ER (MS ER), 

and generic Fentanyl patches); RX-021.0005, 07 (  

); RX-022.0004 

(same); RX-448.0020 (  

 

); Addanki, Tr. 2500 (describing formulary price competition and noting that 

rebates are on the order of magnitude of a small but significant non-transitory increase in price, 

indicating that ñeven small price changes were competitively potentially significantò)). 

 Further, the record shows that all long-acting opioids are equally safe and effective in 

relieving pain in the vast majority of patients.  (Michna, Tr. 2107; Noll, Tr. 1504-05).  ñ[M]ost 

[opioids] are interchangeable if attention is paid to relative potencies and onset and duration of 

action.ò  (Savage, Tr. 782-83).  Accordingly, no one long-acting opioid is superior to any other 

long-acting opioid across broad populations of patients.  (Savage, Tr. 790-91).  The only 

differences in long-acting opioid treatments occur among ñindividual patients with specific types 
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also RX-073.0002 at 13, 16 (Endo document tracking switching among various long-acting 

opioids and noting Endo ñmust accelerate the gain of switches from Oxycontinò); RX-060.0002 

at 25 (thousands of patients switched between Opana ER and other long-acting opioids every 

month)). 

660. In the case of LAOs, patients cannot easily switch in response to a change in 
relative prices for two reasons. First, even if two opioids are equally safe and effective for 
a given patient, switching between them is risky. Second, opioids differ in medically 
important ways so that they are not all equally safe and effective for all patients, 
regardless of the patientôs physiology and health status. (CX5000 at 061 (Æ 133) (Noll 
Report); CX5002 at 041-42, 061-062 (ÆÆ 115-116, 172) (Savage Report); Savage, Tr. 770 
(ñIf theyôre tolerating [Opana ER] well and itôs meeting their needs, Iôd prefer to keep 
them on the drug that theyôre using.ò); Michna, Tr. 2126 (ñ[A]s humans weôre 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
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For these reasons, rotating from one long-acting opioid to another does not involve 

significant risks when conducted by a doctor who knows the medications, and it occurs 

frequently.  (Michna, Tr. 2124, 2126 (switching is ñprobably done thousands of times each 

dayò); Savage, Tr. 693-94, 762, 782-83; RX-073.0002 at 45 (ñOpioid rotation/switching is 

common in this therapeutic category.ò)).  Indeed, patients are almost always switched between 

opioids when they leave the hospital, even if they are tolerating a specific opioid.  (Savage, Tr. 

798-801; Noll, Tr. 1530 (ñphysicians very often switch which molecule is used when the patient 

leaves the hospitalò)).  The most commonly used opioids in emergency rooms and other inpatient 

settings are hydromorphone, fentanyl, and morphine.  (Savage, Tr. 787).  The most commonly 

prescribed opioids in outpatient settings are oxycodone, hydrocodone, and morphine.  (Savage, 

Tr. 786).  More generally, thousands of patients are switched from Opana ER to other long-

acting opioidsðand from other long-acting opioids to Opana ERðevery month.  (RX-073.0002 

at 16).   

Finally, the Proposed Findingôs use of Dr. Michnaôs testimony is misleading because it 

selectively quotes his answer, in which he explained that the ñfear of the unknownò does not 

change the fact that long-acting opioids are therapeutically equivalent, and that switching is not a 

complex process.  (Michna, Tr. 2126-27). 

661. In markets with high switching costs firms are likely to possess sufficient market 
power to set price above the competitive level even if products are perfect functional 
substitutes and the market contains many sellers. (CX5000 at 061-62 (Æ 134) (Noll 
Report)). 

RESPONSE TO FINDING NO. 661: 

Complaint Counselôs Proposed Finding No. 661 is improper because it states a legal 

conclusion.  Proposed Finding No. 661 is also irrelevant and misleading because the evidence 

indicates that the market for long-acting opioids is not characterized by high switching costs.  
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(See Michna, Tr. 2127-29).  Instead, switching costs are insignificant and characterized only by 

follow-up visits with the doctor to assess whether the patient is getting adequate pain relief.  

(Michna, Tr. 2127).  These visits can be completed over the phone in some instances.  (Michna, 

Tr. 2127).  Because switching between long-acting opioids is often driven by insurance 

companies and their formulary changes, insurance companies calculate the savings achieved by 

their formulary changes and believe that ñsavings they have on the medication front more than 

make[] up for the additional cost of the follow-up visit.ò  (Michna, Tr. 2127-29).  Patients, for 

their part, generally do not mind extra doctor visits in order to treat their pain effectively.  

(Michna, Tr. 2128).  In fact, there are some indications that the more often patients suffering 

from pain see doctors, the less pain they experience overall.  (Michna, Tr. 2128-29). 

662. Switching costs go beyond any price difference between drugs, to other costs one 
might experience because of the switch. Here, the price differences in the drugs are small 
compared to the costs of switching from one drug to another. (Noll, Tr. 1388). 

RESPONSE TO FINDING NO. 662: 

Complaint Counselôs Proposed Finding No. 662 is inaccurate, lacks foundation, and is 

not supported by record evidence.  Professor Noll has not done any empirical analysis of the 

switching costs in the long-acting opioid market and cannot quantify whether the cost of 

switching between long-acting opioids is high.  (Noll, Tr. 1552-53).  Still, Dr. Addanki identified 

three reasons why the unsubstantiated claim of high switching costs is wrong:  first, the expert 

clinicians testified that ñswitching can and does occurò and that it ñdoes occur in response to 

economic forces, such as formulariesò; second, there is no switching cost at all for new patients 

starting an opioid therapy; and third, the UPMC study showed a natural experiment in which a 

large number of switches were made because of a change in price.  (Addanki, Tr. 2330-31; RX-
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087 (UPMC formulary change led to 70 percent of patients on one long-acting opioid switching 

to a different long-acting opioids, both branded and generic, with no adverse increase in cost)).   

As Dr. Addanki explained, if switching costs actually were high, ñyou wouldnôt see the 

efforts by managed care and by 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.ò  (Addanki, Tr. 

2330-31). 

663. When a patient initiates treatment on a new opioid when switching from one to 
another, treatment begins with a low dose that is then gradually increased until pain relief 
is achieved. This dosage titration process must be monitored by a medical professional to 
ensure that patients are not overdosed before achieving pain relief. (CX5000 at 061-62 
(Æ 134) (Noll Report); CX5002 at 061-062 (ÆÆ 172-173) (Savage Report); Noll, Tr. 1389-
90 (ñThe first part of the switching cost is that you canôt just go from the final dose of the 
first drug to the final dose of the second drug instantaneously. . . . And then the second 
part is that the whole process of tapering off and tapering in has to be supervised by a 
physician . . .ò); Michna, Tr. 2127 (testifying that switching a patient from one ER opioid 
to another involves monitoring by the physicians)). 

RESPONSE TO FINDING NO. 663: 

Complaint Counselôs Proposed Finding No. 663 is incomplete.  While switches between 

opioids are monitored by a medical professional, this monitoring is a relatively straight-forward 

and non-burdensome process.  (Michna, Tr. 2127).  In fact, the record indicates that insurance 

companies calculate the savings achieved by their formulary changes and believe that ñsavings 

they have on the medication front more than make[] up for the additional cost of the follow-up 

visit.ò  (Michna, Tr. 2129).  Patients, for their part, generally do not mind extra doctor visits in 

order to treat their pain effectively.  (Michna, Tr. 2128). 

664. Thus, while patients can be switched from one opioid to another, the process is 
risky, time-consuming, and expensive because of the need for medical supervision. For 
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this reason, it is implausible that patients who are taking one LAO would switch to 
another just because the former experienced a ñsmall but significant, non-transitory 
increase in price.ò (CX5000 at 063 (Æ 136) (Noll Report); Noll, Tr. 1390 (ñAnd so those 
are the switching costs. Itôs that you have to invest a significant fraction of your own time 
and you have to have the supervision of a physician in order to switch from one to the 
other.ò)). 

RESPONSE TO FINDING NO. 664: 

The first sentence of Complaint Counselôs Proposed Finding No. 664 is not supported by 

any evidence and should be disregarded because it violates the Courtôs Order on Post-Trial 

Briefs, which requires that ñ[a]ll proposed findings of fact shall be supported by specific 

references to the evidentiary record.ò  (Order on Post-trial Briefs at 2).  Complaint Counsel cites 

no evidence to support the claim that the process of switching from one opioid to another is 

ñrisky, time-consuming, and expensive.ò 

Moreover, Proposed Finding No. 664 is inaccurate.  As Professor Noll admitted under 

cross-examination, he made no attempt to quantify or estimate the alleged ñswitchingò costs; he 

merely ñidentifiedò the supposed costs.  (Noll, Tr. 1553-54).  Nor did he analyze how frequently 

patients are switched from one long-acting opioid to another.  (Noll, Tr. 1525).  Dr. Savage, 

Complaint Counselôs own medical expert, confirmed that switching between long-acting opioids 

is not prohibitively risky, expensive, or time-consuming.  For example, she testified that 

switching a patient between long-acting opioids can be ñsimple.ò  (Savage, Tr. 762).  If ñyouôre 

taking two Percocet a day and you want to switch to a couple of hydrocodone, thatôs not going to 

be a complicated switch.ò  (Savage, Tr. 765-66, 768-69).  Even for patients on high doses of 

multiple opioids, it is only ña bit more complicatedò to switch.  (Savage, Tr. 762).  In fact, Dr. 

Savage has never been unable to switch a patient between long-acting opioids.  (Savage, Tr. 793-

94; Michna, Tr. 2126 (never heard of any instance when a switch was not accomplished safely 

and effectively)).  For these reasons, rotating from one long-acting opioid to another does not 
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involve significant risks when conducted by a doctor who knows the medications, and, in fact, it 

occurs frequently.  (Michna, Tr. 2124, 2126 (switching is ñprobably done thousands of times 
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Finally, Proposed Finding No. 664 violates this Courtôs Order on Post-Trial Briefs by 

citing ñto expert testimony to support factual propositions that should be established by fact 

witnesses or documents.ò  Professor Noll was not and is not qualified as an expert regarding 

medical risks.  (Noll, Tr. 1358). 

665. This is consistent with the testimony of Dr. Savage, who stated that minor 
changes in price would not change her prescribing habits because she is generally not 
aware of them and because her concerns are for the clinical well-being of the patient. 
(Savage, Tr. 771). 

RESPONSE TO FINDING NO. 665: 

Complaint Counselôs Proposed Finding No. 665 is inaccurate, incomplete, and 

misleading.  Dr. Savage personally is not aware of drug prices because formulary tiering and 

what patients pay in copays ñtruly is outside [her] experienceò since she is ña consultant in [her] 

practice areaò and ñthe staff physicians who do the direct management of the patients deal with 

insurance companies.ò  (CX4041 (Savage, Dep. at 117)).  Even still, Dr. Savage noted that she 

does take economic considerations into account in her ñclinical decision-makingò when the 

patient raises the issue with her, especially if the patient does not have insurance.  (Savage, Tr. 

772-73; CX4041 (Savage, Dep. at 138) (ñthe copay is one variable that may be consideredò 

when making prescription choicesðñclinical determinations are usually the first consideration 

and then copaysò)).  Dr. Savage also testified that she would rotate a patient between long-acting 

opioids based on a minor increase in price ñdepend[ing] upon the patient and what the increase in 

price meant to them.ò  (Savage, Tr. 770; see CX5002-063 (Savage Rep. Æ 177) (noting that 

clinicians will ñconsciously consider costsò when they are ñaware that the patient will need to 

pay out of pocketò)).  Dr. Michna reiterated this point, noting that the patientôs insurance 

coverage ñplays a major roleò in the choice of a long-acting opioid.  (Michna, Tr. 2129).   
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666. Impaxôs expert, Dr. Michna likewis
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specific brand of product? A. From day to day, no. I mean, I ï itôs the dramatic events 
that I mentioned to you.ò)). 

RESPONSE TO FINDING NO. 667: 

Complaint Counselôs Proposed Finding No. 667 is incomplete and misleading.  While Dr. 

Michna does not keep track of prices ñon a daily basis,ò doctors have access to electronic 

systems through which they ñget an immediate feedback as to whether thatôs a covered 

medication for that insurance company, [and] also what level of additional pay that the patient 

has to pay at the pharmacy.ò  (Michna, Tr. 2122).  Dr. Michna also testified that patients will 

often raise cost concerns during visits, and pharmacists will call to inform the physician of cost 

concerns.  (Michna, Tr. 2123; see CX4046 (Michna, Dep. at 148-49) (ñI donôt trawl the daily 

cost of all the pharmaceutical products, but I have a general idea.ò)).  He further testified that 

drug manufacturers inform him regarding changes in cost and insurance coverage as well.  

(Michna, Tr. 2123).  Dr. Michna further explained, he is aware of formulary changes, and has 

switched hundreds of patients among LAOs in recent years due to such changes.  (CX4046 

(Michna, Dep. at 149); RX-549.0007 (Michna Rep. Æ 23)). 

668. The fact that consumers cannot easily switch LAOs in response to a change in 
relative prices does not preclude the possibility that, at the time that treatment is initiated, 
some LAOs may be close economic substitutes for a first prescription. Whether 



PUBLIC 

366 
 

the ñlikelyò views of patients and physicians.  (Noll, Tr. 1358).  The cited portion of Professor 

Nollôs expert report, moreover, does not include any citations to evidence or analysis in support 

of his assertions. The first two sentences of Proposed Finding No. 668 should also be disregarded 

because they violates the Courtôs Order on Post-Trial Briefs, which requires that ñ[a]ll proposed 

findings of fact shall be supported by specific references to the evidentiary record.ò  (Order on 

Post-trial Briefs at 2).   

Proposed Finding No. 668 is also inaccurate and not supported by the record.  First, 

patients and doctors can and do choose among long-acting opioids on the basis of price.  

(CX5002-063 (Savage Rep. Æ 177) (noting that clinicians will ñconsciously consider costsò when 

they are ñaware that the patient will need to pay out of pocketò); Michna, Tr. 2148; RX-087 

(UPMC formulary change led 70 percent of patients on one long-acting opioid to switch to 

different long-acting opioids, both branded and generic); RX-448.0020 (  

 

)).   

Second, patients and their physicians do regard different long-acting opioids as close 

substitutes.  Complaint Counselôs own expert physician conceded that ñmostò people can get 

equally effective and safe pain relief from numerous long-acting opioids, and that individual 

responses to any particular opioid cannot be identified in advance of treatment.  (CX4041 

(Savage, Dep. at 60, 66-67)).  Accordingly, no one long-acting opioid is superior to any other 

long-acting opioid across populations of patients.  (Savage, Tr. 790-91; Michna, Tr. 2149). 

Third, first-time opioid prescriptions are ñthe biggest opportunity in the market.ò  (RX-

060.0002 at 29).  
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); RX-022.0004 (same); Addanki, Tr. 

2500 (describing formulary price competition and noting that rebates are on the order of 

magnitude of a small but significant non-transitory increase in price, indicating that ñeven small 

price changes were competitively potentially significantò)). 

Manufacturers also compete on price at the consumer level in order to secure additional 

sales.  (See, e.g., RX-448.0020  

 

); Addanki, Tr. 2236-37 (ñJUDGE CHAPPELL:  Let me ask another 

way.  Have you ever seen a rebate being used like this when thereôs only one brand on the 

market with no competition?  THE WITNESS:  No.  No. It is the hallmark of when thereôs 

actually competition.ò)). 

1. Data confirms that the introduction of new long-acting opioids or 
generic versions of existing LAOs had no discernible impact on 
Opana ER sales 

670. The conclusion that other long-acting opioids are not close economic substitutes 
that lead to price competition for Opana ER can be tested by examining whether changes 
in the market environment for other LAOs affected output and prices for oxymorphone 
ER. (CX5000 at 072 (Æ 158) (Noll Report)). 

RESPONSE TO FINDING NO. 670: 

Complaint Counselôs Proposed Finding No. 670 is based on unreliable expert testimony 

and wrong.  Professor Nollôs analysis is based on his scanning for any ñvisible effectò on Opana 

ER sales, a metric he never defined.  (Noll, Tr. 1384).  Professor Noll recognizes that a SSNIP 

test is the normal method used to determine close economic substitutes.  (CX5000-017 (Noll 

Rep. Æ 38)).  But Professor Noll admits he did not conduct a SSNIP test.  (Noll, Tr. 1514).   

Further, the test described by Professor Noll deliberately ignores the multitude of 

evidence of economic substitution between long-acting opioids, including switching after 
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changes on insurance formularies.  (See Addanki, Tr. 2232).  Indeed, Professor Noll dismisses as 

irrelevant evidence that demand for oxymorphone ER increased after Impaxôs generic entry, with 

patients switching from other long-acting opioids to oxymorphone ER.  (Noll, Tr. 1525).  

Professor Noll similarly dismisses evidence that Opana ER experienced its highest loss rates in 

2012 when physicians switched their patients to other long-acting opioids.  Professor Noll claims 

instead that patients leaving Opana ER switched to heroin or other illegal drugs instead.  (Noll, 

Tr. 1525-26). 

671. Generic entry is a price phenomenon as well as a product phenomenon. In other 
words, one can look at generic entry in one drug market ï for example ER morphine ï 
and see what happens to brand name ER morphine and what happens to another other 
long-acting opioid. If those effects are different, the other l
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the proposition.  Professor Nollôs analysis is based on his scanning for any ñvisible effectò on 

Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).  Professor Noll recognizes that a 

SSNIP test is the normal method used to determine close economic substitutes.  (CX5000-017 

(Noll Rep. Æ 38)).  But Professor Noll admits he did not conduct a SSNIP test.  (Noll, Tr. 1514).   

Further, the test described by Professor Noll deliberately ignores the multitude of 

evidence of economic substitution between long-acting opioids, including switching after 

changes on insurance formularies.  (See Addanki, Tr. 2232).  Indeed, Professor Noll dismisses as 

irrelevant evidence that demand for oxymorphone ER increased after Impaxôs generic entry, with 

patients switching from other long-acting opioids to oxymorphone ER.  (Noll, Tr. 1525).  

Professor Noll similarly dismisses evidence that Opana ER experienced its highest loss rates in 

2012 when physicians switched their patients to other long-acting opioids.  Professor Noll claims 

instead that patients leaving Opana ER switched to heroin or other illegal drugs instead.  (Noll, 

Tr. 1525-26).  

673. No pattern of substitution is exhibited between oxymorphone ER sales and the 
introduction or exit of other brand-name LAOs or the entry or exit of generics against 
these other brand-name LAOs. (CX5000 at 073 (Æ 158) (Noll Report); Noll, Tr. 1394 
(ñ[T]here is no spillover effect from state of competition for one long-acting opioid into 
prices and sales of another long-acting opioid.ò)). 

RESPONSE TO FINDING NO. 673: 

Complaint Counselôs Proposed Finding No. 673 is inaccurate and is not supported by the 

record.  Professor Noll did not calculate cross-elasticity of demand between Opana ER and any 

other long-acting opioid, nor did he conduct a SSNIP test.  (Nop q N o l s  a n a l c a m
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the opioids in the long-acting opioid market.  Therefore, even if there was a lack of a ñstrong 

negative correlationò of sales between OxyContin and oxymorphone ER, it would not be 

indicng 
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(CX5000 at 074-75 (Æ 162) (Noll Report); CX5000 at 196-198 (Exhibits 5A1-5A3) (Noll 
Report)). 

RESPONSE TO FINDING NO. 676: 

 Complaint Counselôs Proposed Finding No. 676 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

677. Sales of OxyContin then began a long decline that continued into 2017, but most 
of this decline occurred after the sales of oxymorphone peaked.  

 

 
(CX5000 at 074-75 (Æ 162) (Noll Report); CX5000 at 196-198 

(Exhibits 5A1-5A3) (Noll Report) (in camera)). 

RESPONSE TO FINDING NO. 677: 

Complaint Counselôs Proposed Finding No. 677 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

678. Thus, except for 2010-11, sales of OxyContin and Opana ER rose and fell in 
parallel, with no substitution between them apparent in the data. (CX5000 at 074-75 
(Æ 162) (Noll Report); CX5000 at 196-198 (Exhibits 5A1-5A3) (Noll Report)). 

RESPONSE TO FINDING NO. 678: 

Complaint Counselôs Proposed Finding No. 678 is not supported by the record and is 

misleading.  Professor Noll did not actually conduct any econometric or statistical analysis 

regarding switching among products.  (Addanki, Tr. 2331).  Professor Noll merely scanned for 

any ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).  

Respondent, moreover, objects to the term ñparallelò as vague and ambiguous.  Whether or not 

Professor Noll believes substitution between OxyContin and Opana ER is ñapparent in the dataò 
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he used to create the exhibits in his report, its irrelevant in the face of significant real-world 

evidence of substitution and switching.  (See, e.g., Addanki, Tr. 2266-67, 2309; Savage, Tr. 762; 

RX-073.0002 at 13, 16; RX-449.0007 (in camera); RX-26.0005-08 (partially in camera); RX-

087).  

679. Between the third quarter of 2010 and the third quarter of 2011, sales of 
OxyContin fell while sales of Opana ER increased, but the magnitudes were very 
different. (CX5000 at 075 (Æ 163) (Noll Report); CX5000 at 196-198 (Exhibits 5A1-5A3) 
(Noll Report)). 

RESPONSE TO FINDING NO. 679: 

Respondent objects to the phrase ñvery differentò in this Proposed Finding as vague and 
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RESPONSE TO FINDING NO. 681: 

 Complaint Counselôs Proposed Finding No. 681 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

682. These data show that both drugs experienced a significant loss of sales when 
reformulated versions were introduced, but neither drug benefitted appreciably from the 
lost sales of the other. (CX5000 at 075 (Æ 163) (Noll Report); CX5000 at 196-198 
(Exhibits 5A1-5A3) (Noll Report)). 

RESPONSE TO FINDING NO. 682: 

Complaint Counselôs Proposed Finding of Fact No. 682 is incomplete and misleading.  

The statement that ñneither drug benefitted appreciably from the lost sales of the otherò does not 

follow from the fact that ñboth drugs experienced a significant loss of sales when reformulated 

versions were introduced.ò  The cited paragraphs of Professor Nollôs report do not include any 
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Accordingly, the graphical, non-econometric analysis described in Proposed Finding No. 684 

should be disregarded. 

685. Thus, these data support the conclusion that oxymorphone ER and oxycodone ER 
are not close economic substitutes and so are not sold in the same relevant product 
market for purposes of assessing the conduct at issue in this case. (CX5000 at 076 (Æ 164) 
(Noll Report); CX5000 at 196-198 (Exhibits 5A1-5A3) (Noll Report)). 

RESPONSE TO FINDING 
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686. Exhibits 5B1, 5B2 and 5B3 of the Noll Report compare prescriptions, MME sales 
quantities, and total sales revenues between oxymorphone ER and morphine ER. 
(CX5000 at 076 (Æ 166) (Noll Report); CX5000 at 199-201 (Exhibi
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and that generic entry occurred several years earlier . . . the generic entry in morphine 
would have had the same effect as the generic entry in oxymorphone, and it didnôt. . . . 
[T]he price [of Opana ER] didnôt actually fall and the sales decline until generic 
oxymorphone entered.ò)). 

RESPONSE TO FINDING NO. 689: 

 Complaint Counselôs Proposed Finding No. 689 is incomplete, misleading, and based on 

unreliable expert testimony.  The Proposed Finding is not probative of whether morphine ER is a 

ñclose economic substitute for Opana ERò for a number of reasons:  First, the Proposed Finding 

is not based on any quantitative or statistical analysis; Professor Noll simply relied on a scan for 

a ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).  Indeed, 

Professor Noll did not conduct any econometric or statistical analysis regarding switching among 

products.  (Addanki, Tr. 2331).  Second, even if we assume Professor Noll has shown that a 

generic LAO took more sales from the corresponding branded LAO than from other LAOs, this 

is to be expected because of the unique setup of the pharmaceutical market, including automatic 

substitution.  (Addanki, Tr. 2313-15).  Third, Professor Nollôs analysis ignores significant price 

competition at the payor, prescriber, and patient levels.  (See also RX-547.0035-43 (Addanki 

Rep. ÆÆ 67-79)).  Fourth, Professor Noll ignores evidence offered by Dr. Michna that physicians 

working with patients will respond to price changes among LAOs.  (RX-549.0007 (Michna Rep. 

Æ 23); Michna, Tr. 2125).  Finally, Professor Nollôs analysis says nothing about whether the 

entrance of generic LAOs increased output and thereby diminished monopoly power.  (Addanki, 

Tr. 2203; RX-547.0019, 51 (Addanki Rep. ÆÆ 32, 96)).  Accordingly, the graphical, non-

econometric analysis described in Proposed Finding No. 689 should be disregarded. 

690. The output measures for morphine ER diverge from the patterns for oxymorphone 
ER. The MME measure shows a gradual decline in output for morphine ER since the end 
of 2011, while the number of prescriptions has continued to rise. Revenues for generic 
morphine ER also rose dramatically, especially after mid-2013. (CX5000 at 077 (Æ 167) 
(Noll Report); CX5000 at 199-201 (Exhibits 5B1-5B3) (Noll Report)). 
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RESPONSE TO FINDING NO. 690: 

Complaint Counselôs Proposed Finding No. 690 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself. 

691. These data imply substantial increases in realized prices for morphine ER that did 
not result in a decline in prescriptions, much less a shift in sales to oxymorphone, which 
in turn implies that oxymorphone ER and morphine ER are not close economic 
substitutes. (CX5000 at 077 (Æ 167) (Noll Report); CX5000 at 199-201 (Exhibits 5B1-
5B3) (Noll Report)). 

RESPONSE TO FINDING NO. 691: 

Complaint Counselôs Proposed Finding No. 691 is incomplete, misleading, and based on 

unreliable expert testimony.  The Proposed Finding is not probative of whether oxymorphone ER 

and morphine ER are ñclose economic substitutesò for a number of reasons:  First, the Proposed 

Finding is not based on any quantitative or statistical analysis; Professor Noll simply relied on a 

scan for a ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).  

Indeed, Professor Noll did not conduct any econometric or stati
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monopoly power.  (Addanki, Tr. 2203; RX-547.0019, 51 (Addanki Rep. ÆÆ 32, 96)).  

Accordingly, the graphical, non-econometric analysis described in Proposed Finding No. 684 

should be disregarded.   

692. Exhibits 5C1, 5C2 and 5C3 of the Noll Report show the sales of hydromorphone 
ER (Exalgo) and oxymorphone ER as measured by prescriptions, MME and sales 
revenue. (CX5000 at 077-078 (ÆÆ 168-69) (Noll Report); CX5000 at 202-204 (Exhibits 
5C1-5C3) (Noll Report)). 

RESPONSE TO FINDING NO. 692: 

Respondent has no specific response.  The data and associated charts speak for 

themselves. 

693. The introduction of Exalgo in 2010 occurred during the period of rapid growth in 
M go)!
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694. Moreover, the introduction of generic oxymorphone ER, while taking substantial 
sales away from Opana ER, had no apparent effect on the growth in sales of Exalgo. 
(CX5000 at 078 (Æ 169) (Noll Report); CX5000 at 202-204 (Exhibits 5C1-5C3) (Noll 
Report)). 

RESPONSE TO FINDING NO. 694: 

Respondent objects to the phrases ñsubstantial salesò and ñapparent affectò in Complaint 

Counselôs Proposed Finding No. 694 as vague and ambiguous.  The Proposed Finding also 

violates this Courtôs Order on Post-Trial Briefs by citing ñto expert testimony to support factual 

propositions that should be established by fact witnesses or documents.ò  Any data speaks for 

itself.  But the use of the term ñapparentò in Proposed Finding No. 694 demonstrates that 

Professor Noll failed to conduct any empirical or econometric analysis to determine any actual 

effects, and that the Proposed Finding is based on unreliable expert testimony.  (Noll, Tr. 1384 

(noting he scanned for ñvisible effect[s]ò); Addanki, Tr. 2331 (noting Profess Noll conducted no 

econometric or statistical analysis)).  Finally, the cited portion of Professor Nollôs report 

(CX5000-077-78 (Noll Rep. Æ 169)) contains no external citations for the proposition that 

generic oxymorphone ER had no apparent effect on the growth in sales of Exalgo. 

695. The entry of generic hydromorphone ER occurred only near the end of the data 
period, in 2014, but for the limited period in the exhibits the only apparent effect of 
generic entry is on sales of Exalgo. There was no apparent effect on total sales of 
oxymorphone ER, which rose slightly after generic hydromorphone ER was introduced. 
(CX5000 at 078 (Æ 169) (Noll Report); CX5000 at 202-204 (Exhibits 5C1-5C3) (Noll 
Report)). 

RESPONSE TO FINDING NO. 695: 

Respondent objects to the phrase ñapparent affectò in Complaint Counselôs Proposed 

Finding No. 695 as vague and ambiguous.  Proposed Finding No. 695 also violates this Courtôs 

Order on Post-Trial Briefs by citing ñto expert testimony to support factual propositions that 

should be established by fact witnesses or documents.ò  Any data speaks for itself.  Moreover, 
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the use of the term ñapparentò in Proposed Finding No. 695 demonstrates that Professor Noll 

failed to conduct any empirical or econometric analysis to determine any actual effects, and that 

the Proposed Finding is based on unreliable expert testimony.  (Noll, Tr. 1384 (noting he 

scanned for ñvisible effect[s]ò); Addanki, Tr. 2331 (noting Professor Noll conducted no 

econometric or statistical analysis)).  

696. These data support the conclusion that hydromorphone ER is not a close 
economic substitute for oxymorphone ER. (CX5000 at 078 (Æ 169) (Noll Report); 
CX5000 at 202204 (Exhibits 5C1-5C3) (Noll Report)). 

RESPONSE TO FINDING NO. 696: 

Complaint Counselôs Proposed Finding No. 696 is incomplete, misleading, and based on 

unreliable expert testimony.  The Proposed Finding is not probative of whether oxymorphone ER 

and hydromorphone ER are ñclose economic substitutesò for a number of reasons:  First, the 

Proposed Finding is not based on any quantitative or statistical analysis; Professor Noll simply 

relied on a scan for a ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 

1384).  Indeed, Professor Noll did not conduct any econometric or statistical analysis regarding 

switching among products.  (Addanki, Tr. 2331).  Second, even if we assume Professor Noll has 

shown that a generic LAO took more sales from the corresponding branded LAO than from other 

LAOs, this is to be expected because of the unique setup of the pharmaceutical market, including 

automatic substitution.  (Addanki, Tr. 2313-15).  Third, Professor Nollôs analysis ignores 

significant price competition at the payor, prescriber, and patient levels.  (See also RX-547.0035-

43 (Addanki Rep. ÆÆ 67-79)).  Fourth, Professor Noll ignores evidence offered by Dr. Michna 

that physicians working with patients will respond to price changes among LAOs.  (RX-

549.0007 (Michna Rep. Æ 23); Michna, Tr. 2125).  Finally, Professor Nollôs analysis says 

nothing about whether the entrance of generic LAOs increased output and thereby diminished 
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monopoly power.  (Addanki, Tr. 2203; RX-547.0019, 51 (Addanki Rep. ÆÆ 32, 96)).  

Accordingly, the graphical, non-econometric analysis described in Proposed Finding No. 696 

should be disregarded.   

697. Butrans (buprenorphine patch) was introduced in 2010 during the period when 
Opana ER sales were growing rapidly. (CX5000 at 078-79 (ÆÆ 170-72) (Noll Report); 
CX5000 at 205-207 (Exhibits 5D1-5D3) (Noll Report)). 

RESPONSE TO FINDING NO. 697: 

Complaint Counselôs Proposed Finding No. 697 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò   

698.  
 

 (CX5000 at 078-79 (ÆÆ 170, 172) (Noll Report); CX5000 at 
205207 (Exhibits 5D1-5D3) (Noll Report) (in camera)). 

RESPONSE TO FINDING NO. 698: 

Complaint Counselôs Proposed Finding No. 698 violates this Courtôs Order on Post-Trial 

Briefs by citing ñto expert testimony to support factual propositions that should be established by 

fact witnesses or documents.ò  Any data speaks for itself.  Further, Respondent objects to the 

phrase   in Complaint Counselôs Proposed Finding No. 698 as vague 

and ambiguous. 

699. The rapid decline in Opana ER sales in 2012, when Reformulated Opana ER 
replaced the old Opana ER, did not cause a change in sales growth for Butrans. (CX5000 
at 079 (Æ 172) (Noll Report); C))£ ̾

R
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RESPONSE TO FINDING NO. 706: 

Respondent objects to the phrase ñsubstantial effectò in Complaint Counselôs Proposed 

Finding No. 706 as vague and ambiguous.  Proposed Finding No. 706 also violates this Courtôs 

Order on Post-Trial Briefs by citing ñto expert testimony to support factual propositions that 

should be established by fact witnesses or documents.ò  The cited portion of Professor Nollôs 

report (CX5000-080 (Noll Rep. Æ 175)) cites no sources for the proposition that oxymorphone 

ER did not have a substantial effect on sales of fentanyl ER.  Professor Noll merely surmises this 

by looking for a ñvisible effect.ò  (Noll, Tr. 1384).  But Exhibit 5E3  

 

  (CX5000-210 (Noll Rep., Ex. 5E3)). 

707. Thus, the patterns of sales of fentanyl ER and oxymorphone ER are not consistent 
with the hypothesis that these drugs are close economic substitutes. (CX5000 at 081 
(Æ 175) (Noll Report); CX5000 at 208-210 (Exhibits 5E1-5E3) (Noll Report)). 

RESPONSE TO FINDING NO. 707: 

 Complaint Counselôs Proposed Finding No. 707 is incomplete, misleading, and based on 

unreliable expert testimony.  The Proposed Finding is not probative of whether oxymorphone ER 

and fentanyl ER are ñclose economic substitutesò for a number of reasons:  First, the Proposed 

Finding is not based on any quantitative or statistical analysis; Professor Noll simply relied on a 

scan for a ñvisible effectò on Opana ER sales, a metric he never defined.  (Noll, Tr. 1384).  

Indeed, Professor Noll did not conduct any econometric or statistical analysis regarding 

switching among products.  (Addanki, Tr. 2331).  Second, even if we assum