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potential competition, no matter how remote, is itself an antitrust violation that outweighs all
real-world consumer benefits. Individually, any of these claims distorts the rule of reason
beyond recognition. Collectively, they represent a full-scale rewriting of the law and an end run
around the Supreme Court. This gambit should be rejected.

First, the Commission must consider the procompetitive benefits flowing from the SLA
as a whole. Complaint Counsel challenged the entire SLA and consistently pointed to its non-
payment terms as purported proof that the agreement was unlawful. Complaint Counsel cannot
attempt to plead and prove its case by looking at terms other than the alleged payment and then
impose a straightjacket on Impax, limiting it to the alleged paymentds procompetitive benefits.
More fundamentally, the payment term did not restrain competition. And when a plaintiff
identifies and challenges a specific agreementd here, the SLA (Compl. £k 1, 49-50, 78)8 the
plaintiff cannot ignore market effects resulting from that agreement. There is no cherry picking
among its terms for purposes of analyzing procompetitive benefits. Indeed, the SLAGs broad
patent license was integral to both the settlement and the resulting competitive effectsd Impax
would not have entered any settlement without it.

Second, the rule of reason requires plaintiffs to prove that a less restrictive alternative
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real-world consumer benefits. CCAB 30 (quotation omitted). Every agreement eliminates
possible competition. It is because of that very fact that the rule of reason exists, requiring courts
to evaluate any actual fiharms [to] consumerso when assessing whether an agreement is unlawful.
Ohio v. Am. Express Co., 138 S. Ct. 2274, 2284 (2018). Condemning reverse-payment
settlements because they avoid the possibility of competition, firegardless of whether the generic
would have otherwised competed (CCAB 30), abandons these principles and imposes a per se
standardd condemning every reverse-payment settlement. But the Supreme Court rejected such
an approach in favor of the rule of reason. Actavis, 570 U.S. at 159. And that test focuses on
actual market effects, not the mere existence of a payment. Without proof that a generic would
have competed earlier absent the settlement, no competition was avoided, consumers suffered no
harm, and no antitrust violation exists.

Fourth, this suit falters because Complaint Counsel failed to establish market power in a
properly defined relevant market. The record is clear that Opana ER competes with many long-
acting opioids (ALAOsO0), all of which are therapeutic and economic substitutes. Indeed, all
LAOs compete on price at the patient, payor, and prescriber levels. When the applicable cost of
one LAO increases, patients flock to other, lower-priced LAOs. And Complaint Counselés own
expert agreed that all LAOs compete for the same customers. When properly defined, Endo
never controlled more than 10 percent of the LAO market, undermining any suggestion of
market power. This alone is reason to dismiss the Administrative Complaint. While there is
much to commend in the Initial Decision, the ALJ did not consider this evidence. Rather, he

questioned the applicability of market power requirements generally and concluded that in all
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STATEMENT OF FACTS
. BACKGROUND
A. The Underlying Patent Dispute
Opana ER, an extended-release opioid medication for the treatment of chronic pain, was
first marketed by Endo in 2006. IDF 43-44, 47. In June 2007, Impax filed the first Abbreviated

New Drug Application (FRANDAO) for generic versions of most Opana ER dosage strengths. IDF
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consider any 2011 or 2012 dates, even in the absence of other terms. IDF 116, 155. Through
aggressive negotiation, Impax secured a January 1, 2013, licensed entry date. RFF 140, 143-44.
Second, Impax secured a license covering all patents-in-suit as well as all pending and future
patents. IDF 125, 592-93. This was particularly important because Impax knew that Endo had
pending applications for additional patents. IDF 167. Together, the SLAGs broad license and
early entry date meant that Impax could (and did) launch its generic version of Opana ER free
from patent risk nine months before Endods original patents-in-suit expired, and sixteen years
before Endods later-acquired patents would expire. IDF 594.

The SLA also included two terms that Complaint Counsel claimed were payments. The
first was a co-exclusive license provisiond referred to as a fiNo-Authorized Generico or fiNo-
AGO provisiond whereby Endo agreed not to sell a generic version of Opana ER during Impaxds
180-day exclusivity period, although Endo could still sell its branded Opana ER product and
compete on price. IDF 127; RFF 199-200. The second term, known as the Endo Credit, would
penalize Endo if it shifted demand away from original Opana ER such that sales dropped below a
certain threshold in the last quarter of 2012. IDF 129. The parties developed the term after Endo
rejected a market degradation trigger, which would have accelerated Impaxos licensed entry date
if original Opana ER sales fell below a specified threshold. IDF 147.

C. The Development and Co-Promotion Agreement

Impax and Endo also executed a Development & Co-Promotion Agreement (iDCAO) in
June 2010. The subject of the collaboration was a promising new Parkinsonds disease treatment
known as IPX-203, which sought to improve upon IPX-066, the forerunner to IPX-203. IDF
314. Although in its early stages of development in 2010, Impax scientists considered the IPX-

203 formulation feasible. IDF 315-17.
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The DCA was the culmination of years of efforts by Endo and Impax to collaborate on
treatments for central nervous system diseases. IDF 275-80; RFF 284-90. Endods due diligence
team recommended that Endo enter the DCA because it was a figood dealo for Endo. IDF 307,
348-49. While Endobs initial term sheet included a $10 million upfront payment for a deal
covering IPX-066 and all follow-on drugs (including IPX-203), it also contained limited profit-
sharing rights. The term sheet proposed that Endo would retain only 50 percent of profits from
sales generated by non-neurologists. CX0320; RFF 315. The final DCA, which limited the
collaboration to IPX-203 and also included a $10 million payment, gave Endo the right to 100
percent of non-neurologist profits. RX-365; RFF 269. Endo calculated the DCAGs net present
value on the basis of these rights and determined that the deal had a fivery reasonable rate of
returno { } Endods 10 percent benchmark
for a business collaboration. IDF 352-53.

After executing the DCA, Impax devoted substantial efforts to developing IPX-203. {

.} IDF 379. IPX-
203 is currently Impaxés filead compound on the brand side of [its] R&D program.0 IDF 389. In
fact, Phase Il clinical trials revealed a statistically significant improvement in treatment, reducing
the amount of time Parkinsonds patients are without control over their motor symptoms by up to
two hours when compared to existing medications, including IPX-066. IDF 390-94.

D. The SLA Benefited Consumers

The SLA is the only reason consumers have access to any form of Opana ER today.
First, Endo obtained six additional patents covering Opana ER starting in March 2012, when it
acquired Patent No. 7,851,482 (the 1106482 patent0) from Johnson Matthey. IDF 573-76, 579-81.

Endo used those patents to file infringement suits against every ANDA filer except Impax. IDF
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ANDA filers infringed valid patents and are permanently enjoined from selling Opana ER until
as late as 2029. IDF 578, 586-87; Endo Pharm. Inc. v. Teva Pharm. USA, Inc., 731 F. Appdx
962 (Fed. Cir. 2018). Even when Endo and Impax subsequently litigated a purported breach of
the SLA, Endo did not seek an injunction to prevent Impax from selling generic Opana ER. RFF
1446-47.

Second, a fisupply chain crisiso prompted Endo to launch a reformulated version of
Opana ER in March 2012, months earlier than Endo planned. IDF 227-230. The FDA then
issued two relevant orders. The first required Endo to stop selling original Opana ER to avoid
consumer confusion, after which Endod in support of its effort to switch consumers to the
reformulated productd publicly claimed original Opana ER was unsafe. IDF 229-33. Endods
public position effectively ended any possibility that Endo would later try to market an fiunsafeo
authorized generic of original Opana ER. RFF 616-23. The second FDA order, issued in June
2017, requested that Endo withdraw reformulated Opana ER because the risk of abuse through
intravenous injection was greater than any pain-relief benefits. IDF 111; RFF 258-60. Endo
complied and, as of September 1, 2017, Impax is the only company permitted to sell Opana
ERQ® branded or generic. IDF 111; RFF 1449,

1. THE INITIAL DECISION

On May 11, 2018, Chief Administrative Law Judge D. Michael Chappell dismissed the
Administrative Complaint. He concluded that the SLA is not an unreasonable restraint of trade
because it is procompetitive under the rule of reason. ID 7, 156-58. He reached this conclusion
on the basis of a four-step, burden-shifting framework. Id. at 98-100.

First, the ALJ assessed whether there was evidence of any anticompetitive effect from the
challenged agreement, including fipayment for delay, or, in other words, payment to prevent the

risk of competition.0 Id. at 98 (quotation omitted). He concluded that while the SLA contained
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anticompetitive effect that are harmful to the consumer and restraints stimulating competition
that are in the consumerds best interests.0 Am. Express, 138 S. Ct. at 2284 (quotation omitted).

To determine whether a particular action violates the rule of reason, fia three-step,
burden-shifting framework applies.0 Id. First, Complaint Counsel has fithe initial burden to
prove that the challenged restraint has a substantial anticompetitive effect that harms consumers
in the relevant market.0 Id. Second, if the plaintiff carries its burden, fithen the burden shifts to
the defendant to show a procompetitive rationale for the restraint.0 Id. Third, if fithe defendant
makes this showing, then the burden shifts back to the plaintiff to demonstrate that the

procompetitive efficiencies could be reasonably achieved throug

-12-
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1. A Payment is Not A Restraint

To begin, when Complaint Counsel accuses a party of restraining trade, the actual filegal
question before [the Commission] is whethero Complaint Counsel has advanced evidence to

fimake out a violation of Sherman Act A 1.0

-13-
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payment alone does not bind or limit in any way. Complaint Counsel conceded as much in its
post-trial brief: fithe payment on its own does not technically orestraind Impaxés entry.0 CCPTB
69. On appeal it underscores this point in explicit terms, contending that filmpax could have

obtained the asserted procompetitive benefitsd a license to additional patents and entry in

-14 -
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can also include related behavior. 1d. (fi[c]learly, the restraint consists in any written or formal
documents that memorialize the relevant agreements among the partieso).

In reverse-payment cases, this means that the relevant firestraintso are the settlement
agreements as a whole, not any particular term found therein. See, e.g., In re Lipitor Antitrust
Litig., 868 F.3d 231, 245 (3d Cir. 2017) (plaintiffs fichalleng[ed] the settlement agreement as an
unlawful restraint of tradeo); In re Loestrin 24 Fe Antitrust Litig., 814 F.3d 538, 542 (1st Cir.
2016) (AThey contend that these agreements constitute illegal restraints on trade.0); In re
Wellbutrin XL Antitrust Litig., 133 F. Supp. 3d 734, 752 (E.D. Pa. 2015) (settlements fiare
without question [the] agreements in restraint of tradeo at issue).

2. Complaint Counsel Challenges—and the Commission Must Consider—
the Entire SLA

This conclusion is particularly true in the present proceedings. Complaint Counsel
challenged the entire SLA. Compl. &% 1, 49-50, 78; CCAB 13 (filmpax failed to satisfy its
burden to justify the challenged agreemento). It seeks remedies prohibiting Impax from entering
flany agreement that prevents, restricts, or in any way disincentivizeso certain competition,
irrespective of any payment in that agreement. CCAB, Appx. A at 4 (emphasis added). And in
claiming anticompetitive impact, Complaint Counsel repeatedly relies on disparate provisions of
the SLAOJ including the fact that Impax agreed to (1) figive up its patent challenget and (2) finot
[] launch a generic Opana ER until January 20130%8 as well as the altogether separate DCA.
CCAB 13-14, 34; see Compl. ££ 49-50. In fact, Complaint Counsel built its case on factors that

exist outside any agreement, ranging from purported subjective intent to timing, and from due

3 These aspects of the settlement exist separate and apart from any purported payment,
and are memorialized in different provisions. CX2626 (executed SLA,; Article 3 covered the
settlement and dismissal of patent challenge; Sections 3.2 and 4.1(a) covered the commencement
date of Impaxads license and sales; and Section 4.1(c) contained the No-AG provision).

-15 -
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intertwined with the effects of the remainder of the venture.0 Id. at 338 (Sotomayor, J.,
concurring).

So too here. Settlement agreements are finegotiated as a whole, agreed to as a whole, and
[go] into effect as a whole.0 Wellbutrin, 133 F. Supp. 3d at 753-54. In this case, Impaxds fitop
business priorityo was ensuring it could sell generic Opana ER free from patent risk. RFF 126.
It simply would not have entered the challenged SLA without the broad patent license Complaint
Counsel seeks to ignore. IDF 565-66; RFF 126-30, 145-57. Accordingly, the provisions cannot
be segregated, and Impax has the right to fioffer legitimate justifications and come forward with
evidence that the challenged settlement is in fact procompetitive.0 In re Cipro Cases | & 11, 348
P.3d 845, 869-70 (Cal. 2015) (emphasis added).*

Restricting the rule of reason (or as Complaint Counsel would have it, just the analysis of

procompetitive benefits) to fia piecemeal, provision-br is] T

-17 -
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compete with one another.0 468 U.S. at 99. The agreement included terms governing, among
many other things, output and payment. Id. at 91-94, 98-99. Yet the Court never separated out
the plands payment provision (or any other) when assessing procompetitive efficiencies, it simply
concluded that the challenged agreement as a whole was neither finecessaryo nor adequately
fitailoredo to the claimed benefits. Id. at 114-19.

Similarly in National Society of Professional Engineers, the Court evaluated all aspects
of the ficanons of ethics,0 including specific rules and later policy statements, that the
government challenged as an fiunlawful agreement.0 435 U.S. at 683-84 & nn.4-6. The Court

ultimately rejected defendantos single defensed that competition

-18 -
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Put simply, when Complaint Counsel identifies and challenges a specific agreementd
here, the SLA and DCA (Compl. £ 1, 49-50, 78)d all aspects of that agreement are at issue.
And while it is appropriate to evaluate whether the agreement actually achieved procompetitive
benefits, it must be done by looking at the agreement as a whole. In reverse-payment cases that
means looking at fithe context of the broader settlement agreement in which a reverse payment
occurs.0 CD 12-13; see, e.g., In re Loestrin 24 Fe Antitrust Litig., 261 F. Supp. 3d 307, 331
(D.R.1. 2017) (courts fillook[] at the whole of the settlement to determine its alleged effect on
competitiono); In re Aggrenox Antitrust Litig., 94 F. Supp. 3d 224, 243 (D. Conn. 2015) (same);
In re Niaspan Antitrust Litig., 42 F. Supp. 3d 735, 752 (E.D. Pa. 2014) (same).

3. Impax Need Not Prove a “Link” to Any Specific Settlement Term

Complaint Counselds related claim that Impax must fiarticulate a specific link between the
challenged restraint and the purported justificationo is a misstatement of the law. CCAB 15
(quotation omitted). The argument is based on quick-look jurisprudence, which is distinct from
fia rule of reasono because it fishifts to a defendanto relevant burdens. Actavis, 570 U.S. at 159
(quotation omitted). As the Commission explained in In re Polygram Holding, Inc., 136 F.T.C.
310 (2003), a respondent must articulate fia specific linko when the challenged conduct is
fiinherently suspectod and the Commission fiavoid[s] full rule of reason analysisod in order to
flavoid summary condemnationo and trigger a imore detailedo review. Id. at 344-50. But the
Supreme Court expressly rejected this quick-look approach with respect to reverse-payment
settlements. Actavis, 570 U.S. at 158-59.

Under the rule of reason, once a defendant advances procompetitive justifications, it is
the plaintiff’s burden to establish the absence of any connection by demonstrating that the
challenged restraint is not reasonably necessary to achieve the stated benefits. Am. Express, 138

S. Ct. at 2284; United States v. Brown Univ., 5 F.3d 658, 669 (3d Cir. 1993). American Express

-19 -
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is instructive. In that case, federal and state antitrust enforcers alleged that agreements between
American Express and merchants were anticompetitive because they contained antisteering
provisions, which prevented merchants from discouraging the use of American Express cards.
138 S. Ct. at 2280. To assess any resulting competitive effects, the Supreme Court looked at the
record as a whole, including procompetitive benefits arising from factors other than the
antisteering provisions specifically.

In particular, the Court placed great weight on the fact that iAmexés business model,0
which included things like generous cardholder rewards and access to credit for low-income
individuals, fispurred robust interbrand competition and has increased the quality and quantity of
credit-card transactions.0 Id. at 2289-90 (emphasis added); see id. at 2303 (Breyer, J.,
dissenting) (fithe majority addresses American Expressé procompetitive justificationso). Even
though the benefits had no articulated link to the antisteering provisions specifically, the Court
both considered and accorded them decisive weight, concluding that the challenged agreements
were not unreasonable restraints of trade. Id. at 2290 (majority op.).

In re Androgel Antitrust Litigation (No. I1), 2018 WL 2984873 (N.D. Ga. June 14, 2018),
is not to the contrary. In that case, the court explicitly acknowledged that it fiis acceptableo for
defendants to fijustify the settlements as procompetitive because they allowed generic entry
earlier than the patent would have allowed,0 a consideration separate and apart from any
payment term. 1d. at *11 (emphasis added). That leaves Complaint Counsel to rely on advocacy
contained in one of its own amicus briefs. CCAB 18-19. But an amicus argument simply fiis not
the law,0 especially when the advocated position was not adopted by the relevant court. Apple
Inc. v. Samsung Elecs. Co. Ltd., 2018 WL 1586276, at *6, 8 (N.D. Cal. Apr. 2, 2018)

(considering Supreme Court brief filed by United States).
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Even the statement from Actavis to which Complaint Counsel pointsd defendants may
show filegitimate justifications are present, thereby explaining the presence of the challenged
term and showing the lawfulness of that term under the rule of reasonod in no way limits from
where procompetitive justifications may flow or otherwise cabins how defendants fishow[]
lawfulness.0 CCAB 18 (quoting Actavis, 570 U.S. at 156). In fact, the Supreme Courtds concern
was not payment on its own, but any resulting agreement to stay out of the market. Actavis, 570
U.S. at 145 (alleged violation of FTC Act by fiagreeing 6to share in Solvaybs monopoly profits,
abandon their patent challenges, and refrain from launching their low-cost generic products to
compete with AndroGel for nine yearsfo). And the appropriate antitrust question is whether that
fiparticular restraint lies beyond the limits of the patent monopoly.o Id. at 149. There are no
artificial limitations or linkage requirements when answering that question. 1d.

4. The Initial Decision Properly Considered the SLA as a Whole

Consistent with these foundational rule-of-reason principles, the ALJ concluded that
fiprocompetitive benefits arising in connection with the settlement agreement as a whole are
properly considered as part of a well-structured rule of reason.0 ID 141. In response, Complaint
Counsel breathlessly declares that the Initial Decision (1) makes fiit easy for drug companies to

pay generic rivals not to compete without violating the antitrust laws,0 CCAB 14; (2) establishes
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Complaint Counsel attributes to it. The ALJ did not establish any bright line rules, resurrect any
patent-related presumptions, or immunize any behavior. And the ALJ did not conclude that fithe
mere presence in the SLA of the January 2013 entry date and a freedom-to-operate licensed

constituted procompetitive benefits. Id
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Impax had gone to trial and won its challenge to the patents at issue in the Endo-
Impax patent litigation.0 1D 145; IDF 575-88; RFF 1114, 1142.
The SLA has actually fienabled Impax to sell its generic Opana ER uninterrupted

since Impax entered the market in January 2013, while all other generic
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Second, Impax did pursue an alternative settlement without the purported payment terms
(the No-AG and Endo Credit provisions). On two different occasions, Impax proposed a
settlement allowing Impax to enter prior to the expiration of the patents-in-suit, but without any
other terms. Endo rejected the proposal both times. IDF 116, 155. As much as Complaint
Counsel would like to ignore this reality, it cannot. A purported less restrictive alternative fails
in the first instance when there is fievidence that the proffered alternative has been tried but
failed.0 Areeda, Antitrust Law £ 1913b (emphasis added). Indeed, when the only fievidence that
does exist cuts against the plaintiffsd view,0 it undermines plaintiffos rule of reason case. Am.
Express, 138 S. Ct. at 2288; see Areeda, Antitrust Law £ 1913b (fiplaintiffs cannot be permitted
to offer possible less restrictive alternatives whose efficacy is mainly a matter of speculationo).

Third, Complaint Counselds claim that requiring proof of a less restrictive alternative
fiwould create an almost impossible standard,0 cannot be reconciled with the law. CCAB 25
(quotation omitted). The Supreme Court requires that plaintiffs fidemonstrateo the existence of a
less restrictive alternative. Am. Express, 138 S. Ct. at 2284. And they must do so by at least fia
preponderance of the evidence.0 Brown Univ., 5 F.3d at 679 (alternative must be fiviableo). This

means that Complaint Counsel fihas the burden of alleging
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Complaint Counselos citation to In re Solodyn Antitrust Litigation, 2018 WL 563144 (D.
Mass. Jan. 25, 2018), does not counsel otherwise. The Solodyn court was not addressing burdens
at the third stage of the rule of reason, but rather the existence of causation for purposes of
antitrust standing. 1d. at *13, 21.” And the court did not accept hypothetical appeals to
ficommon sense.0 It instead evaluated the fidocumentation and the admissible expert opinionso
to assess whether purported fibut foro alternatives created a question of material fact. Id. at *21-
23. Nothing of the sort exists here. See, e.g., Noll, Tr. 1484 (fiyou donét need to knowo whether
there was possible alternative); Bazerman, Tr. 914 (unable to say whether any alternative was
fipossibleo).

Finally, Complaint Counselds claim that filmpax has never argued (let alone offered
evidence) that it could not have achieved its claimed objectiveso with an alternative settlement
turns the rule of reason on its head. CCAB 25. It is Complaint Counsel’s burden to plead and
prove a viable and less restrictive alternative. Am. Express, 138 S. Ct. at 2284; In re McWane,
Inc., 2014 WL 556261, at *36 (F.T.C. Jan. 30, 2014). Attempting to shift the burden to Impax
would fieffectively require [Impax] to prove a negative potentially covering an infinite number of
possibilities.0 Areeda, Antitrust Law £ 1914c. The Initial Decision rightly concluded that

Complaint Counsel failed its burden at the third stage of the rule of reason. ID 146-47.

" The First Circuit, for its part, instructs that the rule of reason represents a fidifficult tasko
for plaintiffs and requires that they establish fithe possibility of achieving the [competitive
benefits] through less restrictive means.0 August News Co. v. Hudson News Co., 269 F.3d 41, 49
(1st Cir. 2001); see Sullivan v. NFL, 34 F.3d 1091, 1103 (1st Cir. 1994) (denying summary
judgment only when firecord contains evidence of a less restrict
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C. The Substantial Procompetitive Benefits Outweigh Any Purported Harm

At the final stage of his analysis, the ALJ fiweigh[ed] the anticompetitive and
procompetitive effects of the SLAO0 and concluded that the settlement fiwas, on balance,
procompetitive.0 ID 147, 158. Complaint Counsel claims that this conclusion cannot stand
because (1) fian agreementds legality should be judged as of the time it is entered,0 without
consideration of how the agreement actually affects consumers thereafter, and (2) the
fielimination of the risk of competitiono is sufficient to condemn the SLA, even if Impax never
fiactually would have entered earlier.0 CCAB 26. Both arguments fail.

1. There are no Temporal Limitations on Rule-of-Reason Analysis

Complaint Counsel not only seeks to limit from where in a challenged agreement
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Petitioner at 32, Ohio v. Am. Express Co., 138 S. Ct. 2274 (2018) (No. 16-1454) (emphasis
added). Instead, the Court evaluated whether the agreements had an actual effect on consumers
in the decades since the agreements were first executed, concluding that fiwhile these agreements

have been in place
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(1983), the Commission considered post-agreement impacts, including that idental insurance
companies were unable to obtain x-rays with the regularity and frequency [they] desiredo and

that fifw]ithin one yeard Aetna had experienced fia backlog of ap
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Creative Leather Prods., Inc. v. PSKS, Inc.
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AAntitrust injuryod the central element of Aantitrust standingdd ensures that the
plaintiffos injury is of fithe type the antitrust laws were intended to prevent.0 Brunswick Corp. v.
Pueblo Bowl-O-Mat, Inc., 429 U.S. 477, 489 (1977). The injury must fiflow[] from that which
makes defendantsd acts unlawfulo and fireflect the anticompetitive effect [] of the violation.o Id.
This ensures that a plaintiff does not receive damages fifor losses stemming from continued
competitiono or any other behavior that, while harmful to plaintiff personally, does not actually
reflect an anticompetitive effect. Atl. Richfield Co. v. USA Petroleum Co., 495 U.S. 328, 334
(1990).

Complaint Counsel need not grapple with these threshold requirements because the
government can always enforce its own laws. Vt. Agency of Nat. Res. v. United States ex rel.
Stevens, 529 U.S. 765, 772 (2000) (United States suffers injury-in-fact fifrom violation of its
lawso). But the fact that Complaint Counsel is a fiproper party0 to bring an antitrust action in the
first instance says nothing about its substantive burden to prove an antitrust violation, which is a
Adistinct matter[] that must be shown independently.0 Atl. Richfield, 495 U.S. at 344. And to
prove that a challenged agreement is an unreasonable restraint under the rule of reason,

Complaint Counsel must prove fihart
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competition and thereby restrain trade; it fiis the very essence of every contract.0 Nat’l Soc., 435
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2016) (similar); In re Aggrenox Antitrust Litig., 2015 WL 4459607, at *10 (D. Conn. July 21,
2015) (similar).

Still, even if the mere elimination of potential future competition was sufficient to
establish cognizable harm under the rule of reason, that would not itself constitute an antitrust
violation. Complaint Counsel would still have to prove that the claimed anticompetitive effects
outweigh all countervailing procompetitive benefits. And as discussed below, the ALJ rightly
concluded that the SLAGs real-world consumer benefits outweigh any elimination of theoretical
and unlikely competition.

3. The Initial Decision Properly Balanced the Competitive Effects

The ALJ did not fisimply look[] at whether the length of time Impax was permitted to be

on the market prior to expiration of the licensed patents exceeded the length of time Impax

-37-



-38 -

PUBLIC



-39 -

PUBLIC



PUBLIC

anticompetitive effects on market pricing.0 Agnew v. NCAA, 683 F.3d 328, 335 (7th Cir. 2012);
see Assam Drug Co. v. Miller Brewing Co., 798 F.2d 311, 316 (8th Cir. 1986) (same).

fiSubstantial market powero consequently fiis an indispensable ingredient of every claim
under the full Rule of Reason.0 Chi. Prof’l Sports Ltd. P’ship v. NBA, 95 F.3d 593, 600 (7th Cir.
1996). And a plaintiffos failure to prove market power requires judgment in favor of defendants.
Capital Imaging Assocs., P.C. v. Mohawk Valley Med. Assocs., Inc., 996 F.2d 537, 546-47 (2d
Cir. 1993) (affirming summary judgment for lack of market power in horizontal-restraint case);
Rothery Storage & Van Co. v. Atlas Van Lines, Inc., 792 F.2d 210, 229 (D.C. Cir. 1986) (same).
This is no less true in reverse-payment cases, which must be proved fias in other rule-of-reason
cases.0 Actavis, 570 U.S. at 149, 159 (fantitrust questiond must be answered with reference to
fitraditional antitrust factors,0 including fimarket powero); see In re Nexium (Esomeprazole)
Antitrust Litig., 842 F.3d 34, 49 (1st Cir. 2016) (same); Wellbutrin, 133 F. Supp. 3d at 754-55
(same).

Accordingly, the ALJos suggestion that market power may not be a finecessary element of
a reverse payment settlement challengeo finds no support in the law. ID 139. Complaint
Counsel agrees. CCAB 10 n.3. Even the cases cited in the Initial Decision (ID 96) affirm the
centrality of market power. See King Drug, 791 F.3d at 411-12 (fitraditionalo rule of reason
applies, which requires market power); In re Aggrenox Antitrust Litig., 199 F. Supp. 3d 662, 666
(D. Conn. 2016) (market power essential, but can be proved directly with evidence that brand
could fiprofitably charge supracompetitive prices over a sustained periodo); Cipro, 348 F.3d at
873 (under California law, market power can be presumed from a large reverse payment, but

defendants may rebut plaintiffsé prima facie showing).
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B. The Initial Decision Did Not Apply Traditional Antitrust Standards
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Waxman regulatory framework, and (3) Endods alleged reverse payment to Impax. 1D 18, 139-
41. None of these factors supports a narrow market definition or a finding of market power.

1. Patents Do Not Bestow Market Power

The ALJ stated that fithe patents at issue in the Impax infringement case gave Endo the
power to exclude competitors,0 and that fipharmaceutical patents often carry with them market
power.0 ID 18, 139, 141. However, the notion that patents bestow market power because they
allow brand-name drug companies to fiexclude competitorso is circular. The statutory right of
exclusion is not equivalent to market power unless one assumes that (1) the patents are valid and
(2) only literal copies of the branded drugd i.e., products that would infringe the brand
companyos patentsd count as ficompetitors.0 Addanki, Tr. 2343 (fi[T]o the extent that other
long-acting opioids competed with Opana ER, [Endods] patents had no ability to block them.o).

But literal equivalence is not the standard by which markets are delineated. Du Pont, 351
U.S. at 393; see Abbvie, No. 14-5151, slip op. at 64 (fiperfect correspondenceo not required);
Mylan Pharm., Inc. v. Warner Chilcott Pub. Ltd. Co., 2015 WL 1736957, at *10 (E.D. Pa. Apr.
16, 2015) (fisubtle differenceso irrelevant). Recognizing this, the Supreme Court has rejected the
fidpatent equals market powerd presumption.o Ill. Tool Works Inc. v. Indep. Ink, Inc., 547 U.S.
28, 44 (2006); see N. Pac. Ry. Co. v. United States, 356 U.S. 1, 10 n.8 (1958). The Commission
has put it this way: AAlthough the intellectual property right confers the power to exclude with
respect to a specific product, process, or work in question, there will often be sufficient actual or
potential close substitutes for such product, process, or work to prevent the exercise of market
power.0 DOJ & FTC, Antitrust Guidelines for the Licensing of Intellectual Property A 2.2
(2017) (emphasis added).

The agenciest explanation aptly describes the LAO market, and identifies a fatal flaw in

the ALJos market power finding. The fact that Endods patents prevented others from selling

-42 -






PUBLIC

(quoting 570 U.S. at 157). From this, the ALJ reasoned that Endods alleged payment to Impax is

fistrong proof of Endods market power in the relevant market.o
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2. LAOs are Economic Substitutes

The record further indicates that LAOs competed on price and are reasonable economic
substitutes. filt is imperative that the [Commission], in determining the relevant market, take into
account the economic and commercial realities of the pharmaceutical industry.0 FTC v.
Cardinal Health, Inc., 12 F. Supp. 2d 34, 46 (D.D.C. 1998); see Am. Express, 138 S. Ct. at 2285
(market definition must fireflect[] commercial realitieso). The pharmaceutical industryds unique
institutional features mean that any competition will play out at three levels: patient, prescriber,
and payor. The record shows fierce competition among LAOs at each level.

At the patient level, LAO makers offered ficopay couponso and other discounts to attract
patients by redacRig tik8eRi¥depocKeE pdizes. RFF 899-915. AsEndoaptla 3 | | 2 ce!

amonopolicd andmolfilsAOs  ic ~ uk stitutesotherl
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25; see Mylan, 2015 WL 1736957, at *10 (relevant market included all oral tetracyclines, even
though defendantso advertisements fiemphasized that Doryx is superior to other oral
tetracyclineso). In addition to advertising and promotion, LAO makers also informed physicians
about formulary placement and copay assistance programsd the primary determinants of
patientsd out-of-pocket costs. RFF 892-98; RX-016.0002 at 97; RX-445.0021-22. This
messaging would be nonsensical if lower prices did not induce substitution. See Town Sound &
Custom Tops, Inc. v. Chrysler Motors Corp., 959 F.2d 468, 480 (3d Cir. 1992) (price-based
competitive advertising supported broad market definition; rejecting single-brand market
definition). Indeed, formulary coverage and copays play a major role in deciding which LAO to
prescribe. RFF 750-72; RX-549 (Michna Rep. £k 21, 52-53).

At the payor level, LAO makers offered discounts to insurersd which typically pay the
lionds share of a drugds priced for the express purpose of Aimprov[ing] formulary access.0 RX-
014.0002; see RFF 818-77. These discounts were directly influenced by competitorsé pricing.
See, e.g., CX3206-002 (discussing fian additional 11% discount on Opana ERO to fiachieve

pricing parity with OxyContino); RX-073.0002 at 61 (comparing Opana ER and OxyContin

-47 -



PUBLIC

Just as important, the record indicates that by winning favorable formulary placement at a
competitords expense, LAO manufacturers could secure their figreatest share gains.0 RX-
073.0002 at 33. As just one example, when the University of Pittsburg Medical Center, a major
health system, changed its formulary to preference Opana ER over OxyContin, nearly 70 percent
of OxyContin patients switched to an alternative LAO, with Opana ER utilization expanding

almost twelve-fold. RX-087; RFF 763-68. This real-world evidence of cross-elasticity of
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as competitorso supported broad market definition); Mylan, 2015 WL 1736957, at *9 (similar);
United States v. Bazaarvoice, Inc., 2014 WL 203966, at *22 (N.D. Cal. Jan. 8, 2014) (similar).

4. The Commission Previously Concluded Opana ER Competed Against
Other LAOs in the Same Market

The record in this case is consistent with the Commissionds own findings. In 2009, the
year before the SLA was signed, the Commission identified a market consisting of fithe
manufacture and sale of oral LAOs.0 See Compl. £ 12, In re King Pharm., Inc. & Alpharma,
Inc., No. C-4246 (F.T.C. Feb. 2, 2009). The Commission defined fioral LAOs0 to include
forally-administered extended-release formulations of . . . oxycodone, morphine sulfate[,] and
oxymorphone.o Id. £ 1.2 In its published analysis of the King/Alpharma consent decree, the
Commission stated that although fioral LAOs are based on distinct chemical compounds . . . all

of these products have the same mechanisms of action, similar indications, similar dosage
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D. Endo Never Had Market Power in a Properly-Defined LAO Market

From January 2009 through December 2012, Opana ERGs share of the LAO market never

even reached 10 percent. RFF 1002. It is fiinconceivableo that
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are material. In fact, both medical experts contradicted Dr. Noll, testifying that no LAO is
superior and that pain physicians have a choice among numerous products. RFF 698-710, 729-
49, 923-39, 972-76. In practice, opioids are prescribed interchangeably to treat scores of
diagnoses. RFF 720-22; RX-547 (Addanki Rep. £ 64, Ex. 4). Any minor therapeutic
distinctions do not create an antitrust market. See Mylan, 2015 WL 1736957, at *8-9 (testimony
that Doryx had fiunique characteristics that differentiate it from other antibiotics,0 such as its
fside-effect profile,0 did not defeat conclusion that fiall oral tetracyclines treat acne with similar
effectiveness and so are interchangeable for that purpose0); Abbvie, No. 14-5151, slip op. at 64
(frelative advantages and disadvantageso irrelevant; firough equivalenced was what mattered to
broad market definition including all transdermal testosterone replacement therapies).

Switching costs, if any, are low. Dr. Noll claimed that fiswitching costs,0 such as the
need to taper off one drug while titrating up on another, support his narrow market definition.
Noll, Tr. 1388-90. But as Dr. Noll admitted, he did not measure or quantify these supposed
costs; he merely claimed to identify them. RFF 986. Complaint Counsel cannot rely on such
amorphous claims. See SMS Sys. Maint. Servs., Inc. v. Dig. Equip. Corp., 188 F.3d 11, 20 (1st
Cir. 1999) (rejecting claim when there was no evidence that fialleged switching cost is
materialo); Commercial Data Servers, Inc. v. IBM Corp., 262 F. Supp. 2d 50, 68-69 (S.D.N.Y.
2003) (similar; no ficustomers who wanted to leaveo fiwere unable to migrate due to high
switching costso).

Dr. Noll also ignored the testimony of both medical experts, which indicates that
switching costsd to the extent there are anyd do not make switching impractical. RFF 734-44,
778-84; RRFF 661-64; see Commercial Data Servers, 262 F. Supp. 2d at 69 (inquiry is whether

switching costs imake migration impracticalo). Complaint Counselés medical expert affirmed
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that switching is often fisimple,0 and that she herself has never been unable to switch a patient
from Opana ER to another LAO. RFF 734, 738. If switching costs were high enough to make
switching impractical, rotation therapy would not be a viable treatment option, much less a fivery
important clinical tool,6 as Complaint Counselds expert described it. RFF 773-77.

Endo’s pricing communications do not support a narrow market definition. Dr. Noll
and Complaint Counsel asserted that Endods pricing documents for Opana ER firarely considered
the prices of other drugs.0 Noll, Tr. 1392-94; CCPTB 54. As support, Dr. Noll pointed to a
handful of cherry-picked Endo documents that discuss Opana ERGs list prices (known as WAC

prices). RFF 833; RRFF 721, 737, 866-67, 873-79. As Dr. Noll admitted, however,

gy —
I R-F 834-35; Addanki, Tr. 2290. And when it came to the prices

that consumers and insurers actually paid, Endo did discuss competitorso pricing. See, e.g., RX-
028.0011 (discussing competitorsd fi[a]ggressive couponingo); CX3206-002 (discussing Purdueds
discounts to payors); RX-073.0002 at 33 (discussing Opana ERGs fi[a]dvantaged [flormulary
[s]tatus vs. OxyContino); see also RRFF 940.1

LAO makers’ promotional efforts do not support a narrow market definition. Dr. Noll
asserted that LAO makersé promotional efforts fifocused primarily on product definition,0 which
he thinks fiundermin[es], rather than enhancles], price competition.0 Noll, Tr. 1394; CX5004
(Noll Rebuttal Rep. £53). But the need to differentiate was driven by the fact that LAOs fare
not very differentiatedo to begin with. RX-023.0002; RFF 960-70. In any event, fimost product

differentiation does not indicate substantial market power for anyone,0 since even fihighly

14 Endo also discussed competitorsi WAC prices, despite the relative unimportance of
those prices. See, e.g., CX2673-008; RX-073.0002 at 72.
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competitive firms advertise [and] vary products.0 Areeda, Antitrust Law £ 520c; see Town
Sound, 959 F.2d at 478-81 (evidence that fiChryslerds advertising compare[d] the . . . features of

its autos with other companies6o indicated relevant market was fiall new automobileso).
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high Lerner Index indicates a firm can fisustain price above marginal cost,0 fiwhether they have
monopoly power depends on other things.0 Noll, Tr. 1415; RFF 677. Dr. Noll testified that a
high Lerner Index is a inormal market outcome in an industry with high fixed costs and low
marginal costs,0 which, he explained, includes the pharmaceutical industry. Noll, Tr. 1416; RFF
678-82. He conceded that even if prices are significantly above marginal cost, they may not be
supracompetitive. Noll, Tr. 1416 (fiwhether thereds monopoly profit or not you donét knowo).
Accordingly, proof of supracompetitive pricing requires more than a high Lerner Index or
price differentials with generic products. See In re Remeron, 367 F. Supp. 2d at 683 (fiClearly,
there must be more proof than just a showing that a brand name drug costs more than a generic
equivalent.0); In re Wireless Tel. Servs. Antitrust Litig., 385 F. Supp. 2d 403, 422 & n.27
(S.D.N.Y. 2005) (Lerner Indices of 0.85 and 0.5 did not establish market power). Among other
things, the plaintiff must show that the fidefendant had an abnormally high price-cost margin.o
Mylan, 838 F.3d at 434 (quotation omitted; emphasis added). And Complaint Counsel advanced
no evidence that Endods Lerner Index was fiabnormalo in any way. RRFF 878, 956; see Malcom
B. Coate & Joseph J. Simons, In Defense of Market Definition, 57 Antitrust Bulletin 667, 690
(Winter 2012) (fiit is impossible to use the Lerner index to choose the dbestd market definitiono).
Even assuming Complaint Counsel proved supracompetitive pricing, however, its
fidirecto evidence of market power would fail because it did not show that Endo restricted output.

Am. Express, 138 S. Ct. at 2288 (fiMarket power is the ability to raise price profitably
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Erie Co., 854 F.2d 802, 809 (6th Cir. 1988) (fiantitrust liability cannot be premised on
improvident business decisionso); FTC v. AbbVie Inc., 107 F. Supp. 3d 428, 434, 436-37 (E.D.
Pa. 2015) (fiunusually favorableo and non-ficustomaryo deal not an actionable reverse-payment).
More problematically, Complaint Counselds purported expert, Dr. Geltosky, refused to
testify that the DCA was anything but a bona fide collaboration. IDF 416-17; RFF 515-18.
Indeed, Dr. Geltosky offered no opinion about the merits of the deal or whether Endo exercised
sound business judgment in signing it. IDF 427-32; RFF 515-18. His opinion that the DCA was
flunusuald was instead based on his personal experienced which had nothing to do with deals

like the DCAJ and was contradicted by his own admission that the
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procompetitive agreement in spite of its actual market effects conflicts with the very purpose of
the antitrust laws. Leegin, 551 U.S. at 895 (courts should not fiprohibit[] procompetitive conduct
the antitrust laws should encourage0); Matsushita Elec. Indus. Co. v. Zenith Radio Corp., 475
U.S. 574, 594 (1986) (similar).

For that reason, antitrust fiimplications for a reverse payment only arise if the payment is
separate from compensation for the fair market value of other products and services bargained
for in the settlement.0 In re K-Dur, 2016 WL 755623, at *12 (emphasis added). And the
question whether a payment represents fair market value is always an objective one. Intent plays
no role. Rolfsv. C.I.R., 668 F.3d 888, 891 (7th Cir. 2012) (fifair market value requires an
objective, economic inquiry0); United States v. Abbey, 560 F.3d 513, 523 (6th Cir. 2009) (same;
flargument that the standard is subjective is thus foreclosedo).

In any event, the inference Complaint Counsel proffers is contrary to the record. The
evidence does not indicate that either Endo or Impax executed the DCA for the fibasic reasono of
delaying competition. The record establishes that Impax entered the DCA to obtain fia partner
who would fund some of the costs to get [IPX-203] approvedo (IDF 374), while Endo sought to
place a potentially lucrative drug in its pipeline since it does not develop drugs on its own (IDF
254-55, 349-53). And the process by which the parties entered their deal was no shorter than
other Endo collaborations (RFF 411), allowed Endo sufficient time to assess the opportunity
(IDF 342-45), mitigated Endods risks (IDF 365-69), and contained a payment term that was not
uncharacteristically large (IDF 370). The DCA was legitimate.

B. The ALJ Properly Required Proof of a fiLarge and Unjustifiedo Payment

Complaint Counsel contends that the Initial Decision departed from the rule of reason by
considering Impaxos fiproffered justifications for the reverse payment at the initial stageo of the

rule of reason. CCAB 39-40. Not so.
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Complaint Counsel is confusing Actavisis threshold requirement that plaintiffs
demonstrate that a payment is filarge and unjustifiedo with the separate consideration of what the
rule of reason requires to then prove a substantive violation, including the presence of any
procompetitive benefits. The Supreme Court is clear: fia reverse payment, where large and
unjustified, can bring with it the risk of significant anticompetitive effects.0 Actavis, 570 U.S. at
158 (emphasis added). But under the rule of reason, the fibasic questiono remains fithat of the
presence of significant unjustified anticompetitive consequences.0 Id. at 160 (emphasis added).
This means a plaintiff can move forward with its claims only if it has demonstrated (1) a
payment was large and unjustified, and (2) the purported firisk of significant anticompetitive
effectso actually resulted in fianticompetitive consequences.o

Any other reading strains Actavis past the breaking point. Actavis was decided at the
pleading stage and considered only whether reverse-payment settlements are immune from
antitrust scrutiny. It concluded that they are not because when a reverse payment is both large

and unjustified, it carries a risk of anticompetitive effects. Id
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calculate the expected value of the Endo Credit at the time of the settlement,0 and fifailed to
adequately describe or explain the bases for his assumptions or his calculations, either in his
expert report, or his testimony.0 IDF 240; ID 111. In doing so, the ALJ did not commit any
error.

First, Complaint Counselds assertion that Dr. Noll assessed fiall plausible outcomeso finds
no support in the record. CCAB 43. Complaint Counsel has no basis to assert that these
fiexampleso are any more fiplausibleo than the many potential outcomes Dr. Noll did not
consider, since none of his examples are probability-weighted. RFF 648-49. Complaint Counsel
cannot simply declare some outcomes fiplausibleo (and others implausible) because it believes
probability weighting is impractical. Camaj v. Holder, 625 F.3d 988, 991 n.3 (6th Cir. 2010)
(fiunsupported assertions of counsel are not evidenceo); Stobie Creek Invs. LLC v. United States,
608 F.3d 1366, 1376 (Fed. Cir. 2010) (rejecting fipossible outcomeso when unsupported by
fiprobabilitieso).

Second, Complaint Counselés cherry-picked fiexampleso deliberately mislead. Complaint
Counsel does not account for the time value of money. Thus, while Complaint Counsel says the
No-AG provision was worth fiat leastd $16.5 million (CCAB 42), it does not mention that at the
time of the settlement, the present value of that fiexampleo would have been just $11 million,
according to its own expert. CCFF 471. Similarly, Complaint Counselds assertion that the Endo
Credit payment had an ex ante value of fiat leastd $62 million ignores the fact that Dr. Noll
conjured that figure without reference to the SLAG6s Endo Credit formula. IDF 239; RRFF 470.
And the estimate assumes that Endo expected no sales of original Opana ER in the fourth quarter
of 2012, which is contradicted by the record. RFF 636; RRFF 470. This is not a minor point. If

Endods fourth quarter 2012 sales of original Opana ER were 49.9 percent of peak sales, then,
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condemn it as anticompetitive without any evidence whatsoever i
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Dated: August 10, 2018 By: /s/ Edward D. Hassi
Edward D. Hassi

Edward D. Hassi
thassi@debevoise.com
DEBEVOISE & PLIMPTON LLP
801 Pennsylvania Avenue, NW
Washington, DC 20004
Telephone: (202) 383-8000
Facsimile:  (202) 383-8118

Michael E. Antalics
mantalics@omm.com
Benjamin J. Hendricks
bhendricks@omm.com
Eileen M. Brogan
ebrogan@omm.com
OOMELVENY & MYERS LLP
1625 Eye Street, NW
Washington, DC 20006
Telephone: (202) 383-5300
Facsimile:  (202) 383-5414

Stephen J. Mclintyre

smcintyre@omm.com
OOMELVENY & MYERS LLP
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Telephone: 202-326-3759
Email: nleefer@ftc.gov

Synda Mark

Federal Trade Commission
600 Pennsylvania Ave, NW
Washington, DC 20580
Telephone: 202-326-3759
Email: smark@ftc.gov

Maren Schmidt

Federal Trade Commission
600 Pennsylvania Ave, NW
Washington, DC 20580
Telephone: 202-326-3759
Email: mschmidt@ftc.gov

Jamie Towey

Federal Trade Commission
600 Pennsylvania Ave, NW
Washington, DC 20580
Telephone: 202-326-3759
Email: jtowey@ftc.gov

Eric Sprague

Federal Trade Commission
600 Pennsylvania Ave, NW
Washington, DC 20580
Telephone: 202-326-3759
Email: esprague@ftc.gov

Chuck Loughlin

Federal Trade Commission
600 Pennsylvania Ave, NW
Washington, DC 20580
Telephone: 202-326-3759
Email: cloughlin@ftc.gov

DATED: August 10, 2018 /s/ Benjamin J. Hendricks
Benjamin J. Hendricks
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CERTIFICATE FOR ELECTRONIC FILING

I hereby certify that the electronic copy sent to the Secretary of the Commission is a true
and correct copy of the paper original and that | possess a paper original of the signed document
that is available for review by the parties and the adjudicator.

DATED: August 10, 2018 /s/ Benjamin J. Hendricks
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