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immediate-release opioids which are short-acting. When it entered the

market, Opana ER was the only extended-release version of oxymorphone.

In late 2007, Impax filed the first application to market generic

extended-release oxymorphone. The application did not result in prompt

approval of the generic, however, because Endo held patents for Opana ER
that would not expire until 2013. Endo sued Impax for patent infringement

inJanuary 2008, delaying any FDA approval of the generic for 30 months
untilJune 2010-unless the litigation concluded earlier.

Early settlement talks failed, with Endo rejecting Impax's proposed
entry dates ofJanuary 2011,July 2011, December 2011, orJanuary 2012.
The June 2010 expiration of the Hatch-Waxman stay loomed.

Delaying Impax's entry beyond the stay period would save Endo millions.

Endo had projected that generic entry would cut Opana ER sales by 85

percent within three months and cost it $100 million in revenue within six

months.

But extending the period in which it could sell Opana ER without

competition was just one of Endo's priorities.

The drug maker had

something else in the works: It planned to move consumers to a new brand

name drug that would not face competition for years. Endo would remove

the original Opana ER from the market, replace it with a crush-resistant

version of the drug, and obtain new patents to protect the reformulated drug.

While Impax's generic would still eventually reach the market, it would not

be therapeutically equivalent to Endo's new branded drug and thus

pharmacists would not be able to automatically substitute the generic when

filling prescriptions. This automatic substitution ofbrand drug prescriptions,

promoted by state laws, is the primary driver of generic sales. So, if Endo
succeeded in switching consumers to its reformulated drug, which would be

just different enough from the original formulation to preclude substitution,
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the market for Impax's generic would shrink dramatically, preserving Endo's

monopoly profits.

The success of this "product hop" 1 depended on the reformulated

Opana ER reaching the market sufficiently in advance of Impax's generic

entry to allow patients to move away from the original drug before
pharmacists started substituting the generic version. This transition period

to the reformulated drug would take roughly six to nine months. A successful
transition to the reformulated Opana ER before generic entry would mean

millions to Endo. The company projected that the reformulated Opana ER

would generate about $200 million in annual sales by 2016 if the market

transitioned to the new drug before the generic entered. But if the generic

launched first, then 2016 sales of the new formulation would fall to $10

million.

The date when Impax could start selling its generic was thus critical.

The FDA tentatively approved Impax's application in May 2010. The

Hatch-Waxman stay would expire the next month. There were signs that

Impax was planning to launch its generic soon thereafter. 2

With the possible launch date for generic entry imminent, Endo

restarted settlement negotiations just three days after the FDA's tentative
approval of the generic. The parties settled the patent litigation in June 2010,

Product hopping can itself be anticompetitive. See generally New York ex rel.
Schneiderman v. Actavis PLC, 787 F.3d 638, 643 & n.2, 652-59 (2d Cir. 2015); Alan Devlin,
Exclusionary Strategies in the Hatch-Waxman Context, 2007 MICH. ST. L. REV. 631, 657 673 (crediting Professor Hovenkamp with the "product hop" term).
1

2

Iflmpax entered the market before resolution of the patent litigation, it would risk
paying any damages for its sales in the event Endo later proved infringement. This is called
"at risk" entry. See In re Lipitor Antitrust Lit., 868 F.3d 231, 241 {3d Cir. 2017).

6

Case: 19-60394

Document: 00515819158

Page: 8

Date Filed: 04/13/2021

No.19-60394

the reformulated Opana ER from the market due to safety concerns, and it

did.

For its part, Impax began marketing original formulation generic

oxymorphone in January 2013, despite the damaged market Endo left behind.
Because of the injunctions Endo secured against other generics and because
Endo eventually withdrew the reformulated Opana ER from the market,

Impax's generic is the only extended-release oxymorphone available to

consumers today.

D.

The FTC brought separate actions against Endo and Impax alleging
that the settlement was an unfair method of competition under the FTC Act

and an unreasonable restraint on trade under the Sherman Act. Endo settled.
Impax fought the charge and successfully argued that the case should proceed

in an administrative proceeding rather than in federal district court where the

Commission had first filed.

An administrative law judge determined that the agreement restricted

competition but was nevertheless lawful because its procompetitive benefits

outweighed the anticompetitive effects. Reviewing both the facts and law de

novo, 16 C.F.R. § 3.54(a), the Commission reached a different conclusion. It

found that Impax had failed to show that the settlement had any

procompetitive benefits.

Moreover, it determined that the purported

benefits Impax identified could have been achieved through a less restrictive

agreement. The Commission did not impose any monetary sanctions. It did
not even invalidate Impax's agreements with Endo or other drug makers.
Instead, it issued a cease-and-desist order enjoining Impax from entering into

similar reverse payment settlements going forward.

Impax now petitions for review of the FTC's order.
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III.
A reverse payment settlement is a settlement of patent litigation in

which the patentholder gives the alleged infringer cash or other valuable

services or property and the alleged infringer agrees not to market its

allegedly infringing product until some later date. See Actavis, 570 U.S. at

140. These horizontal agreements unlawfully restrain trade, see 15 U.S.C. §

1, if they cause anticompetitive effects that outweigh any procompetitive

benefits. 3 See Actavis, 570 U.S. at 156-59.

This rule-of-reason inquiry uses a burden-shifting framework. See

Ohio v. Am. Express, 138 S. Ct. 2274, 2284 (2018). The initial burden is on

the FTC to show anticompetitive effects. Id. If the FTC succeeds in doing
so, the burden shifts to Impax to demonstrate that the restraint produced

procompetitive benefits. Id. If Impax successfully proves procompetitive

benefits, then the FTC can demonstrate that any procompetitive effects

could be achieved through less anticompetitive means. Id. Finally, if the
FTC fails to demonstrate a less restrictive alternative way to achieve the

procompetitive benefits, the court must balance the anticompetitive and

procompetitive effects of the restraint. Apani Sw., Inc. v. Coca-Cola Enters.,

Inc., 300 F.3d 620, 627 (5th Cir. 2002).

If the anticompetitive harms

outweigh the procompetitive benefits, then the agreement is illegal. Id.

A.

The first question is whether the agreement caused anticompetitive

effects or "created the potential for anticompetitive effects." Doctor's Hosp.
3

Reverse-payment settlements are also sometimes called "pay for delay"
agreements. See FTC v. Watson Pharm., Inc., 677 F.3d 1298, 1301 (11th Cir. 2012), rev 'd
sub nom. FTC v. Actavis, 570 U.S. 136 (2013). Following the Supreme Court's lead, we use
the term "reverse payment."
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ofJefferson, Inc. v. Se. Med. All., Inc., 123 F.3d 301, 310 (5th Cir. 1997); accord
Retractable Techs, Inc. v. Becton Dickinson & Co., 842 F.3d 883, 895 (5th Cir.
2016) (noting that an antitrust plaintiff must show that a restraint "had the
potential to eliminate, or did in fact eliminate, competition"); see also Actavis,
570 U.S. at 157 (noting that the "relevant anticompetitive harm" of a reverse
payment settlement is "prevent[ing] the risk of competition"). Such effects
may be proved "indirectly," with "proof of market power plus some
evidence that the challenged restraint harms competition." 4 Am. Express
Co., 138 S. Ct. at 2284.
Anticompetitive effects are those that harm consumers. Think
increased prices, decreased output, or lower quality goods. Id. Eliminating
potential competition is, by definition, anticompetitive. See, e.g., United
States v. Falstaff Brewing Corp., 410 U.S. 526, 532-33 (1973) (acquiring
potential competitor was anticompetitive both because of current pressure of
potential entry and potentially beneficial effects of future entry). Indeed,
paying a potential competitor not to compete is so detrimental to competition
that normally it is a per se violation of the antitrust laws. See Palmer v. BRG of
Ga., Inc., 498 U.S. 46, 48-49 (1990); see also Blue Cross & Blue Shield United
of Wis. v. Marshfield Clinic, 65 F.3d 1406, 1415 (7th Cir. 1995) (Posner, C.J.)
(suggesting that market allocation agreements are even more pernicious than
price-fixing agreements because the former eliminates all forms of
competition);Joshua P. Davis & Ryan]. McEwan, Deactivating Actavis: The
Clash Between the Supreme Court and (Some) Lower Courts, 67 RUTGERS
U.L. REV. 557, 559 (2015) (calling "an agreement between horizontal
competitors not to compete, the bete noir of antitrust law").

4

The FTC required that showing of market power to show potential
anticompetitive effect under Actavis. Impax does not argue that it lacked market power
it held a patent after all-so we need not address that issue further.
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the claim of antitrust unlawfulness." Actavis, 570 U.S. at 157 (emphasis
added). 6

Impax also argues that the settlement does not look anticompetitive in

hindsight. After all, since the settlement Endo has obtained more patents for
Opana ER and proven their validity in court. On top of that, the product hop
ended up failing once Endo had to take reformulated Opana ER off the

market due to safety concerns. So Impax's generic is now the only version of

Opana ER on the market.

But it is a basic antitrust principle that the impact of an agreement on

competition is assessed as of "the time it was adopted." See Polk Bros. v.

Forest City Enters., 776 F.2d 185, 189 (7th Cir. 1985) (Easterbrook,].); see also
FTC & DOJ' ANTITRUST GUIDELINES FOR COLLABORATIONS

AMONG COMPETITORS§ 2.4 (2000) (stating that the agencies "assess the

competitive effects of a relevant agreement as of the time of possible harm to
competition"). That approach also makes sense in reverse payment cases.

Valley Drug Co. v. Geneva Pharm., Inc., 344 F.3d 1294, 1306 (11th Cir. 2003)

(refusing to consider postagreement invalidation of patent because

"reasonableness of agreements under the antitrust laws are to be judged at

the time the agreements are entered into"); Cipro, 348 P.3d at 870 ("Just as

later invalidation of a patent does not prove an agreement when made was
anticompetitive, later evidence of validity will not automatically demonstrate
an agreement was procompetitive."); 12 PHILLIP E. AREEDA &
HERBERT HovENKAMP, ANTITRUST LAW

'If 2046el, at 399 (4th ed.

In addition to crediting these economic implications of a large reverse payment,
the Supreme Court recognized the difficulty of trying a patent case within an antitrust case.
Actavis, 570 U.S. at 157 (discussing the Eleventh Circuit's concern with "litigat[ing] patent
validity" in an antitrust case, but explaining that is not needed for antitrust scrutiny). An
Eleventh Circuit colleague apparently familiar with Cajun cuisine called this the
"turducken" problem. Watson, 677 F.3d at 1315.
6
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asserts. That dispute turns largely on how to define the restraint. Is it limited

to the reverse payments or does it extend to the entire settlement agreement?

We need not resolve this question because of an alternative ruling the

Commission made. Although the Commission found the reverse payments
generated no procompetitive benefits, it went on to assume arguendo that

Impax could connect the settlement's purported procompetitive effects to

the challenged restraint. Even if that was so, the Commission determined
that "lmpax could have obtained the proffered benefits by settling without a

reverse payment for delayed entry-which is a practical, less restrictive

alternative." If we conclude that substantial evidence supported this finding

of a less restrictive alternative, we can also assume that Impax has proven

procompetitive benefits. So we will turn to our review of the "less restrictive
alternative " finding.

C.

A restraint is unreasonable when any procompetitive benefits it

produces "could be reasonably achieved through less anticompetitive
means." Am. Express, 138 S. Ct. at 2284; see generally 11 AREEDA &
HovENKAMP,supra,

'If 1913,at 39 5-402; C.Scott Hemphill,Less Restriaive

Alternatives inAntitrustLaw, 116 CoLUM.L. REV.927,937-42 (2016). The
concept traces back to then-Circuit Judge Taft's opinion in United States v.
Addyston Pipe & Steel Co. Hemphill, Less Restrictive, supra, at 938 & n.53
(citing 8 5 F. 271, 282 (6th Cir. 1898) (holding that a restraint of trade is

unenforceable unless it is "ancillary to the main purpose of a lawful contract[]
and necessary to protect the covenantee['s] ...enjoyment of the legitimate
fruits of the contract " (emphasis added))). The less-restrictive-alternative
standard applies across a range of antitrust claims and is included in model
antitrust jury instructions. Id. at 929,938 & n.50 (citing ABA SECTION OF
ANTITRUST LAW, MODEL JURY INSTRUCTIONS IN CIVIL
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ANTITRUST CASES A-10 {2005)). 7 The idea is that it is unreasonable to
justify a restraint of trade based on a purported benefit to competition if that
same benefit could be achieved with less damage to competition. Focusing
on the existence of less restrictive alternatives may allow courts to avoid
difficult balancing of anticompetitive and procompetitive effects and to
"smoke out" anticompetitive effects or pretextual justifications for the
restraint. Hemphill, Less Restrictive, supra, at 947-63. When a less restrictive
alternative exists, a party's decision to nonetheless engage in conduct "that
harms consumers" likely results from a desire "to gain from the resulting
consumer harm." Id. at 968. The question, in short, is whether "the good
[could] have been achieved equally well with less bad." Id. at 929.
Actavis recognizes the possibility of less restrictive alternatives to
reverse payment settlements.
The Court noted that parties to
pharmaceutical patent litigation "may, as in other industries, settle in other
ways, for example, by allowing the generic manufacturer to enter the
patentee's market prior to the patent's expiration, without . . . paying the
challenger to stay out prior to that point." 570 U.S. at 158; see also 12
AREEDA & HovENKAMP, supra, 'If 2046c2, at 381-82 (observing that
Actavis recognizes "that there are better, less anticompetitive ways to settle
these disputes").
The Commission found that Impax could have achieved just as much
and likely more good (an entry date even earlier than 2013) without the bad
(Endo's agreement not to sell a competing generic during the exclusivity
period and to pay credits to Impax for the decline of the Opana ER market

7

The Fifth Circuit Pattern Jury Instructions does not include circuit-specific
antitrust instructions, but refer courts and parties to two sources, including the ABA
Antitrust Section's proposed instructions.
FIFTH CIRCUIT PATTERN JURY
INSTRUCTIONS (CIVIL CASES) § 6 {2020).
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while Endo executed the product hop). The Commission explained that
"[h]olding everything else equal, Impax's acceptance of payment would

normally be expected to result in a later entry date than what Impax would

have accepted based on the strength of the patents alone." To support its

view that Impax could have entered into a settlement without reverse

payments that would have resulted in greater generic competition, the

Commission relied on industry practice, economic analysis, expert

testimony, and adverse credibility findings discounting the testimony of
Impax's lead settlement negotiator.

"[T]he existence of a viable less restrictive alternative is ordinarily a

question of fact." 11

AREEDA

&

HovENKAMP,

supra,

1 1913b, at 398;

accord O'Bannon v. NCAA, 802 F.3d 1049, 1074 (9th Cir. 2015) (applying

clear-error review to district court's finding of less restrictive alternative).
So the substantial deference we owe the Commission's factfinding kicks in,

in particular on its determination that a no-payment settlement was feasible.

Impax nonetheless tries to lodge legal objections to the finding of a less

restrictive alternative. First, it argues that the Commission only recognized

what it considers an equally restrictive alternative-the possibility of a

settlement with the same entry date but no reverse payments. But the

Commission recognized the feasibility of no-payment settlements with both

the same 8 or an earlier entry date. Its ultimate ruling relied on an agreement

with an earlier entry date as a less restrictive alternative: "A no-payment
8

Even if Impax's entry date were the same in a no-payment settlement, the
arrangement would be less anticompetitive than the actual agreement because it would not
include Endo's "payment" of not selling a generic competitor during Impax's six-month
exclusivity period. Thus, in a no-payment settlement, there would have been greater price
competition during at least those six months. In any event, because the Commission's
ultimate finding relied on the feasibility of a no-payment settlement with an earlier entry
date, we only consider that agreement as a less restrictive alternative.

21

Case: 19-60394

Document: 00515819158

Page: 22

Date Filed: 04/13/2021

No.19-60394

settlement allowing pre-2013 generic entry would have been a practical

alternative for both Impax and Endo, but they chose instead to exchange

sizeable payment for a later entry date." (emphasis added). Impax does not

dispute that an agreement with an earlier entry date would be less restrictive.
Impax does argue that the Commission "flipped the burden of proof'

in finding that such a less restrictive settlement was feasible. We disagree.

The Commission concluded that there was a "strong showing" of the

possibility of less restrictive settlement, and only then asked whether Impax
had rebutted that evidence. That is a normal way of evaluating whether a
plaintiff has met its burden of persuasion.

So we turn to whether substantial evidence supports the

Commission's conclusion that Complaint Counsel had established a less
restrictive alternative. First is the fact that most settlements between brand

and generic makers do not include reverse payments. The Commission

relied on an expert witness who analyzed industry practice and studies

showing that from 2004-2009 "only 30 percent of the patent settlements

filed with the FTC involved both compensation from the branded firm to the
generic firm and restrictions on generic entry." In recent years, reverse

payment settlements may have become even rarer; over 80 percent of brand

generic settlements reached within the year following Actavis did not include

a reverse payment.

Impax suggests this evidence of industry practice is not probative of

whether it had the opportunity to enter in a no-payment settlement. But

leading scholars have recognized that other parties' "actual experience in

analogous situations" can help establish the feasibility or practicality of a less
restrictive alternative. 11 AREEDA & HovENKAMP, supra,

'If 1913b, at

398; accord Hemphill, Less Restrictive, supra, at 984 ("One useful indicia of
practicality is that the alternative has been implemented by this or other firms
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