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FOREWORD

Global Competition Review is delighted to publish the 2019 edition of The Antitrust Review of the Americas,
one of a series of three special reports that deliver specialist intelligence and research designed to help
subscribers – general counsel, government agencies and private practice lawyers – successfully navigate the
world’s increasingly complex competition regimes. Read in conjunction with The European, Middle Eastern
and African Antitrust Review and The Asia-Pacific Antitrust Review, subscribers have unparalleled annual
updates on the development of the world’s competition regimes.
In preparing this report, Global Competition Review has worked exclusively with leading competition
practitioners. It is their wealth of experience and knowledge – enabling them not only to explain law and
policy, but also to put them into context – which makes the report of particular value to all those doing
business in the Americas today.
Although every effort has been made to ensure that all matters of concern to readers are covered,
competition law is a complex and fast-changing field of practice, and therefore specific legal advice should
always be sought. Subscribers to Global Competition Review will receive regular updates on any changes to
relevant laws over the coming year.
Global Competition Review
London
August 2018
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United States: Private Antitrust Litigation
Carl W Hittinger, Danyll W Foix, Jeffry W Duffy, M Mitchell Oates and Tyson Y Herrold
Baker & Hostetler LLP
The Hatch-Waxman Act effectively encourages private litigation between the makers of branded and generic pharmaceutical
products, and these cases usually settle given the stakes at risk.
But instead of ending litigation, these settlements themselves may
in turn be challenged as anticompetitive ‘reverse payment’ or ‘pay
for delay’ schemes. With these settlement challenges becoming
increasingly prevalent – and an ongoing focus of the Federal Trade
Commission (FTC) – private litigants should consider the evolving approach by the FTC and courts for assessing the potential for
antitrust challenges of private settlements.
In fiscal year 2012, for example, the FTC informed Congress
that there were 40 potentially anticompetitive pharmaceutical patent settlements covering drugs with combined annual sales of over
US$8.3 billion, and that ‘[a] single anticompetitive agreement can
easily increase prescription drug costs by many millions of dollars’.1
But despite classifying such settlements as an antitrust violation –
and therefore an ‘unfair method of competition’ under section 5 of
the FTC Act – since 1998, it was only in June 2013 that the FTC
finally procured a favourable US Supreme Court precedent in FTC
v Actavis, Inc.2
This article examines how the FTC has tried to use, expand or
clarify the Actavis decision over the past five years and the potential
implications for private parties in or considering patent litigation.
Though the FTC’s post-Actavis record as a litigant has been mixed,
answers to at least a few of the questions left open by the Supreme
Court’s Actavis opinion have begun taking shape in the lower federal courts, driven in part by the FTC’s consistent advocacy.
The legislative and regulatory framework for branded
and generic drugs: an invitation to collusion
To understand the FTC’s post-Actavis enforcement efforts and their
lessons for private litigants, it is helpful to review the legislative and
regulatory factors in the United States that can create incentives
for branded and generic pharmaceutical companies to engage in
private antitrust litigation. Initially, the maker of a brand-name
drug, which usually holds any relevant patents, will be the only
producer in the market for that drug. The branded drug will have
gone through a long and costly vetting by the Food and Drug
Administration (FDA) before reaching the market, and as part of
the FDA approval process, the manufacturer must publicly disclose
the number and expiration date of any relevant patents.3 Until a
generic manufacturer may enter that specific market, the brandname manufacturer lawfully maintains its monopoly by virtue of its
presumptively valid patent.
Congress passed the Hatch-Waxman Act4 in 1984 to encourage generic manufacturers to benefit consumers by entering drug
markets at the earliest possible time with lower-priced generic versions of branded drugs. In particular, Hatch-Waxman gives generic
manufacturers access to an abbreviated FDA approval process.
As part of that process, however, the generic manufacturer must
explain in its application why its generic drug will not infringe
70

the branded manufacturer’s disclosed patents. One way a generic
manufacturer can do so is to certify that any patent listed on the
branded manufacturer’s original FDA application ‘is invalid or will
not be infringed by the manufacture, use or sale’ of the generic – a
‘paragraph IV’ certification.5 By statute, submitting a paragraph IV
certification to the FDA is an act of patent infringement that entitles the branded manufacturer to sue.6 Through that legal fiction,
Congress provided a private litigation mechanism for the accelerated weeding-out of invalid or weak pharmaceutical patents.7
In this way, Hatch-Waxman rewards generic manufacturers
for identifying and eliminating drug patents that are unlikely to
withstand scrutiny. Of course, if a drug patent withstands a generic
maker’s challenge – that is, if the branded manufacturer successfully sues the generic maker for patent infringement following the
generic’s paragraph IV certification – then the branded manufacturer’s lawful monopoly is undisturbed, and generic manufacturers
must await the expiration of the patent before introducing generic
versions of the branded drug. But if the generic challenger defeats
the brand-name manufacturer’s patent, it will obtain 180 days of
generic exclusivity, during which its only direct competitor will be
the brand-name manufacturer. After the 180-day exclusivity period
ends, the market for that drug is open to any other generic manufacturer that wishes to enter.8
Because Hatch-Waxman can threaten a branded drug maker’s
patent-based monopoly profits, it can create incentives for potentially anticompetitive collusion when the branded drug maker
recognises a risk that its patent may be invalidated by a generic
challenger. The branded manufacturer may prefer to avoid that
risk by:
• sharing its monopoly profits with a first-filing generic manufacturer that has submitted a paragraph IV certification to the FDA;
• securing the generic manufacturer’s agreement to delay its
market entry for some period of time; and
• settling its patent infringement litigation with that first-filing
generic manufacturer on that basis.
This dynamic can lead to ‘reverse payment’ settlements – instead
of the alleged infringer making a payment to settle the branded
manufacturer’s claim, the party claiming infringement makes a payment to the alleged infringer. The branded manufacturer preserves
some of its patent-based monopoly profits, the first-filing generic
shares in those profits, and both parties eliminate their respective
risks of losing the patent infringement litigation. Other potential
generic manufacturers lose out, the FTC has argued, because they
are excluded from that drug market during the remaining life of the
patent, instead of potentially being able to enter after a successful
first-filing generic challenger’s 180-day exclusivity period ends. But
the biggest losers, in the view of the FTC and the plaintiffs’ bar, are
purchasers of the branded drug, who must pay higher prices because
the relevant producers have essentially agreed not to compete.
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The Actavis decision: the rule of reason applies to
reverse-payment patent-litigation settlements
Actavis clarified the legal standard for analysing potentially anticompetitive reverse-payment settlements in 2013. Prior to Actavis,
several federal courts of appeals had adopted the ‘scope of the patent’
test, which tended to insulate reverse-payment settlements from
antitrust scrutiny by holding that a patent holder’s preservation of
its lawful monopoly for its authorised term of existence – including
by entering into a reverse-payment settlement with a challenger – is
presumptively legal even if it has some anticompetitive effect. In
2012, however, the Third Circuit Court of Appeals rejected that test
and instead held that reverse-payment settlements between branded
and generic pharmaceutical companies should be subjected to ‘quick
look’ antitrust analysis, with any payment by a patent holder to a
generic challenger deemed to be prima facie (but rebuttable) evidence
of an unreasonable restraint of trade.9 The resulting circuit split led
the Supreme Court to take up the issue in Actavis. Although the FTC
urged the Supreme Court to adopt the Third Circuit’s ‘quick look’
analysis, the majority held that reverse-payment settlements are not
obviously or intrinsically anticompetitive and that the FTC (or a private plaintiff) must prove its case under the standard rule-of-reason
antitrust analysis.10 In other words, a litigant must prove that a challenged reverse-payment settlement harms competition and that its
anticompetitive effects are not outweighed by pro-competitive justifications. In particular, the Supreme Court noted that a ‘large, unjustified’ reverse payment could signal an unlawful agreement to restrain
competition, absent countervailing pro-competitive benefits.11
Given Actavis’s holding and the fact-sensitive nature of the ruleof-reason standard, the decision unsurprisingly provided only a
general outline of the analysis to be applied in litigation, leaving it to
the lower courts to work out its application in specific cases. In 2014,
then-Commissioner Joshua Wright identified three open questions
that the FTC and the courts would need to resolve.
• Given that the ‘reverse payment’ at issue in Actavis was in cash,
does the Supreme Court’s reasoning apply to non-cash transfers
of value?
• What makes a reverse payment ‘large’ and ‘unjustified’, and is
a settlement payment necessarily ‘large or unjustified’ if it is
greater than the branded manufacturer’s avoided litigation costs?
• Which pro-competitive benefits is a defendant entitled to
balance against anticompetitive harms for purposes of the
rule-of-reason analysis?12
The FTC has advocated aggressively for its preferred answers to
those key questions and others in the five years since Actavis. It
has attempted to shape the continued development of the law in
two ways: as a plaintiff in its own right and as amicus curiae in
cases brought by private plaintiffs. Much of this litigation activity has occurred in federal courts in the Third Circuit, covering
Pennsylvania, New Jersey and Delaware, which features a high
concentration of pharmaceutical companies and a large amount of
patent litigation. While the FTC has had mixed success in persuading the lower courts to adopt its preferred answers to the questions
left open by the Supreme Court, the FTC’s arguments and outcomes
still provide valuable guidance for private litigants assessing HatchWaxman-related litigation settlements.
The FTC as a plaintiff since Actavis
FTC v Cephalon
The FTC’s biggest reverse-payment victory to date ironically came
in a case that had been pending since 2008, long before Actavis was
www.globalcompetitionreview.com

decided. FTC v Cephalon, Inc involved allegations of a reverse-payment settlement involving the sleep-disorder drug Provigil. The US
District Court for the Eastern District of Pennsylvania resolved two
key motions against the defendant in 2014 and 2015. First, because
the court had already decided in related litigation that the relevant
patent was invalid, it held that the defendant was precluded from
arguing the strength of the patent or relying on patent-litigation
uncertainty to justify the reverse-payment settlement.13 Second,
at the summary judgment stage, the court rejected the defendant’s
argument that the FTC had to meet a ‘threshold burden’ of proving
the existence of a ‘large and unjustified’ reverse payment before the
court could undertake a rule-of-reason analysis of the settlement as
a whole. The court held instead that evidence of a large, unjustified
reverse payment was simply part and parcel of the FTC’s burden
of demonstrating anticompetitive harm under the rule of reason.
Because the court found that the FTC presented sufficient evidence
of a large reverse payment and that there was a genuine dispute as
to whether the defendant’s proffered pro-competitive justifications
were pretextual, it denied summary judgment.14 A few months later,
the defendant entered into a settlement with the FTC in which it
stipulated to the payment of US$1.2 billion in equitable monetary
relief, among other relief, representing, in the FTC’s view, disgorgement of unlawful profits.15
FTC v AbbVie
Around the same time the FTC triumphantly settled Cephalon,
it suffered a reverse-payment defeat before another judge of the
Eastern District of Pennsylvania in FTC v AbbVie Inc. That case
involved the testosterone replacement therapy AndroGel, the
same drug at issue in Actavis itself. The FTC alleged two kinds of
anticompetitive conduct, sham patent-infringement litigation and
a reverse-payment settlement of that litigation, premised on the
brand-name maker entering into two agreements. One agreement
allowed the generic maker to enter the AndroGel market nearly six
years before the expiration of the relevant patent and did not involve
any payment from the brand-name maker to the generic maker.
The other agreement, signed the same day as the first, licensed the
generic maker to sell an authorised generic version of an entirely
different drug, the cholesterol medication TriCor, on terms highly
favourable term to the generic maker. The FTC alleged that the
TriCor agreement was a payment to induce the generic maker to
enter into the AndroGel agreement – that is, to settle for market
entry six years before the AndroGel patent expiration, rather than
continue attempting to invalidate the patent and enter the AndroGel
market sooner with a 180-day generic exclusivity period.
On a motion to dismiss, the court rejected the FTC’s attempt to
link the two agreements, holding that each agreement, considered
alone, was pro-competitive and that neither involved a ‘payment’
by the brand-name maker to the generic maker. In the court’s view,
the AndroGel agreement was pro-competitive because it allowed
market entry by the generic maker prior to expiration of the patent – thus benefiting consumers – and did not involve any payment.
And the TriCor agreement created generic competition in that drug
market that would not have existed but for the licence granted by
the agreement – also benefiting consumers. These characteristics,
the court found, distinguished the challenged agreements from
the reverse-payment agreement in Actavis, which involved an
exchange of cash for delayed generic entry.16 After dismissing the
FTC’s reverse-payment claims, the court denied reconsideration
and also denied the FTC’s request to take an immediate appeal
of the decision.17 Instead, the court proceeded to adjudicate the
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FTC’s remaining claims alleging anticompetitive sham litigation.
Through a combination of summary judgment and findings made
after a bench trial, the court on 29 June 2018 granted judgment
in the FTC’s favour on those claims and awarded disgorgement in
the amount of US$448 million.18 It remains to be seen whether the
FTC, having prevailed on its sham-litigation claims and obtained
equitable monetary relief in AbbVie, will now appeal the dismissal
of its reverse-payment claims to the Third Circuit.
FTC v Actavis on remand
The AndroGel-related claims in Actavis returned to the US District
Court for the Northern District of Georgia on remand from the
Supreme Court and continue to be actively litigated. After discovery, the defendants sought summary judgment the FTC’s alleged
antitrust conspiracy or anticompetitive effects. The court denied
summary judgment on 14 June 2018 and will allow the FTC’s claims
to proceed to a future trial.
As to the conspiracy issue, the court held that the reverse-payment
settlement agreements themselves are clear and direct evidence of a
conspiracy, provided that the arrangement embodied in them is in
fact an illegal restraint of trade. As to the FTC’s burden of proof with
respect to anticompetitive effects, the court made several rulings
that will be strategically favourable for the FTC if followed by other
courts. First, the court held that the FTC does not need to prove that
a challenged settlement actually caused a delay in generic market
entry. Instead, the FTC need only prove that the settlement was a
vehicle for the branded manufacturer to avoid ‘even the possibility
of competition’. The FTC can satisfy that burden by showing that the
reverse payment is larger than ‘what could reasonably be expected
to cover such traditional settlement concerns as future litigation
costs or the value of services rendered’ by the generic manufacturer,
such as marketing or other services. Further, to avoid summary
judgment, the FTC does not have to quantify precisely the value of
any ‘services rendered’ by the generic manufacturer – rather, it is
sufficient for the FTC to point to evidence from which a jury could
reasonably conclude any ancillary agreements for the provision of
services ‘were merely post-hoc justifications when the true purpose
of the settlement was to avoid the risk of competition’. The court also
concluded that, at a future trial, the defendants will have the burden
of justifying the challenged patent-litigation settlement as procompetitive by showing that the relevant patents were both valid
and infringed, and that the settlement therefore allowed generic
manufacturers to enter the market earlier than would otherwise
have been lawful. However, the court declared that it will not allow
the defendants to conduct a ‘trial within a trial’ on the issue of patent
validity. Instead, each defendant will be limited to offering evidence
of what it ‘thought at the time [of the settlement] about the strength
of its patents’.19
In the Matter of Impax Laboratories
After initially filing in two different federal courts, the FTC recently
brought challenges to reverse-payment settlements involving two
otherwise unrelated pain medications, Lidoderm and Opana ER, in
a Part III administrative litigation before the FTC’s chief administrative law judge.20 After proceeding through discovery and a lengthy
trial before the administrative law judge (ALJ), on 11 May 2018, the
ALJ’s initial decision handed the FTC a stinging defeat, finding in
favor of the defendants and dismissing the FTC’s complaint.
The ALJ synthesised post-Actavis case law from a number
of courts to formulate a four-step framework for the required
rule-of-reason analysis as applied to reverse-payment settlements.
72

•

•

•

•

First, the FTC must prove that the challenged settlement provided a payment to prevent the risk of competition. As part of
that showing, and consistent with Actavis, the FTC must prove
that any payment was ‘large and unjustified’.
Second, evidence of any pro-competitive effects arising from
the challenged settlement must be evaluated. For purposes of
that inquiry, the ALJ rejected the FTC’s contention that ‘the only
relevant pro-competitive justifications are those that justify the
reverse payment’ itself, holding instead that any pro-competitive
benefits arising from the settlement, whether or not directly
connected to the reverse payment, are properly part of a rule-ofreason analysis.
Third, the court must determine whether the demonstrated
pro-competitive benefits could have been achieved with a less
restrictive agreement.
Fourth, the court weighs the settlement’s anticompetitive effects
against its pro-competitive effects to determine whether, on balance, the agreement is anticompetitive.21

Applying this framework to the record before him, the ALJ found
that the FTC had shown the existence of a reverse payment that was
both ‘large’ and, in part, ‘unjustified’ in exchange for an agreement
not to launch a generic version of Opana ER until January 2013.22
However, the ALJ also found that any anticompetitive effects of the
challenged settlement were largely ‘theoretical’, because the evidence
indicated that earlier market entry by the generic would have been
unlikely even without the settlement agreement.23 Further, the challenged settlement had significant pro-competitive benefits because
it licensed the generic manufacturer to enter the market in January
2013, whereas other generic manufacturers have continued to be
excluded from that market by ongoing patent infringement litigation brought by the brand-name manufacturer.24 Briefly noting that
the FTC did not meet its burden of proving those pro-competitive
effects could have been achieved by a less restrictive agreement, the
ALJ concluded that the significant pro-competitive aspects of the
challenged settlement outweighed its merely ‘theoretical’ anticompetitive effects, mandating dismissal of the FTC’s complaint.25
The FTC has appealed the ALJ’s initial decision to the full commission. Because the appeal will be decided by the new slate of commissioners recently appointed by President Trump, their decision
in the Opana ER litigation will be a window into the reconstituted
FTC’s thinking about how the Actavis rule-of-reason analysis should
be applied in reverse-payments cases where there is some record
evidence of both anticompetitive and pro-competitive effects.
The FTC as amicus curiae since Actavis
So far, the FTC also has shaped post-Actavis legal developments
through strategically filing friend-of-the-court briefs in private litigation. Appearing as amicus curiae allows the FTC to advocate for
its desired legal rules in a specific factual context but without taking
a position on the merits of a case. The FTC has filed at least eight
such briefs on reverse-payment issues in the five years since Actavis,
mostly in the Third Circuit, and where the courts have reached the
questions briefed by the agency, they have tended to adopt the FTC’s
preferred answers at the appellate level.26
The issue briefed most aggressively by the FTC in the two years
following Actavis was the first of the questions posed by thenCommissioner Wright back in 2014: are non-cash transfers of value
‘reverse payments’ for purposes of the Actavis analysis? In briefs
filed with two district courts in the Third Circuit and with the First
and Third Circuit Courts of Appeals, the FTC consistently argued
The Antitrust Review of the Americas 2019

PRIVATE ANTITRUST LITIGATION

that the answer to this question must be ‘yes’.27 In particular, these
cases involved ‘no-authorised generic’ (no-AG) agreements between
branded and generic manufacturers. Under the Hatch-Waxman Act,
although a first-filing generic obtains 180 days of exclusivity as to
other generic manufacturers, it must still compete with the branded
manufacturer. Because the lower-priced generic product will typically take a large share of the higher-priced branded product’s sales
during the 180-day exclusivity period, the branded manufacturer
often tries to recapture some of those sales by introducing its own
‘authorised’ generic product to compete with the generic manufacturer. By agreeing not to do this, the branded manufacturer can
permit the generic manufacturer to extract maximum profit from the
180-day exclusivity period. The courts of appeals, reversing district
courts that reached the opposite conclusion, have agreed with the
FTC that such an arrangement is merely a non-cash reverse payment
that should be analysed under the rule of reason in the same way as
a cash payment.28
In other friend-of-the-court filings, the FTC has successfully fended off procedural defences that, if successful, could have
hampered the agency’s – or private plaintiffs’ – ability to reach the
rule-of-reason analysis in some reverse-payments cases. By statute,
pharmaceutical patent litigation settlements must be filed with the
FTC and the US Department of Justice, though the agencies are not
required to take any particular action with respect to such filings.29
A reverse-payment defendant argued that the FTC’s lack of action
in response to a submitted settlement agreement showed that the
agreement was not anticompetitive. In similar vein, a reversepayment defendant argued that because a challenged settlement
agreement had been presented for approval to, and actually approved
by, a federal district court, the agreement was effectively protected
from antitrust review by the First Amendment of the United States
Constitution as a form of petitioning the government. The FTC filed
amicus briefs opposing both of these arguments.30 The Third Circuit
reversed the district court on both points, effectively adopting the
FTC’s position.31

•

•

•

•

•

Though only two of the US Courts of Appeals have weighed in
on non-cash reverse payments, it would be prudent to assume
that the courts will treat any transfer of value by a brand-name
manufacturer to a generic manufacturer as a ‘reverse payment’
for rule-of-reason purposes.
To the extent that a settlement payment exceeds the branded
manufacturer’s expected litigation costs, there should be a clear
pro-competitive (or at least competition-neutral) explanation
for the excess, such as the value of marketing or other services to
be rendered by the generic manufacturer. And the provision of
such services should make sense in terms of the parties’ relationship, to avoid an inference that they are merely pretextual.
The courts appear unreceptive to permitting a branded manufacturer to, in effect, litigate the settled patent case within the
antitrust case to prove that the settlement was not anticompetitive because the branded manufacturer was not truly avoiding
the risk of competition. Rather, the branded manufacturer will
likely be limited to presenting evidence of its subjective belief
about the strength of its patent at the time of settlement (as in
Actavis on remand) or – if the patent has meanwhile been held
invalid in some other, ancillary proceeding – precluded altogether from arguing the strength of the patent (as in Cephalon).
If any factors other than the challenged patent would have
precluded generic market entry even absent the HatchWaxman litigation settlement, those factors should be carefully
documented, as they may demonstrate (as in Impax) that any
anticompetitive effects are more theoretical than real.
If the settlement arguably occurs in coordination with other
agreements affecting other drug markets (as in AbbVie), care
should be taken to ensure that each agreement, standing alone,
confers discernible pro-competitive benefits.
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Conclusion: prospects for Actavis under new
commissioners and considerations for litigants
The current US administration has secured confirmations of new
commissioners for all five seats on the FTC. Four of the new commissioners were seated by May 2018, and the fifth will be seated
no later than September or October 2018. Questioning by senators
in connection with the confirmation hearings did not elicit any
testimony that revealed the new commissioners’ thinking about
reverse-payment settlements or the FTC’s future efforts to develop
the Actavis framework. The new FTC chairman, Joseph Simons,
briefly touted the ‘landmark’ 2015 US$1.2 billion settlement in
Cephalon when he presented the agency’s fiscal year 2019 appropriations request to the Senate,32 but that reference cannot necessarily
be interpreted as a commitment that the agency will continue to
seek monetary disgorgement in reverse-payment lawsuits brought in
federal court. On the numerous still-unresolved questions raised by
Actavis, the new FTC is largely an unknown quantity. Only through
their litigation decisions over the next few years will the current FTC
incrementally make known its policy and legal positions on how
the rule of reason should be applied to potentially anticompetitive
reverse-payment settlements.
As the law in this area continues to develop, private litigants
settling Hatch-Waxman patent-infringement litigation should be
attentive to the following considerations that have emerged from the
FTC’s enforcement agenda to date.
www.globalcompetitionreview.com
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