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U.S. SUPREME COURT HOLDS 
THAT “REVERSE PAYMENT” 
PATENT LITIGATION 
SETTLEMENTS ARE NOT IMMUNE 
FROM ANTITRUST REVIEW 
MICHELLE LALLY, CHRISTOPHER NAUDIE, 
AND VINCENT DE GRANDPRÉ 
In a significant ruling involving both intellectual 
property (IP) rights and competition policy, the 
Supreme Court of the United States held in a 5:3 
decision issued on June 17, 2013, that patent litiga-
tion settlements involving “reverse payments” are 
not immune from antitrust review and are subject to 
a rule-of-reason antitrust analysis to determine if 
they are likely to result in unjustified anticompeti-
tive harm. In Federal Trade Commission v. Actavis, 
Inc.[Actavis],1 the U.S. Supreme Court resolved a 
stark split among U.S. appellate courts about the 
application of antitrust laws to patent litigation set-
tlements. In such settlements, an alleged infringer 
(typically, a generic pharmaceutical company) 
agrees not to market a patented product for some 
time prior to patent expiry in return for a significant 
payment by the patent holder (the so-called reverse 
payment). The Supreme Court held that reverse 
payment settlements are not immune from antitrust 
review and may be subject to challenges by regula-
tors and private litigants in the United States as 
a form of anticompetitive agreement among 
competitors. 
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The court’s decision will likely have significant 
implications for the pharmaceutical industry and 
other IP rights holders and may open the door to 
similar challenges in Canada. While there are im-
portant substantive differences between the U.S. 
and Canadian legal regimes, there is a significant 
risk that the Actavis decision will encourage both 
the Competition Bureau (“Bureau”) and private lit-
igants to consider challenging reverse payment set-
tlements even when the settlement would permit a 
generic competitor to enter before the expiry of the 
relevant patent. In the short term, the court’s deci-
sion will affect the structuring of patent settlements 
if the reverse payment exceeds litigation costs. 
Over the longer term, the court’s decision will sig-
nificantly modify the incentives of parties to settle 
patent litigation and may, as predicted by the U.S. 
Supreme Court’s dissenters, even decrease the in-
centives of generic pharmaceutical companies to 
undertake patent challenges. In the meantime, the 
Supreme Court’s analysis poses difficult questions 
for lawyers advising clients on how to settle ongo-
ing IP litigation. 

Background 
The Actavis case arose as a result of two litigation 
settlements between Solvay Pharmaceuticals and 
generic drug manufacturers Actavis (formerly 
Watson Pharmaceuticals) and Paddock Laboratories 
in connection with the testosterone product 
AndroGel. Following Watson’s and Paddock’s re-
spective applications to the U.S. Food and Drug 
Administration (FDA) for approval to launch ge-
neric versions of AndroGel, Solvay initiated patent 
infringement actions against each of them. After 
three years of litigation, the parties settled. In sepa-
rate agreements, Solvay agreed to license Actavis 
and Paddock to launch a generic version of 
AndroGel five years before patent expiry in ex-
change for significant payments. Each generic 
company also undertook to provide certain market-
ing and manufacturing services to Solvay. 

The Federal Trade Commission (FTC) challenged 
the settlements under s. 5 of the Federal Trade 
Commission Act, which prohibits “unfair or decep-
tive acts or practices in or affecting commerce.”2 
The FTC argued that the settlements were anticom-
petitive because Solvay was unlikely to prevail in 
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the patent infringement case, and therefore, Actavis 
and Paddock would each have been able to begin 
selling their competing formulations well before 
their negotiated market entry dates. The FTC ar-
gued that the settlements amounted to an anticom-
petitive attempt to share in the profits afforded by a 
patent that, but for the agreements, would have 
been held invalid in court. 

The District Court dismissed the complaint for fail-
ure to state a claim, and the Eleventh Circuit Court 
of Appeals affirmed. Following the majority of 
U.S. courts that have considered the issue, the 
Court of Appeals held that with a few narrow ex-
ceptions, settlements that do not expand the exclu-
sionary scope of patents are not subject to antitrust 
challenge. The Court of Appeals characterized the 
FTC’s approach as unworkable, likely to discour-
age settlements, and likely to lead courts to decide 
“a patent case within an antitrust case about the set-
tlement of the patent case, a turducken task.”3 In 
light of the public policy favouring settlement of 
disputes, it held that parties could not be required to 
continue to litigate to avoid antitrust liability. 

The Supreme Court’s Decision in 
Actavis 
Five justices of the Supreme Court (with Justice 
Alito taking no part in the ruling) reversed the 
Eleventh Circuit. Writing for the majority, Justice 
Breyer held that the AndroGel patent, if it were 
found to be valid and infringed, might have allowed 
the parties to enter into the settlements at issue. But 
in the majority’s view, the existence of a patent 
does not isolate from antitrust review the settlement 
of litigation directed at the patent’s validity or actu-
al preclusive scope. The Supreme Court articulated 
five considerations to support its view that the FTC 
should not have been barred from pursuing its ac-
tion in spite of the general legal policy favouring 
settlement of disputes: 

1. Reverse payments have the potential for gen-
uine adverse effects on competition, because 
they may be used to purchase an exclusive 
right to sell a product by inducing the most 
motivated patent challengers to abandon their 
efforts, particularly, in the context of the 
Hatch-Waxman Act.4 

2. While the anticompetitive consequences of 
reverse payments may sometimes be justified, 
this will not always be the case, so reverse 
payments patent settlements must be ana-
lyzed. The court cited, as examples of poten-
tial legitimate justifications, reverse payments 
that amount to no more than (1) a rough ap-
proximation of the litigation expenses saved 
through the settlement or (2) compensation 
for other services, such as distribution or 
marketing. 

3. If a reverse payment threatens to cause unjus-
tified anticompetitive harm, the patentee like-
ly possesses the power to bring that harm 
about in practice. Such market power is re-
flected in the size of the reverse payment and 
the patentee’s ability to recover the reverse 
payment by charging higher than competitive 
prices. 

4. Litigation of the patent’s validity is not nor-
mally necessary to complete the antitrust 
rule-of-reason analysis. An unjustifiably large 
reverse payment will normally suggest that 
the patentee has serious doubts about the pa-
tent’s validity and that the payment’s main 
objective is to maintain supracompetitive 
prices. 

5. Patent litigation may be settled in ways not 
involving reverse payments—for example, by 
agreeing to allow earlier market entry prior to 
expiry of the patent. 

The Supreme Court also rejected the FTC’s posi-
tion that reverse payment settlements should be 
presumptively unlawful. In the court’s view, such 
agreements should be reviewed under the antitrust 
rule of reason rather than the “quick look” ap-
proach used for presumptively anticompetitive 
agreements, because the “likelihood of a reverse 
payment bringing about anticompetitive effects de-
pends upon its size, its scale in relation to the 
payor’s anticipated future litigation costs, its inde-
pendence from other services for which it might 
represent payment, and the lack of any other con-
vincing justification.”5 

In a dissent joined by two other justices, Chief 
Justice Roberts would have affirmed the decision of 
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the Eleventh Circuit on the ground that the settle-
ment of patent litigation cannot violate antitrust 
law, provided that the patent holder acts within the 
scope of its patent subject to the traditional excep-
tions relating to sham litigation and patents ob-
tained by fraud. 

Although the U.S. Supreme Court did not find re-
verse payment settlement agreements to be pre-
sumptively unlawful, the majority did make some 
statements to suggest that it will be difficult for re-
verse payment settlements to withstand antitrust 
scrutiny if the payments are significant. For exam-
ple, the court stated:  

An unexplained large reverse payment itself would normally 
suggest that the patentee has serious doubts about the pa-
tent’s survival. And that fact, in turn, suggests that the pay-
ment’s objective is to maintain supracompetitive prices to be 
shared among the patentee and the challenger rather than 
face what might have been a competitive market—the very 
anticompetitive consequence that underlies the claim of anti-
trust unlawfulness. The owner of a particularly valuable patent 
might contend, of course, that even a small risk of invalidity 
justifies a large payment. But, be that as it may, the payment 
(if otherwise unexplained) likely seeks to prevent the risk of 
competition. And, as we have said, that consequence consti-
tutes the relevant anticompetitive harm. In a word, the size of 
the unexplained reverse payment can provide a workable 
surrogate for a patent’s weakness, all without forcing a court 
to conduct a detailed exploration of the validity of the patent 
itself.6 

These statements will certainly embolden the FTC. 
It is not surprising that following the release of the 
decision, FTC Chairwoman Edith Ramirez declared 
victory in this statement: 

The Supreme Court’s decision is a significant victory for 
American consumers, American taxpayers, and free markets. 
The Court has made it clear that pay-for-delay agreements 
between brand and generic drug companies are subject to 
antitrust scrutiny, and it has rejected the attempt by branded 
and generic companies to effectively immunize these agree-
ments from the antitrust laws. With this finding, the Court has 
taken a big step toward addressing a problem that has cost 
Americans $3.5 billion a year in higher drug prices.7 

Chairwoman Ramirez also announced that the FTC 
would be moving ahead with the Actavis litigation. 
It will be informative to see how the District Court 
applies the Supreme Court decision to the facts of 
Solvay’s reverse payment settlements. 

Coincidentally, just two days after the Actavis deci-
sion, the European Commission fined Danish 
pharmaceutical company Lundbeck and several ge-
neric drug manufacturers €146 million for a deal 
that it said delayed market entry of generic versions 
of Lundbeck’s blockbuster antidepressant drug 
Celexa (citalopram). European Commission Vice-
President Joaquín Almunia stated: “It is unaccepta-
ble that a company pays off its competitors to stay 
out of its market and delay the entry of cheaper 
medicines. Agreements of this type directly harm 
patients and national health systems, which are al-
ready under tight budgetary constraints. The Com-
mission will not tolerate such anticompetitive 
practices.”8 

Likely Impact of Actavis on Canadian 
Settlements and Competition Law 
The U.S. Supreme Court decision in Actavis is 
likely to rekindle the interest of the Canadian 
Competition Bureau and private litigants in the 
competitive implications of reverse payment patent 
settlements, which have never been judicially con-
sidered in Canada. 

While aggressive enforcement of U.S. antitrust 
laws in respect of reverse payment patent settle-
ments and other alleged misuses of drug patents has 
been a top FTC priority for many years, there has 
been, in contrast, little comparable activity in 
Canada. And, until recently, the Canadian Competi-
tion Bureau has been virtually silent about the ap-
plication of the Canadian Competition Act9 to these 
matters. In recent speeches, however, the Canadian 
Commissioner of Competition has said that the 
Bureau “has proactively sought out areas where [it] 
can advocate in favour of increased competition” 
and that one of the three regulated sectors of inter-
est to the Bureau is the “health sector.”10 Further, in 
late 2012, the Bureau initiated an inquiry to deter-
mine whether innovative pharmaceutical company 
Alcon Canada Inc. was engaged in conduct contra-
ry to the abuse of dominance provisions of the 
Competition Act. The Bureau’s investigation 
focuses on whether Alcon—all in an effort to pre-
vent generic competition—abused a dominant posi-
tion in the supply of prescription drugs indicated 
for the treatment of conjunctivitis by seeking 
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to switch the market from its drug PATANOL, 
whose patent term ended in November 2012, to its 
new product PATADAY, which is patent protected 
until 2022. 

As a general matter, the Federal Court of Canada 
and the Competition Tribunal (“Tribunal”) have 
previously held that the mere exercise of an IP right 
does not constitute an anticompetitive practice re-
gardless of the degree to which competition may be 
affected.11 This general principle is reflected in 
the Competition Bureau’s Intellectual Property 
Enforcement Guidelines.12 The Bureau defines the 
mere exercise of an IP right as the exercise of the 
owner’s right to use or not to use the IP and to uni-
laterally exclude others from using the IP. The 
Bureau has not provided guidance on whether it 
views reverse payment patent settlements as some-
thing more than a mere exercise of an IP right or 
whether such agreements may be challenged under 
s. 45 (criminal conspiracy), s. 90.1 (civil agreement 
between competitors), s. 79 (abuse of dominance), 
or s. 32 (special remedy) provisions of the Canadian 
Competition Act. The relatively recent action by the 
Bureau against Alcon provides some insight into 
the Bureau’s view when a patent owner is engaged 
in “something more” than a mere exercise of patent 
right. 

In our view, it would be unlikely for the Bureau to 
characterize a reverse payment settlement that 
does not result in entry being delayed beyond the 
expiry of a patent as a naked restraint on competi-
tion, deserving of criminal condemnation under 
Canada’s per se conspiracy provisions in s. 45 of the 
Competition Act. The Actavis decision supports such 
a view, since the U.S. Supreme Court explicitly held 
that reverse payment settlements are not presump-
tively unlawful and instead held that a rule-of-reason 
analysis, rather than a per se rule, must apply to de-
termine if they violate antitrust law. 

The most likely provision of the Competition Act 
that such reverse payment patent settlements may 
be challenged under is s. 90.1. Akin to a U.S. rule-
of-reason analysis, this section empowers the 
Tribunal to make orders whereby, upon application 
of the Commissioner of Competition, it determines 
that an agreement is likely to result in a substantial 
lessening or prevention of competition in a relevant 

market. The test under s. 90.1 is less onerous for 
the Commissioner to satisfy than the test in the 
abuse of dominance provisions of s. 79. In part, it is 
so because the test under s. 90.1 does not provide 
express immunity for acts engaged only in the ex-
ercise of any right or enjoyment of any interest de-
rived under any federal statutes regulating IP 
(including the Patent Act13), as is found in subs. 
79(5). Section 90.1 does specify “regulatory control 
over entry” as a factor that the tribunal may consid-
er when determining whether an arrangement is 
likely to substantially lessen competition in a mar-
ket. This suggests that in the case of patent settle-
ments, the Tribunal would consider whether the 
adverse impact on competition is the result of the 
agreement between competitors or whether it mere-
ly flows from the patent rights, in which case it 
would not be attributed to the agreement. It is im-
portant to recognize that there is no right of private 
action under the s. 90.1 (or s. 79) and that the 
Tribunal is limited to making orders prohibiting 
any person for doing anything under the agreement 
or requiring any person (with the consent of such 
person and the Commissioner) to take some action. 

The Competition Act also contains a seldom-used 
provision, s. 32, which endows the Federal Court 
with broad powers to prevent the use of IP rights to 
unduly restrain trade or lessen competition. In con-
trast with other provisions in the Competition Act, 
even the mere exercise of an IP right may attract 
scrutiny under the s. 32. While the Federal Court’s 
remedial powers under s. 32 are quite broad, only 
the Attorney General of Canada may initiate a pro-
ceeding and, in practice, would likely only do so 
on the recommendation of the Commissioner of 
Competition. The Bureau has indicated that re-
course to s. 32 will be necessary “only in certain 
narrowly defined circumstances.” The Bureau 
has also stated that it would recommend that the 
Attorney General initiate an application under s. 32 
only if three factors are satisfied: 

(1) The IP holder must be dominant in the rele-
vant market. 

(2) The IP must be an essential input or resource 
for firms participating in the relevant market. 

(3) The Bureau must be satisfied that invoking a 
special remedy would not adversely alter the 
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incentives to invest in research and develop-
ment in the economy. 

As section 32 has rarely been used throughout its 
100-year existence, it is reasonable to expect that 
the Bureau’s future scrutiny of reverse payment 
patent settlements will be conducted under s. 90.1 
or even s. 79, rather than under s. 32. 

However, in the absence of a Bureau challenge to a 
reverse payment patent settlement, it still remains 
open for private plaintiffs to pursue relief under 
s. 36 of the Competition Act, which offers a private 
right of action to any person who alleges to have 
suffered harm as a result of criminal conduct under 
the Act. In spite of the Bureau’s guidance, a private 
plaintiff could assert that a reverse payment patent 
settlement is in substance a criminal agreement to 
remove a competitor from the market, which is 
contrary to s. 45 of the Competition Act. Indeed, 
where a broad class of consumers has been denied 
access to a generic drug product as a result of such 
a settlement, it may be open to a private plaintiff to 
initiate a class proceeding on behalf of such con-
sumers, on the basis that they have all been harmed 
by the agreement to remove a popular competitive 
product from the market and by the resulting in-
crease in the price of pharmaceutical products. 
Given the high stakes associated with IP settle-
ments, private litigants in Canada will have sub-
stantial incentives to pursue strategic challenges to 
reverse payment settlements and may invoke the 
U.S. Supreme Court’s decision as persuasive au-
thority that such settlements are not immune from 
antitrust review. 

Regardless of the type of legal challenge made to a 
patent settlement, it is important to note that there 
are significant differences between relevant U.S. 
and Canadian statutes, particularly with respect to 
pharmaceutical patents, which were at issue in the 
Actavis case. At a more technical level, the U.S. 
Hatch-Waxman Act, unlike the Canadian Patented 
Medicines (Notice of Compliance) Regulations,14 
provides a 180-day market exclusivity to the first 
generic drug manufacturer to file a regulatory ap-
plication with the FDA. This regulatory feature is 
rich in competitive implications in cases where a 
U.S. settlement with the first generic filer could 
delay market entry by all potential generic 

competitors. Conversely, the Canadian Regulations 
give the right to Canadian generic drug manufac-
turers to claim against pharmaceutical patentees in 
damages if generic market entry is unduly delayed 
as a result of an unjustified patent challenge 
(known as “section 8 damages”).15 As a result, re-
verse payments made by a patentee in the context 
of a Canadian pharmaceutical patent settlement 
might be construed as liquidated s. 8 damages and 
may therefore not serve as a reliable indicator of 
the patentee’s assessment of the strength of its pa-
tent. It must also be said that Canadian patents ben-
efit from a much weaker presumption of validity 
(comparing to that of their U.S. counterparts), be-
ing presumed valid only “in the absence of any evi-
dence to the contrary.”16 In addition, since January 
2004, generic and innovator pharmaceutical com-
panies entering into patent settlements in the United 
States have been required by law to file such 
agreements with the FTC and the U.S. Department 
of Justice. Since Canada does not have a similar 
mandatory reporting regime, the Competition 
Bureau is not often aware of potentially anticom-
petitive reverse payment settlements until it re-
ceives a complaint about such settlements. 

Tips on How to Advise Canadian 
Clients 
Given the complexity of the issues raised by the 
Actavis decision, the competition law analysis of IP 
settlements generally, and the competition law 
analysis of pharmaceutical patent settlements spe-
cifically, how are Canadian lawyers to advise cli-
ents? “Carefully” is plainly the answer. Any advice 
in this area should be meticulously considered in 
light of all of the relevant facts. The following 
points may also be useful to keep in mind: 

1. The Actavis decision was the result of the 
FTC’s decade-old commitment to gathering 
data about and analyzing U.S. patent litiga-
tion settlements, advocating before Congress 
about the need for legislation to protect con-
sumers from the price effects of such anti-
competitive agreements, and relentlessly 
investigating and pursuing legal enforcement 
actions against what it viewed as anticompeti-
tive settlements. In stark contrast, it is 
only within the last year that the Canadian 
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Competition Bureau has publicly shown any 
enthusiasm for enforcement activity in this 
area. Having said this, the Commissioner 
seems to be signalling in recent speeches that 
this is now an area of focus for the Bureau. 

2. A central conclusion of the decision in 
Actavis is that litigation of the patent’s validi-
ty will not normally be necessary to complete 
the antitrust rule-of-reason analysis because a 
large reverse payment will usually suggest 
that the patentee has serious doubts about the 
patent’s validity. In Canada, the availability 
of s. 8 damages may cast doubts on the adop-
tion of this aspect of the U.S. Supreme 
Court’s reasoning. All things being equal, it 
is likely that a pharmaceutical patentee would 
be justified in making a larger payment to a 
generic challenger in Canada than in the 
United States because of the challenger’s 
possible damage claim under Canadian law. 

3. Consistent with the FTC’s long-standing po-
sition, patent settlements that allow market 
entry before the expiry of the patent and that 
only involve a payment that approximates a 
reasonable estimate of avoided legal costs 
will not raise any material competition law 
risk. The Actavis decision cautions parties to 
settlements that include compensation for 
other services, such as distribution or market-
ing, that they must be prepared to justify the-
se arrangements on the basis that any 
compensation reflects fair value for such ser-
vices provided by the generic company and 
not any anticompetitive attempt to share in 
the profits afforded by a patent. 

While the full impact of Actavis in Canada remains 
to be seen, it is clear that the pharmaceutical indus-
try will now be facing increased antitrust scrutiny. 

[Editor’s Note: Michelle Lally is the Chair of 
Osler’s Competition Law and Foreign Investment 
Group. She has over 20 years of extensive experi-
ence in all aspects of competition law and foreign 
investment review, including mergers and acquisi-
tions, strategic alliances, price-fixing and bid-
rigging investigations, and pricing and distribution 
matters. 

Christopher Naudie practises corporate and com-
mercial litigation with a strong focus on class ac-
tion defence and cross-border litigation at Osler. 
Christopher has acted as counsel in a number of the 
largest and most complex class proceedings across 
Canada, covering a broad range of tort and statuto-
ry claims, including allegations of anticompetitive 
conduct, misleading advertising, product liability, 
economic torts, securities violations, insider trad-
ing, oppression and derivative claims, and negli-
gence and fraud. 

Vincent de Grandpré’s litigation practice at Osler 
focuses on intellectual property matters, including 
complex pharmaceutical patent litigation. Vincent 
also represents clients in the life sciences and 
pharmaceutical industries, advising on regulatory 
and privacy issues.] 
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