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U.S. Supreme Court Allows Antitrust Actions Challenging  
“Reverse Payment” Settlements Under the Rule of Reason

In a much anticipated decision, the U.S. Supreme Court on Monday held that settlement payments 
by drug patent owners to generic drug companies to resolve patent disputes are not exempt from 
antitrust scrutiny and should be analyzed under the rule of reason.

In Federal Trade Commission v. Actavis, Inc., No. 12-416, the Court addressed the validity of 
“reverse payment” settlements, sometimes called “pay-for-delay” deals, where a brand-name 
pharmaceutical maker settles patent litigation by paying generic manufacturers and delays the 
release of a generic version of a drug.  The settlement at issue in Actavis related to the brand-
name drug AndroGel®.  The FTC alleged that Solvay Pharmaceuticals brought and then settled 
patent infringement claims against generic manufacturers who had applied with the FDA to 
manufacture generic drugs that were bioequivalent to AndroGel®.  According to the FTC, as part 
of the settlements, Solvay agreed to pay millions of dollars to each of the generic manufacturers, 
and the generic manufacturers agreed not to bring their generic drugs to the market before a 
specific date (albeit before patent expiration) and to promote AndroGel® to urologists.

The FTC later brought suit against the settling parties, alleging the agreement violated Section 5 
of the Federal Trade Commission Act, which prohibits “unfair or deceptive acts or practices in 
or affecting commerce.”1

The Eleventh Circuit upheld the Northern District of Georgia’s dismissal of the FTC’s complaint, 
holding that such “reverse payments” are generally “immune from antitrust attack” as long as the 
anticompetitive effects fall within the scope of the underlying patent.2  The Eleventh Circuit’s 
decision was in line with previous decisions by the Second and Federal Circuits.3  However, the 
Third Circuit had held that such payments are presumptively anticompetitive and unlawful.4

In resolving the circuit split, a divided Supreme Court adopted a compromise approach.  Justice 
Breyer’s opinion for the Court found that the potential exclusionary scope of the patents “does 
not immunize the [settlement] agreement from antitrust attack.”  At the same time, however, 
the Court rejected the FTC’s argument that “reverse payment” settlements should be held 
“presumptively unlawful” in line with the Third Circuit’s approach.  Rather, the Court held 
that such settlements should be reviewed under the “rule of reason,” which generally weighs 
procompetitive justifications against any anticompetitive effects. 

While recognizing the policy that values settlement and the complexities that would surround 
litigation to determine the validity of the patent, as well as the effect on competition in the absence 
of the settlement, the Court nevertheless concluded that the mere presence of a patent should 

1  15 U.S.C. § 45.

2  FTC v. Watson Pharmaceuticals, Inc., 677 F.3d 1298, 1312 (11th Cir. 2012).

3  See In re Ciprofloxacin Hydrochloride Antitrust Litigation, 544 F.3d 1323, 1332-37 (Fed. Cir. 2008) ; In re Tamoxifen 
Citrate Antitrust Litigation, 466 F.3d 187, 212-213 (2d Cir. 2006).

4  See In re K-dur Antitrust Litigation, 686 F.3d 197, 214-18 (3d Cir. 2012).



2

not determine the outcome of the antitrust analysis.  The Court 
set forth five “sets of considerations” that led it to the conclusion 
that “reverse payment” settlements should not be entitled to 
“near-automatic antitrust immunity.”  First, the Court explained, 
“reverse payment” settlements have the potential for genuine harm 
to competition. Second, the resulting harm will at least sometimes 
prove unjustified.  Third, in cases where the settlements threaten 
such unjustified harm, the drug patent owner likely possesses the 
power to bring about that harm in practice.  Fourth, an antitrust 
action is likely to prove more feasible than the Eleventh Circuit 
believed.  And fifth, exposing these payments to antitrust scrutiny 
will not prevent the parties from settling their lawsuits in other 
ways.

The Court emphasized that the determination as to whether 
the “reverse payments” are anticompetitive may depend on the 
size of the payments and the potential legitimate justifications 
for the amount, including anticipated future litigation costs 
and other services provided by the generic manufacturers.  The 
Court also emphasized that it was not holding that a full-fledged 
evaluation of patent validity was necessary to evaluate whether 
any particular settlement was anticompetitive,  noting that the 
size of the payment alone “would normally suggest that the 
patentee has serious doubts about the patent’s survival” and that 
“the payment’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.”  However, the 
Court left it to the lower courts to develop the exact structure of 
such an analysis as it applied to “reverse payment” settlements.

Chief Justice Roberts dissented, joined by Justices Scalia 
and Thomas.  Observing that “[t]he point of antitrust law is to 
encourage competitive markets to promote consumer welfare,” 
the dissent maintained that “[t]he correct approach should . . . be to 
ask whether the settlement gives [the patentee] monopoly power 
beyond what the patent already gave it,” not to apply “antitrust 
law’s amorphous rule of reason to inquire into the anticompetitive 
effects of such settlements.”  The dissent concluded that the 
majority’s view “departs from the settled approach separating 

patent and antitrust law, weakens the protections afforded to 
innovators by patents, frustrates the public policy in favor of 
settling, and likely undermines the very policy it seeks to promote 
by forcing generics who step into the litigation ring to do so 
without the prospect of cash settlements.”

Justice Alito did not take part in the consideration or decision of 
the case.

While the Actavis decision may encourage additional litigation 
challenging “reverse payment” settlements, the Court’s rejection 
of the Third Circuit’s per se approach provides parties the 
opportunity to present reasonable procompetitive justifications 
for such settlements.



3

These materials have been prepared by Winston & Strawn LLP for informational purposes only. These materials do not constitute legal advice and 
cannot be relied upon by any taxpayer for the purpose of avoiding penalties imposed under the Internal Revenue Code. Receipt of this information does 
not create an attorney-client relationship. No reproduction or redistribution without written permission of Winston & Strawn LLP. 

© 2013 Winston & Strawn LLP

Chicago 
Linda T. Coberly 
James F. Hurst 
George C. Lombardi 
R. Mark McCareins 
Dan K. Webb 
 
New York 
Aldo A. Badini 
Jeffrey L. Kessler 
A. Paul Victor 
James F. Lerner 
Brandon W. Duke 
 

San Francisco 
Paul R. Griffin 
Robert B. Pringle 
 
Washington, D.C. 
Steffen N. Johnson 
Charles B. Klein 
Robert F. Ruyak 
Gene C. Schaerr 

If you have any questions regarding any matters discussed in this briefing, please contact any of the Winston & Strawn attorneys listed 
below or your usual Winston & Strawn contact.   

http://www.winston.com/index.cfm?contentID=24&itemID=13640
http://www.winston.com/index.cfm?contentID=24&itemID=10354
http://www.winston.com/index.cfm?contentID=24&itemID=11162
http://www.winston.com/index.cfm?contentID=24&itemID=11039
http://www.winston.com/index.cfm?contentID=24&itemID=10594
http://www.winston.com/index.cfm?contentID=24&itemID=16818
http://www.winston.com/index.cfm?contentID=24&itemID=16825
http://www.winston.com/index.cfm?contentID=24&itemID=16832
http://www.winston.com/index.cfm?contentID=24&itemID=16865
http://www.winston.com/index.cfm?contentID=24&itemID=16794
http://www.winston.com/index.cfm?contentID=24&itemID=15649
http://www.winston.com/index.cfm?contentID=24&itemID=15652
http://www.winston.com/index.cfm?contentID=24&itemID=14120
http://www.winston.com/index.cfm?contentID=24&itemID=10265
http://www.winston.com/index.cfm?contentID=24&itemID=16604
http://www.winston.com/index.cfm?contentID=24&itemID=13729

	_GoBack

