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QUESTION PRESENTED 

The Hatch-Waxman Act was enacted to lower the 
cost of prescription drugs by promoting generic 
competition.  It provides an expedited pathway and 
strong financial incentives for a generic 
manufacturer to enter the market by challenging the 
validity of a brand name drug patent and/or 
designing around it to avoid infringement.  But brand 
name firms have sought to circumvent this legislative 
effort to promote lower pharmaceutical prices by 
paying generic manufacturers to stay out of the 
market.  The Third Circuit held these “reverse 
payments” by brand drug companies to be prima facie 
evidence of an unreasonable restraint of trade 
because they are offered as a quid pro quo for delayed 
generic entry.  This prima facie showing may be 
rebutted by showing that the payment: (1) was for a 
purpose other than delayed entry; or (2) offers some 
pro-competitive benefit not achievable without the 
reverse payment.  By contrast, the Eleventh Circuit 
adopted the so-called “scope of the patent test,” under 
which reverse payment settlements are virtually per 
se lawful so long as they permit entry on or before the 
patent expiration date unless the patent litigation 
was a sham or the patent was obtained by fraud.  The 
question presented is: 

Are reverse payments by brand manufacturers to 
their potential generic competitors to delay generic 
entry subject to antitrust scrutiny under which the 
payments are prima facie evidence of an 
anticompetitive agreement or are they virtually 
exempt from the antitrust laws? 
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CORPORATE DISCLOSURE STATEMENT 

Respondent Louisiana Wholesale Drug Company, 
Inc. (“Louisiana Wholesale”) has no parent 
corporation, and no publicly traded company owns 
ten percent or more of its stock. 

Respondent CVS Pharmacy, Inc. (successor by 
merger with CVS Meridian, Inc.) (“CVS”) is a wholly 
owned subsidiary of CVS Caremark Corporation, its 
publicly held parent corporation, and no other 
publicly held corporation owns ten percent or more of 
its stock. 

Respondent Rite Aid Corporation (“Rite Aid”) has 
no parent corporation, and The Jean Coutu Group 
(PJC), Inc. is the only publicly held corporation that 
owns ten percent or more of its stock. 

Respondent Walgreen Co. (“Walgreen”) has no 
parent corporation, and no publicly traded company 
owns ten percent or more of its stock. 

Respondent Eckerd Corporation (“Eckerd”) is a 
subsidiary of Rite Aid Corporation, its publicly held 
parent corporation, and no other publicly held 
corporation owns ten percent or more of its stock.  
The Jean Coutu Group (PJC), Inc. is the only publicly 
held corporation that owns ten percent or more of the 
stock of Rite Aid Corporation.   

Respondent The Kroger Co. (“Kroger”) has no 
parent corporation, and no publicly traded company 
owns ten percent or more of its stock. 

Respondent Safeway Inc. (“Safeway”) has no 
parent corporation, and no publicly traded company 
owns ten percent or more of its stock. 

Respondent Albertson’s, Inc. (“Albertson’s”) has 
been succeeded in interest by SuperValu, Inc., a 
publicly traded company, and Albertson LLC, a 
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privately held company, neither of which has any 
publicly traded owner holding ten percent or more of 
its stock. 

Respondent Hy-Vee, Inc. (“Hy-Vee”) has no 
parent corporation, and no publicly traded company 
owns ten percent or more of its stock. 

Respondent Maxi Drug, Inc. d/b/a Brooks 
Pharmacy (“Maxi Drug”) is a subsidiary of Rite Aid 
Corporation, its publicly held parent corporation, and 
no other publicly held corporation owns ten percent 
or more of its stock. The Jean Coutu Group (PJC), 
Inc. is the only publicly held corporation that owns 
ten percent or more of the stock of Rite Aid 
Corporation. 
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BRIEF IN OPPOSITION 

Respondents respectfully request that this Court 
deny these petitions for writs of certiorari.  However, 
should the Court grant the Solicitor General’s 
pending petition (“U.S. Pet.”) in FTC v. Watson 
Pharms., Inc., No. 12-416, it should also grant review 
of this case. 

STATEMENT OF THE CASE 

Petitioners are the corporate successor to the 
manufacturer of the brand name drug K-Dur 20 (“K-
Dur”) and a generic drug manufacturer that proposed 
to market a competing product.  In the brand 
company’s patent infringement suit, the generic 
company termed the suit “baseless,” and the trial 
judge openly and strongly suggested that the generic 
product was non-infringing.  Early the next day, the 
parties settled, with the brand manufacturer paying 
the generic $60 million in exchange for the generic’s 
promise not to enter the market and compete for 
more than four years.  Respondents brought this suit 
alleging that the agreement violates the antitrust 
laws.  The Third Circuit held that such an agreement 
is prima facie evidence of an unreasonable restraint 
of trade that could be rebutted by showing that the 
payment:  (1) was for a purpose other than delayed 
entry; or (2) offered some pro-competitive benefit not 
achievable without the reverse payment. 

1.  In the patent litigation, petitioner Schering-
Plough Corporation (“Schering”), a corporate 
predecessor of petitioner Merck & Co., Inc., alleged 
that the proposed generic of petitioner Upsher-Smith 
Laboratories (“Upsher”) infringed its patent (the 
“‘743 patent”) relating to Schering’s K-Dur product.  



2 
K-Dur is a potassium chloride supplement designed 
to treat low potassium levels.  

The compound potassium chloride is 
unpatentable, but Schering’s ‘743 patent claimed the 
controlled release coating applied to potassium 
chloride crystals to create K-Dur’s sustained release 
formulation.  Pet. App. 3a.1  The ‘743 patent 
specifically claimed the use of ethylcellulose, a 
common ingredient in pharmaceutical formulations, 
having a viscosity (resistance to flow) of greater than 
40 centipoise (cp).  Id. 58a.  Upsher designed around 
Schering’s patent by using Ethocel 20, a brand of 
ethylcellulose with a much lower viscosity of 18-22 
cp.  Id. 105a.  Upsher’s generic K-Dur product also 
did not use either of two secondary polymers claimed 
by Schering’s ‘743 patent.  Id. 60a. 

Upsher sought to enter the market pursuant to 
the statutory scheme specified by the Drug Price 
Competition and Patent Term Restoration Act of 
1984, commonly known as the Hatch-Waxman Act.  
Pub. L. No. 98-417, 98 Stat. 1585 (codified as 
amended at 21 U.S.C. § 355).  Hatch-Waxman 
embodies Congress’s determination “to speed the 
introduction of low-cost generic drugs to market.”  
Caraco Pharm. Labs., Ltd. v. Novo Nordisk A/S, 132 
S. Ct. 1670, 1676 (2012) (citing Eli Lilly & Co. v. 
Medtronic, Inc., 496 U.S. 661, 676 (1990)).  The 
statute created a simpler application for generic 
versions of previously approved branded drugs and 
granted 180 days of marketing exclusivity to the first 
generic manufacturer whose application contains a 

                                            
1 Citations to the Petition Appendix are to the appendix in 

No. 12-245. 
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“Paragraph IV Certification” asserting that a patent 
on a branded product “is invalid or will not be 
infringed by the manufacture, use, or sale of the 
[generic] drug.”  See 21 U.S.C. § 355(j)(2)(A)(vii)(IV).  
This bounty for entering the market via a patent 
challenge can be worth hundreds of millions of 
dollars in profit because the generic can substantially 
underprice the brand yet still earn a high profit 
margin given the low cost of the active chemical 
ingredients in most drugs.   

A Paragraph IV Certification constitutes an 
artificial act of infringement.  Once it has received a 
Paragraph IV Certification, a brand manufacturer 
may (but need not) sue the generic for patent 
infringement.  See 21 U.S.C. § 355(j)(5)(B)(iii).  If it 
files suit within forty-five days, the brand company 
obtains an automatic stay of FDA approval of the 
generic of up to thirty months, regardless of the 
merits of its suit.  Id.  Alternately, a brand may wait 
to sue until after the generic launches and file a 
traditional patent suit seeking damages and/or an 
injunction.   

Pursuant to Hatch-Waxman, in November 1995, 
Upsher filed an Abbreviated New Drug Application 
(“ANDA”) and Paragraph IV Certification relating to 
generic K-Dur.  Pet. App. 7a-8a.  Schering elected to 
sue Upsher for infringement of the ‘743 patent within 
forty-five days.  Id. 8a.  Upsher told the district court 
that Schering’s infringement claims were “baseless 
and could not have been made in good faith.”  Id. 

Upsher’s generic presented a grave threat to 
Schering’s K-Dur profits.  Schering stood to quickly 
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lose over seventy percent of its sales of K-Dur 
following generic entry.  C.A. A-3146.2  The loss was 
expected because the first generic typically enters the 
market at a twenty to thirty percent price discount, 
and the entry of subsequent generics drives the 
discount to sixty percent or more.  Id. A-3174.  The 
brand manufacturer accordingly has a massive 
financial incentive – often measured in hundreds of 
millions of dollars – to delay generic entry as long as 
possible. 

Because of the predictable financial losses to 
brand manufacturers and gains to generic 
manufacturers caused by generic entry, virtually all 
Hatch-Waxman cases can be settled by an arms-
length agreement on a generic entry date (which 
may, but need not, be part of a patent license).  C.A. 
A-3164; Leffler & Leffler, Settling the Controversy 
Over Patent Settlements:  Payments By the Patent 
Holder Should Be Per Se Illegal, 21 RES. IN LAW & 

ECON. 477, 486 (2004).  Brand manufacturers like 
Schering, however, often seek to delay generic entry 
beyond such a negotiated entry date by paying their 
generic competitors for delay.  This practice has come 
to be known as a “reverse payment” because the 
payment flows from the patent holder to the alleged 
infringer, rather than in the opposite direction seen 
in typical patent litigation.  In the underlying patent 
case, Upsher repeatedly demanded that Schering buy 
it off with such a reverse payment, but Schering 
repeatedly expressed concern that such a payment 
would violate the antitrust laws.  Pet. App. 8a.   

                                            
2 Cites to C.A. A-_____ are to the appendix in the court of 

appeals. 
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On June 17, 1997, Schering and Upsher argued 

cross-motions for summary judgment.  Id. 62a.  
During argument, the trial judge repeatedly 
challenged Schering’s allegation that Upsher’s 
product with the low-viscosity Ethocel 20 infringed 
Schering’s patent, which expressly claimed a 
viscosity of greater than 40 cp:   “You’re saying 20 is 
40”; “That’s what you’re saying 20 is 40”; “Don’t 
words mean anything?”  C.A. A-7110-11, A-7123. 

Early on June 18, 1997, just hours before the 
judge was scheduled to rule on the summary 
judgment motions, and, if necessary, begin the patent 
trial, the parties settled.  Pet. App. 8a.  Schering 
agreed to pay $60 million to Upsher, and Upsher 
agreed to delay its launch of generic K-Dur for more 
than four years.  Id. 8a-9a.  Upsher and Schering 
executives agreed that the payment represented the 
revenue that Upsher otherwise would have earned 
had Upsher competed by launching its generic 
earlier.  C.A. A-3767; A-3796.  Schering also acquired 
rights to license other Upsher products.  Pet. App. 9a.  
The settlement agreement specifically provided that 
Upsher did not agree that the ‘743 patent was valid, 
infringed, or enforceable.  Id. 8a.  Nevertheless, the 
agreement provided that Upsher would refrain from 
introducing not only the specific generic at issue in 
the patent case, but also “any other sustained 
released microencapsulated potassium chloride 
tablet” regardless of whether it infringed the ‘743 
patent.  Id. 63a. 

About a year later, Schering avoided another 
challenge to its K-Dur monopoly by making a reverse 



6 
payment to ESI, a division of American Home 
Products, which had filed the second ANDA for 
generic K-Dur.  Id. 9a-10a, 69a.3  ESI ultimately 
agreed not to introduce generic K-Dur until January 
2004, and Schering agreed to pay ESI $5 million, plus 
up to $10 million more, depending on the timing of 
the FDA’s approval of ESI’s generic product.  Id. 10a.  

2.  Schering’s reverse payments led to 
government and private antitrust actions against 
petitioners.  In an administrative action, the FTC 
concluded that the reverse payments raised a “red 
flag” that mandated antitrust scrutiny under the rule 
of reason.  In re Schering-Plough Corp., 136 F.T.C. 
956, 991 (2003).  According to the FTC, this 
conclusion followed because an agreement to settle 
that includes a reverse payment necessarily results 
in less competition than the litigants themselves 
expected to result from the litigation.  Id. at 987-88.  
Schering appealed to the Eleventh Circuit, which 
reversed, criticizing the FTC’s reliance on economic 
evidence of the effect of reverse payments rather than 
considering the “merits of the underlying patent 
disputes” and evaluating “the strength of the patent.”  
Schering-Plough Corp. v. FTC, 402 F.3d 1056, 1068 
n.18, 1076 (11th Cir. 2005), cert. denied, 548 U.S. 919 
(2006).    

                                            
3 Although the D.C. Circuit later rejected the FDA’s 

“successful defense rule,” Mova Pharm. Corp. v. Shalala, 140 
F.3d 1060, 1076 (D.C. Cir. 1998), at the time that rule appeared 
to eliminate Upsher’s 180 days of exclusivity as the first ANDA 
filer because Upsher settled rather than successfully defended 
Schering’s suit.  Accordingly, to guarantee its monopoly, 
Schering had to pay off ESI. 
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Respondents separately brought these private 

antitrust suits in federal district court.  Respondents 
alleged that Schering’s agreement to pay Upsher $60 
million delayed the introduction of generic K-Dur and 
increased the prices that they paid for sustained 
release potassium chloride. 

The case proceeded to discovery.  Respondents 
developed a substantial record that was before 
neither the FTC nor the Eleventh Circuit in the prior 
administrative action.  For example, respondents’ 
expert economist demonstrated that, if Schering and 
Upsher had not agreed on the reverse payment 
settlement, they still would have settled by agreeing 
on an entry date.  Such a settlement would have 
resolved that litigation and benefitted consumers 
because the entry date without the $60 million 
payment would have been substantially earlier.  C.A. 
A-3158 to A-3164.  Respondents also developed 
evidence establishing that Upsher’s generic product 
was outside the scope of the ‘743 patent as a matter 
of law because Upsher had designed around the 
patent by using Ethocel 20, a brand of ethylcellulose 
with an average viscosity of 20 cp, far below the 
viscosity of greater than 40 cp specified by the patent.  
Resp. C.A. Br. 53-60.  And, respondents proffered 
facts and expert testimony from which a jury could 
conclude that Schering’s lawsuit against Upsher was 
objectively baseless, just as Upsher itself had 
asserted before receiving $60 million from Schering.  
Id.  60-66. 

The district court adopted the report of a Special 
Master dismissing respondents’ antitrust claims.  
Pet. App.  45a-46a.  The report applied a virtually 
irrebuttable presumption that a reverse payment 
settlement is within the scope of the patent and 
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hence lawful.  The Special Master deemed irrelevant 
respondents’ evidence that Upsher’s product was 
outside the express claims of Schering’s patent 
because it would have required the court “not only to 
conduct a detailed inquiry into the merits of the 
patent case, but to decide the infringement issues 
that were resolved” when Schering paid Upsher to 
settle.  Id. 103a.  The Special Master likewise 
concluded that Schering’s patent claim was not 
objectively baseless because Schering “could 
realistically expect” to convince a court that a 
“flexible” application of the doctrine of equivalents 
would permit it to broaden the scope of the patent 
beyond the unambiguous words of its claims.  Id.  
106a-107a.  The Special Master reached this 
conclusion despite respondents’ proof that Schering 
had explicitly surrendered that broader scope to 
convince the PTO to grant the patent. The Special 
Master also concluded that respondents’ evidence 
that Schering had made misrepresentations of 
scientific fact did not create an issue of fact for a jury 
because Schering and Upsher “hotly disputed” the 
evidence in the patent case and offered “expert 
opinion in support of their positions.”  Id. 108a.   

The Third Circuit reversed.  According to the 
court of appeals, the “scope of the patent” test 
“improperly restricts the application of antitrust law 
and is contrary to the policies underlying the Hatch-
Waxman Act and a long line of [this Court’s] 
precedent on patent litigation and competition.”  Id.  
25a.  The court of appeals directed the district court 
to apply “a quick look rule of reason based on the 
economic realities of the reverse payment 
settlement.” Id. 32a.  Under that test, “any payment 
from a patent holder to a generic patent challenger 
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who agrees to delay entry into the market” is “prima 
facie evidence of an unreasonable restraint of trade.”  
Id.  The Court specified that the prima facie case 
could be rebutted by showing that the payment:  “(1) 
was for a purpose other than delayed entry or (2) 
offers some pro-competitive benefit” not achievable 
without the reverse payment.  Id. 

REASONS FOR DENYING THE WRIT 

I. The Court May Find It Appropriate To Await 
A Final Judgment And A Complete Record 
Before Granting Certiorari, But If The Court 
Grants Certiorari To Decide The Question 
Presented, It Should Review Both Watson 
And This Case. 

1.  Respondents agree that the lawfulness of 
reverse payment agreements is a very important 
question on which the courts of appeals have divided.  
Three circuits – including the Third Circuit – have 
recognized that reverse payments severely harm 
competition and should be subject to antitrust 
scrutiny.  Pet. App. 32a; In re Cardizem CD Antitrust 
Litig., 332 F.3d 896 (6th Cir. 2003), cert. denied, 543 
U.S. 939 (2004); Andrx Pharms. Inc. v. Biovail Corp. 
Int’l, 256 F.3d 799 (D.C. Cir. 2001), cert. denied, 535 
U.S. 931 (2002).4  Three other circuits have held that 

                                            
4 Petitioners err in limiting the decisions of the D.C. and 

Sixth Circuits to “interim settlements.”  Merck Pet. 15.  As the 
Third Circuit recognized, the reasoning of these cases “is equally 
applicable” to cases involving final settlements.  Pet. App. 18a-
19a.  Under petitioners’ logic, a brand would be prohibited from 
delaying competition for a few months (via an interim 
settlement), but could forestall competition for years via a final 
settlement. 
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the antitrust laws do not apply to such an agreement 
– provided the agreement is within the alleged “scope 
of the patent,” the patent was not obtained by fraud, 
and the brand’s infringement suit was not objectively 
baseless.  FTC v. Watson Pharms, Inc., 677 F.3d 1298 
(11th Cir. 2012); In re Ciprofloxacin Hydrochloride 
Antitrust Litig., 544 F.3d 1323 (Fed. Cir. 2008), cert. 
denied, 557 U.S. 920 (2009); In re Tamoxifen Citrate 
Antitrust Litig., 466 F.3d 187 (2d Cir. 2006), cert. 
denied, 551 U.S. 1144 (2007). Under this approach, 
reverse payment agreements are virtually immune 
from antitrust scrutiny even though generic entry 
would have occurred earlier in the absence of the 
reverse payment. 

The Court, however, may find it more appropriate 
to await a final judgment and a complete record in a 
reverse payment case before granting certiorari.  The 
alleged circuit split has existed since 2003.  
Nevertheless, since then, the Court has declined to 
hear the issue at least five times, presumably to 
permit further development.     

If the Court does not grant review now, it will 
have other opportunities to decide this issue.  For 
example, there is no final judgment in this case.  On 
remand, under the Third Circuit’s standard, 
petitioners may seek to rebut respondents’ prima 
facie case by demonstrating that Schering’s reverse 
payments somehow enhanced competition.  
Petitioners also argue that Schering made no reverse 
payment, notwithstanding that they simultaneously 
offer the contradictory (and unproven) assumption 
that reverse payments are essential to resolving 
Hatch-Waxman suits.  Following entry of a final 
judgment on remand, the Court may have an 
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opportunity to consider this case on a complete 
record. 

Similarly, the Eleventh Circuit’s decision in 
Watson does not represent the final word on the 
lawfulness of the settlements there.  A private 
antitrust challenge to those settlements is pending.  
The private case contains the important further 
allegation that the branded manufacturer’s allegation 
of patent infringement was an objectively baseless 
sham.  If so, plaintiffs would prevail even under the 
so-called “scope of the patent” test described in 
Watson.  Unlike the FTC’s complaint that gave rise to 
the Watson decision, the private complaint was not 
dismissed, but proceeded through discovery and 
summary judgment.  The district court recently 
granted summary judgment to the defendants, but 
that decision is not ripe for review in this Court.  A 
petition filed after a ruling by the Eleventh Circuit 
would allow the Court to consider how the “scope of 
the patent” test is applied to a particular factual 
record as opposed to simply considering the FTC’s 
complaint. 

Finally, other reverse payment cases raising 
important issues are pending in the lower courts.  
For instance, one argument made to counter the 
admittedly anticompetitive effect of the “scope of the 
patent” test – which permits patent holders to buy 
protection for “fatally weak” patents – is that any 
injury to competition would be temporary because 
branded companies are unlikely to pay off multiple 
generic competitors.  See Tamoxifen, 466 F.3d at 211-
12.  At least one pending case, King Drug Co. v. 
Cephalon, Inc., 702 F. Supp. 2d 514 (E.D. Pa. 2010), 
proves the falsity of that assumption.  There, the 
patent holder made reverse payments to four 
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separate generic competitors to preserve its 
monopoly.  Id. at 521-22. 

2.  If the Court decides to consider this issue now, 
it should review both this case and Watson, which 
complement each other in significant respects.  
Watson was brought by the FTC, and respondents 
agree that “[t]he Court would benefit from the 
experienced presentation that the FTC, represented 
by the Solicitor General, would offer as a party.”  U.S. 
Pet. 30.  However, it is equally true that the Court 
would benefit from considering the question 
presented in the context of private litigation.  Direct 
purchasers such as plaintiffs have long been regarded 
as “preferred plaintiffs” in antitrust litigation.  IIA P. 
Areeda & H. Hovenkamp, Antitrust Law ¶ 345, at 
156 (3d ed. 2007).  Respondents in this case include 
some of the largest purchasers of pharmaceutical 
products in the country.  They are represented by 
counsel who collectively have been involved in nearly 
every reverse payment case filed over the past decade 
and have developed substantial expertise in this area 
of the law.  

In addition, while the FTC must be given the 
benefit of all factual inferences regarding its 
complaint in Watson, consideration of this important 
issue would benefit greatly from the significantly 
more complete factual record here.   

First, the record in this case would assist the 
Court in considering the question in context and 
decrease the risk that this important issue will be 
decided on the basis of the limited scope of the FTC’s 
complaint.  Moreover, petitioners and their amici 
have offered unproven, counter-intuitive, and 
speculative policy assumptions to defend reverse 
payments, assumptions that should be tested by what 
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the facts actually show.  As the Solicitor General 
observes, if the Court “would benefit from briefing on 
the factual record in K-Dur,” the Court should “grant 
all the pending petitions.”  U.S. Pet. 32-33.   

The record here plainly illustrates how reverse 
payments are made in exchange for delayed generic 
entry.  Upsher repeatedly demanded a payment to 
delay entry over Schering’s objection that such a 
payment would violate the antitrust laws.  C.A. A-
1999 to A-2004.  Nevertheless, Schering and Upsher 
agreed to a payment close to Upsher’s initial demand.  
Id. A-2003.  Petitioners’ executives testified that 
Upsher sought “a percentage of” the effect of Upsher’s 
generic product “on Schering in terms of the 
performance of K-Dur 20 in the market,” id. A-3796, 
and that the payment represented “the revenue that 
Upsher would have otherwise earned selling K-Dur,” 
id. A-3767.  Schering advised its Board of Directors 
that the payment represented “an income stream to 
replace the income that Upsher-Smith had 
anticipated earning if it were able successfully to 
defend against [the brand name’s] infringement 
claims.”  Id. A-3874.   

The payment to generic competitor ESI is, if 
anything, even more compelling evidence of the anti-
competitive purpose and effect of Schering’s 
payments.  Schering agreed to pay ESI up to $10 
million, depending on one fact:  the length of the 
possible delay beyond the date when the FDA 
approved ESI’s generic.  Pet. App. 10a. 

Unlike Watson, where generic entry has not 
occurred because the reverse payment agreements 
there delay generic competition until 2015, the record 
here shows that once generic competition belatedly 
began, Schering’s K-Dur sales declined more than 
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eighty percent and the price of the generic was 
roughly one-quarter the price of the brand.  C.A. A-
2028 to A-2029.  Upsher’s own witness recognized 
that “there isn’t anything” other than generic entry 
that would account for those declines.  Id. A-2029.  

The record here also contains an extensive 
economic analysis showing that Schering and Upsher 
could have settled without a reverse payment.  
Respondents’ expert demonstrated that – given 
Schering’s expected loss from generic entry and 
Upsher’s expected gain – the two companies could 
have reached a settlement that did not include a 
reverse payment.  C.A. A-3163 to A-3164.  Such a 
settlement would have provided for a much earlier 
entry date for generic K-Dur.  Id.  This evidence 
directly rebuts the unproven suggestion that Hatch-
Waxman cases cannot settle without reverse 
payments.   

Second, while respondents believe the “scope of 
the patent” test is inapplicable in any context, they 
also advocate an alternative legal theory that the 
Solicitor General does not:  that at the very least 
antitrust scrutiny applies when a reverse payment is 
made to resolve an allegation that a generic product 
is non-infringing as opposed to when the validity of 
an admittedly infringed patent is at issue.  This 
distinction is significant.  It makes little sense to hold 
that the rebuttable presumption of validity of a 
brand’s patent justifies a payment to resolve a suit 
that does not challenge the patent’s validity.   

Most cases adopting the “scope of the patent” test 
involved compound patents that were necessarily 
infringed if valid.  See Arkansas Carpenters Health & 
Welfare Fund v. Bayer AG, 604 F.3d 98, 106 (2d Cir. 
2010), cert. denied, 131 S. Ct. 1606 (2011) (“generic 
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version of Cipro would necessarily infringe Bayer’s 
patent [because] Bayer’s Cipro patent is a compound 
patent”); Tamoxifen, 466 F.3d at 214 (observing that 
patent at issue was “a patent on a compound that, by 
its nature, excludes all generic versions of the drug”); 
Ciprofloxacin, 544 F.3d at 1328, 1335 (noting case 
involved compound patent, and specifically 
contrasting case where agreement encompassed “non-
infringing versions of the generic drug” and therefore 
“clearly had anticompetitive effects outside the 
exclusion zone of the patent”).  In that context, courts 
considering the legality of a reverse payment 
settlement relied on the procedural, rebuttable 
presumption of validity to conclude that the reverse 
payment was within the “scope of the patent.”   

The Eleventh Circuit is the only appellate court 
to have extended the “scope of the patent” test to the 
infringement context, effectively assuming the 
patentee had a right to exclude merely because it had 
alleged that the generic infringed.  But see R.R. Co. v. 
Mellon, 104 U.S. 112, 119 (1881) (“Infringement must 
. . . be shown by satisfactory proof; it cannot be 
presumed.”); Egyptian Goddess, Inc. v. Swisa, Inc., 
543 F.3d 665, 678 (Fed. Cir. 2008) (“[T]he burden of 
proof as to infringement remains on the patentee.”). 

Because the Solicitor General forswears making 
this alternative argument (U.S. Pet. 32), this case 
presents views that would not be available to the 
Court from an interested party if it were only to 
grant review in Watson. 

Third, this case highlights the dangers of 
extending the rebuttable presumption of validity to 
immunize reverse payments from antitrust challenge 
where the underlying patent dispute involves 
infringement.  Straightforward and compelling 
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evidence establishes that Upsher’s generic product 
did not infringe Schering’s ‘743 patent.  Upsher 
designed around the ‘743 patent, and its generic 
product was completely outside the patent’s scope.  

The patent only claimed a sustained release 
potassium chloride formulation containing 
ethylcellulose with a viscosity of greater than 40 cp.  
Schering specifically made that distinction to obtain 
the patent, arguing to the Patent and Trademark 
Office that “[a] careful analysis of the [prior art] 
would not lead one skilled in the art to utilize an 
ethylcellulose polymer having a viscosity of greater 
than 40 cp . . . to produce a sustained release 
potassium chloride tablet.”  C.A. A-6781.  In contrast, 
Upsher’s generic product used ethylcellulose with an 
average viscosity of only 20 cp.  Accordingly, Upsher 
told the patent court that Schering’s infringement 
claims were “baseless and could not have been made 
in good faith.”  Pet. App. 8a.  Just hours before 
Schering and Upsher agreed to their reverse payment 
settlement, the district court openly doubted 
Schering’s infringement claim.  See, e.g., C.A. A-7110  
(“You’re saying 20 is 40”); A-7123 (“Don’t words mean 
anything?”); see also id. A-7111 (“That’s what you’re 
saying 20 is 40”).   

In addition, whereas the ‘743 patent is limited to 
products with a viscosity of greater than 40cp, 
petitioners’ reverse payment settlement forbade 
Upsher from introducing “any . . . sustained release 
microencapsulated potassium chloride tablet,” 
including the non-infringing Upsher product 
proposed to the FDA.  C.A. A-2603 (emphasis added). 

Finally, the FTC notes that its complaint in 
Watson “seeks only declaratory and prospective 
injunctive relief,” whereas respondents’ complaint 
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involves a claim for “retrospective damages relief.”  
U.S. Pet. 31.  Damages actions like this one are a 
common context in which the question presented 
arises.  The fact that there will be later proceedings 
to “fix[] the damages caused by a reverse-payment 
agreement,” id. (emphasis added), obviously creates 
no complication with respect to determining the 
antecedent question of petitioners’ liability. 

3.  Respondents suggest that if certiorari is 
granted, the Court order the two cases be briefed in 
parallel and argued the same day as it did this Term 
in No. 10-930, Ryan v. Gonzales, and No. 11-218, 
Tibbals v. Carter.  If the Court adopts this approach, 
respondents suggest that the time be divided as 
follows:  25 minutes to the Solicitor General; 15 
minutes to respondents in this case; 20 minutes to 
the respondents in Watson; and 20 minutes to the 
petitioners in this case. 

Respondents further suggest that the Court 
realign the parties for purposes of briefing.  In 
Watson, the petitioner is the plaintiff and defendants 
are respondents, while the position of the parties in 
this case is reversed.  Respondents suggest that the 
Court treat the plaintiffs as petitioners in both cases.  
Realignment will permit each amicus to limit itself to 
one consolidated brief; otherwise, amicus 
participation may be multiplied unnecessarily. 
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II. The Court of Appeals Correctly Held That 

Reverse Payment Agreements Settling 
Patent Suits Are Subject To Antitrust 
Scrutiny. 

A. The Third Circuit’s Rule Protects 
Fundamental Antitrust And Patent Law 
Principles.  

The Third Circuit correctly concluded that 
petitioners’ proposed rule virtually immunizing 
reverse payment agreements from antitrust scrutiny 
“improperly restricts the application of antitrust law 
and is contrary to the policies underlying the Hatch-
Waxman Act and a long line of Supreme Court 
precedent on patent litigation and competition.”  Pet. 
App. 25a.  The court properly held that “the finder of 
fact must treat any payment from a patent holder to 
a generic patent challenger who agrees to delay entry 
into the market as prima facie evidence of an 
unreasonable restraint of trade, which could be 
rebutted by showing that the payment (1) was for a 
purpose other than delayed entry or (2) offers some 
pro-competitive benefit” not achievable without the 
reverse payment.  Pet. App. 32a.  To do otherwise 
would upset the careful balance Congress struck 
between the antitrust laws and patent laws, and the 
policies embodied in the Hatch-Waxman Act. 

Petitioners suggest (without evidence) that the 
Third Circuit’s rule would prevent or chill settlement. 
Merck Pet. 21; Upsher Pet. 3. But brand and generic 
companies can settle without reverse payments, 
including through a license. See supra at 4.  Indeed, 
petitioners here contend they settled without a 
reverse payment.  No drug company has ever 
demonstrated that reverse payments are necessary 



19 
for settlement.  And, a licensed settlement without a 
reverse payment keeps the generic company’s 
incentives aligned with consumers because a generic 
will be motivated to obtain the earliest entry date 
and/or lowest royalty.  By contrast, a reverse 
payment motivates a generic company, such as 
petitioner Upsher, to switch from fiercely seeking to 
introduce a competitive product (an interest shared 
with consumers) to fiercely defending payoffs (an 
interest adverse to consumers). 

1.    Under traditional antitrust analysis, 
agreements between competitors are either per se 
unlawful or analyzed under this Court’s “rule of 
reason.” The rule of per se illegality applies to 
pernicious conduct recognized to be without any 
redeeming virtue, such as horizontal price fixing or 
market allocation, while all other competitor 
agreements are judged pursuant to the rule of reason 
which requires the factfinder to decide whether the 
challenged practice “imposes an unreasonable 
restraint on competition.”  State Oil Co. v. Khan, 522 
U.S. 3, 10 (1997).  That analysis “focuses directly on 
the challenged restraint’s impact on competitive 
conditions.”  National Soc’y of Prof’l Eng’rs v. United 
States, 435 U.S. 679, 688 (1978).  An agreement is 
anticompetitive under the rule of reason if, after 
balancing the agreement’s potential anticompetitive 
effects against any potential procompetitive effects, 
the court concludes that the agreement has “relative 
anticompetitive tendencies.”  California Dental Ass’n 
v. FTC, 526 U.S. 756, 781 (1999). 

Courts have long recognized that consumers are 
likely to be harmed when a firm pays a competitor to 
exit or stay out of the market. See, e.g., United States 
v. Addyston Pipe & Steel Co., 85 F. 271, 293-94 (6th 
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Cir. 1898), aff’d, 175 U.S. 211 (1899); United States v. 
Topco Assocs., Inc., 405 U.S. 596, 608-09 (1972). This 
includes paying competitors not to enter when it is 
uncertain whether they could enter successfully.    
See, e.g., Palmer v. BRG of Georgia, Inc., 498 U.S. 46, 
48-49 (1990); XII H. Hovenkamp, Antitrust Law 
¶ 2030b, at 220 (3d ed. 2012) (“[T]he law does not 
condone the purchase of protection from uncertain 
competition any more than it condones the 
elimination of actual competition.”).   

Contrary to petitioners’ submissions, an 
agreement between competitors to restrain 
competition is not exempt from these principles 
simply because it involves a patent or a patent 
settlement.  To the contrary, such agreements are 
subject to ordinary antitrust principles.  See, e.g., 
United States v. Masonite Corp., 316 U.S. 265, 280 
(1942) (“Since patents are privileges restrictive of a 
free economy, the rights which Congress has attached 
to them must be strictly construed so as not to 
derogate from the general law beyond the necessary 
requirements of the patent statute.”); Morton Salt Co. 
v. G.S. Suppinger Co., 314 U.S. 488, 492 (1942) 
(“[T]he public policy which includes inventions within 
the granted monopoly . . . forbids the use of the 
patent to secure an exclusive right or limited 
monopoly not granted by the Patent Office and which 
it is contrary to public policy to grant.”); Standard Oil 
Co. v. United States, 283 U.S. 163, 169 (1931) (“The 
limited monopolies granted to patent owners do not 
exempt them from the prohibitions of the Sherman 
Act and supplementary legislation.”); cf. Lear, Inc. v. 
Adkins, 395 U.S. 653, 670 (1969) (patentee cannot 
“muzzle[]” those who otherwise have an “economic 



21 
incentive to challenge the patentability of an 
inventor’s discovery”). 

Patents provide a limited exemption from 
antitrust liability, and a patent holder may certainly 
ask a court to enforce its patent and “to exclude 
others from making, using, offering for sale, or selling 
the invention throughout the United States.”  35 
U.S.C. §§ 154(a)(1), 281. However, an infringement 
suit carries the risk that the patent will be held 
invalid – which prevents exclusion not only of the 
infringement defendant but all other potential 
competitors – or not infringed – which not only opens 
the door to competition by the accused infringer, but 
narrows the scope of the patentee’s right to exclude 
similarly situated competitors in the future. 

A payment by the patentee to the alleged 
infringer to delay entry and avoid the risks of such a 
judicial determination is prima facie evidence that 
the parties expected the litigation to result in earlier 
generic entry and more competition than the 
settlement.  After all, “[a]bsent proof of other 
offsetting consideration, it is logical to conclude that 
the quid pro quo for the payment was an agreement 
by the generic to defer entry beyond the date that 
represents an otherwise reasonable litigation 
compromise.”  Pet. App. 12a (quoting Schering, 136 
F.T.C. at 988). 

2.  The Court has repeatedly recognized the need 
to protect the public from unfounded patent 
monopolies.  See, e.g., Cardinal Chem. Co. v. Morton 
Int’l, Inc., 508 U.S. 83, 100-01 (1993) (emphasizing 
“the importance to the public at large of resolving 
questions of patent validity” and noting the danger of 
“grant[ing] monopoly privileges to the holders of 
invalid patents”); Bonito Boats, Inc. v. Thunder Craft 
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Boats, Inc., 489 U.S. 141, 146 (1989) (“From their 
inception, the federal patent laws have embodied a 
careful balance between the need to promote 
innovation and the recognition that imitation and 
refinement through imitation are both necessary to 
invention itself and the very lifeblood of a competitive 
economy.”); Lear, 395 U.S. at 670 (patent licensees 
must remain free to challenge patents since they 
“may often be the only individuals with enough 
economic incentive” to do so); Pope Mfg. Co. v. 
Gormully, 144 U.S. 224, 234 (1892) (“It is as 
important to the public that competition should not 
be repressed by worthless patents, as that the 
patentee of a really valuable invention should be 
protected in his monopoly.”); United States v. Glaxo 
Group Ltd., 410 U.S. 52, 58 (1973) (same). 

The court of appeals correctly recognized that the 
“scope of the patent” test advocated by petitioners 
would upset this carefully calibrated balance.  
Indeed, as used by petitioners, the phrase “scope of 
the patent” is highly misleading because what they 
propose is that brand drug companies should be 
permitted to buy protection from competition merely 
by alleging that a generic competitor infringes a 
patent.  But an invalid patent has no scope, and even 
valid patents cannot cover non-infringing products.  
Petitioners assume a patent justifies exclusion, but 
“it is one thing to take advantage of a monopoly that 
naturally arises from a patent, but another thing 
altogether to bolster the patent’s effectiveness in 
inhibiting competitors by paying the only potential 
competitor $40 million per year to stay out of the 
market.”  Cardizem, 332 F.3d at 908 (footnote 
omitted).  Petitioners’ approach would immunize 
reverse payment agreements from antitrust scrutiny 
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except in circumstances involving fraud on the PTO, 
objectively baseless infringement claims, or 
exclusions exceeding the temporal (as opposed to the 
substantive) scope of the patent.5  Thus, petitioners’ 
rule would allow patent holders “to contract their 
way out of the statutorily imposed litigation risks of 
invalidation or, as the district court applied it, 
narrowed scope[,] while in effect claiming antitrust 
immunity for that private contract.”  C.A. Amicus Br. 
of U.S. 15.  As the Third Circuit noted (and the 
Second Circuit acknowledged), “the principal 
beneficiaries of such an approach will be brand name 
manufacturers with weak or narrow patents that are 
unlikely to prevail in court.”  Pet. App. 31a.  
Petitioners’ proposed rule would allow brand drug 
companies to literally buy monopolies because it 
places no limit whatsoever on the amount a brand 
company may pay a generic to stay out of the market, 

                                            
5 Cases adopting the “scope of the patent” test cite Walker 

Process Equip., Inc. v. Food Mach. & Chem. Corp., 382 U.S. 172 
(1965), and Professional Real Estate Investors, Inc., v. Columbia 
Pictures Indus., Inc., 508 U.S. 49 (1993), but neither of these 
cases concerned collusive conduct between competitors, and 
their holdings should not be applied to reverse payment 
settlements which raise very different competitive issues.  For 
instance, Professional Real Estate involved unilateral 
petitioning activity protected by the First Amendment whereas 
reverse payment settlements are private agreements to 
withdraw petitions (the patent litigation).  Moreover, this Court 
has never suggested that patent holders can rely on invalid or 
narrow patents to restrain trade.  In Edward Katzinger Co. v. 
Chicago Metallic Mfg. Co., 329 U.S. 394, 399-401 (1947), for 
example, the Court held that price fixing agreements in patent 
licenses are unlawful if the patent is invalid, and that a contract 
not to challenge the validity of the patent is unenforceable as 
contrary to congressional policy. 
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nor on how many generic companies can be bought 
off.  Petitioners’ proposed rule would thus subvert the 
public interest in competition that the Patent Act 
(not to mention antitrust law) is tailored to protect. 

None of the rationales offered in support of the 
“scope of the patent” test justifies such grievous 
competitive harm.  The Second Circuit in Tamoxifen 
adopted the “scope of the patent” test largely based 
on the rebuttable presumption of patent validity 
codified in 35 U.S.C. § 282.  466 F.3d at 209 & n.22.  
But as the Third Circuit recognized, petitioners’ rule 
effectively transforms this rebuttable procedural 
device into an unrebuttable conclusive presumption 
that the patent holder would have prevailed had the 
infringement case been litigated to judgment.  Pet. 
App. 25a-26a.  This result makes little sense where a 
generic is paid to drop a validity challenge, and even 
less sense where, as here, the payment allows the 
brand to avoid satisfying its statutory burden of 
proving infringement.  Id.  Moreover, a patentee is 
not entitled to automatic injunctive relief, but must 
demonstrate, for instance, that it is likely to prevail 
on the merits and that an injunction accords with the 
public interest.  eBay, Inc. v. MercExchange, LLC, 
547 U.S. 388 (2006). 

The right to seek exclusion by enforcing a patent 
in court does not entitle a competitor to purchase 
that result.  By analogy, a litany of considerations – 
from high startup costs to shrinking demand for a 
product – might deter new businesses from entering 
a given market, but that does not authorize an 
incumbent monopolist to pay its competitors to stay 
out.  The key question for antitrust purposes is not 
whether exclusion might be achieved via patent 
enforcement, but instead whether the exclusion was 
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the result of the patent or the result of a payment. 
XII H. Hovenkamp, supra 20, ¶ 2046c1, at 347. 

The presumption that patents justify reverse 
payment agreements also ignores the reality that “a 
substantial fraction of Hatch-Waxman patent 
challenges succeed on the merits” and many others 
result in the patent holder dropping its infringement 
claim.  Pet. App. 26a-27a n.11.  Data collected by the 
FTC show that as of 2002, the generic challenger 
prevailed in seventy-three percent of patent suits 
brought under Hatch-Waxman.  See FTC, Generic 
Drug Entry Prior to Patent Expiration 13 
(2002), available at http://www.ftc.gov/os/2002/07/
genericdrugstudy.pdf.  As the court of appeals 
recognized, even the industry’s own study found that 
a substantial number of Hatch-Waxman patent 
challenges succeed on the merits.   Pet. App. 26a n.11 
(further recognizing that the percentage jumps to 
seventy-six percent if patent settlements and dropped 
cases are included). 

Nor can petitioners’ approach be justified by the 
general judicial policy favoring settlement.  See 
Arkansas Carpenters, 604 F.3d at 104 (“Patent 
settlements, like all private contracts, are subject to 
antitrust scrutiny.”). Any such preference, 
untethered from any statute enacted by Congress, 
should not outweigh the critical consumer-protection 
interests embodied in the antitrust and patent laws.  
A “judicial preference for settlement,” however 
laudable, should not and cannot displace “Congress’s 
determination . . . that litigated patent challenges are 
necessary to protect consumers from unjustified 
monopolies by name brand drug manufacturers.”  
Pet. App. 31a-32a. 
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In any event, the Third Circuit’s rule will not 

materially affect the ability of parties to settle patent 
cases.  When the FTC announced in 2000 that it 
would aggressively prosecute reverse payments, 
pharmaceutical manufacturers stopped using them, 
but continued to settle patent cases at the same rate 
without reverse payments.  C.A. A-6411-12 
(statement of FTC Commissioner Leibowitz).  Indeed, 
the evidence showed that Schering and Upsher could 
have easily settled their patent dispute without a 
reverse payment.  Id. A-3158, A-3163-64. 

B. The Third Circuit’s Rule Correctly 
Considers the Policy of the Hatch-
Waxman Act. 

The Third Circuit also correctly concluded that by 
delaying the marketing of generic drugs and 
prolonging monopoly pricing, reverse payment 
settlements subvert the public interest in affordable 
medicine embodied in Hatch-Waxman.  By 
encouraging such settlements and augmenting the 
market power of manufacturers holding weak or 
“fatally weak” patents, the “scope of the patent” test 
undermines the purpose of Hatch-Waxman to 
promote generic competition. 

1.  Bioequivalent generics significantly decrease 
the cost of prescription drugs, facilitating access to 
medicine for patients who would otherwise have 
difficulty affording it.  See 130 Cong. Rec. 24427 
(Sept. 6, 1984) (Statement of Sen. Hatch) (explaining 
that Hatch-Waxman would “do more to contain the 
cost of elderly care than perhaps anything else this 
Congress has passed, because it will bring about 
lower priced generic alternatives to brand-name 
drugs”).  A 2010 study by the FTC noted that “generic 
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prices are, on average, 85% lower than the pre-entry 
branded drug price,” and that once generics enter the 
market, “pharmacists fill 90 of every 100 
prescriptions” with a generic.  FTC, Pay-for-Delay: 
How Drug Company Pay-Offs Cost Consumers 
Billions 8 (2010), available at http://www.ftc.gov
/os/2010/01/100112payfordelayrpt.pdf (“FTC, Pay-for-
Delay”). 

In Hatch-Waxman, Congress sought “to speed the 
introduction of low-cost generic drugs to market.”  
Caraco, 132 S. Ct. at 1676 (citing Eli Lilly, 496 U.S. 
at 676); see also H.R. Rep. No. 98-857, Pt. I, at 14 
(1984) (explaining that the “purpose . . . is to make 
available more low cost generic drugs”).  Prior to 
Hatch-Waxman, the FDA approval process was so 
cumbersome that many branded products faced no 
generic competition after all applicable patents had 
expired, allowing monopoly pricing to continue.  To 
remedy these “serious anti-competitive effects,” H.R. 
Rep. No. 98-857, Pt. II, at 4 (1984), Congress created 
a new approval procedure, permitting generic 
manufacturers to file an ANDA instead of a full NDA 
and avoid having to replicate time-consuming studies 
demonstrating safety and efficacy.  Congress also 
provided an incentive for generic drug manufacturers 
to challenge weak or narrow patents on brand drugs.  
See 21 U.S.C. § 355(j).   

Thus, Hatch-Waxman affirmatively encourages 
generics to enter the market as quickly as possible.  
The statute does this by encouraging generics to 
challenge the validity of brand patents and/or design 
around them to develop non-infringing products 
outside the scope of the brand’s patent.  It further 
grants successful generic manufacturers a 180-day 
“exclusivity period” during which other generic 
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manufacturers cannot enter the market.  See 21 
U.S.C. § 355(j)(5)(B)(iv). 

In Hatch-Waxman, Congress accounted for 
society’s interest in innovative new treatments.  For 
example, it granted brand manufacturers five years 
of NDA exclusivity for new chemical entities, thereby 
generally barring generic manufacturers from filing 
an ANDA within five years of an NDA’s approval.  21 
U.S.C. §§ 355(c)(3)(E), 355(j)(5)(F). And, it granted 
brand companies the ability to exclude generic 
competition for up to thirty months merely by filing 
an infringement suit, without having to prove any of 
the normal requirements to obtain an injunction.  See 
21 U.S.C. § 355(j)(5)(B)(iii). 

These measures embody Congress’s desire to 
balance the virtues of patent protection with the 
imperative that cost-effective medicines be 
distributed as quickly as possible.  In enacting Hatch-
Waxman, Congress emphasized the “fundamental 
balance of the bill,” 130 Cong. Rec. 24425 (Sept. 6, 
1984) (Statement of Rep. Waxman), and the way it 
“fairly balanced” the right of patent owners with the 
“rights of third parties” to contest weak or narrow 
patents, H.R. Rep. No. 98-857, Pt. I, at 28 (1984).  See 
also H.R. Rep. No. 98-857, Pt. II, at 30 (explaining 
that Hatch-Waxman “balance[s] the need to 
stimulate innovation against the goal of furthering 
the public interest”). 

2.  Reverse payments effectively eliminate the 
balance that Congress struck.  When brand 
companies pay generic manufacturers to delay 
competition, the public suffers from the denial of 
timely access to affordable generic drugs.  Moreover, 
the validity and scope of the patent remain unclear 
for other generic manufacturers.  In sum, reverse 
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payments allow the brand and generic to triumph 
over the public and split the spoils.   

One can understand why brand and generic 
manufacturers prefer reverse payments to 
competition:  The monopoly price of branded drugs so 
far exceeds the competitive generic price that both 
the brand and generic benefit when the brand shares 
its monopoly profits in the form of a reverse payment 
and the generic refrains from competing.  Indeed, a 
generic manufacturer almost always makes more 
money by accepting a payoff than it could by 
competing with the brand manufacturer.  See S. Rep. 
No. 107-167, at 10 (June 20, 2002) (“[T]he profit lost 
by the innovator firm following the entry of the 
generic version generally substantially exceeds the 
profit gained by the generic firm; both firms could be 
made better off by sharing some of that difference in 
profits instead of competing.”).  Left unchecked, 
reverse payment agreements will proliferate and 
displace pro-competitive settlements.  They benefit 
the brand and generic manufacturers at the expense 
of consumers.  Under petitioners’ approach, they 
would become the dominant method of resolving 
Hatch-Waxman patent disputes thereby delaying 
generic entry and increasing pharmaceutical costs to 
consumers. 

This result upends fundamental tenets of both 
antitrust law and Hatch-Waxman – both of which 
exist to protect consumers from supracompetitive 
pricing.  The FTC estimated that reverse payment 
settlements effectively transfer $3.5 billion per year 
from consumers to drug manufacturers.  FTC, Pay-
for-Delay, supra 27, at 2, 10.  Both Representative 
Waxman and Senator Hatch have described reverse 
payment settlements as an abuse of the Hatch-



30 
Waxman mechanism – the former stating that such 
settlements "turn[] the pro-competitive policy 
embodied in the Hatch-Waxman Act . . . on its head,”  
Amicus Br. of Rep. Henry A. Waxman at *10 , FTC v. 
Schering-Plough Corp., 548 U.S. 919 (2006), 2005 WL 
2462026, and the latter describing them as 
“appalling,” 148 Cong. Rec. S7566 (July 30, 2002) 
(Statement of Sen. Hatch). 

3.  The Third Circuit recognized the conflict 
between the “scope of the patent” test and Hatch-
Waxman, and correctly held that the rule of reason 
should govern reverse payment agreements.  See Pet. 
App. 30a-31a (“The goal of the Hatch-Waxman Act . . 
. is undermined by application of the scope of the 
patent test which entitles the patent holder to pay its 
potential generic competitors not to compete . . . . 
[T]his approach nominally protects intellectual 
property, not on the strength of a patent holder’s 
legal rights, but on the strength of its wallet.”).     
Hatch-Waxman was enacted, in significant part, to 
weed out weak patents.  But the “scope of the patent” 
test encourages generic companies to collude with 
brand companies to protect those weak patents and 
delay generic entry. 

In 2003, upon discovering that drug 
manufacturers were manipulating the Hatch-
Waxman process through the use of reverse 
payments, Congress amended the statute to require 
that every settlement of a Hatch-Waxman case be 
submitted to the FTC and the Department of Justice 
“for appropriate scrutiny” under the antitrust laws.  
148 Cong. Rec. S7567 (July 30, 2002) (Statement of 
Sen. Hatch); see Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, Pub. L. 
No. 108-173, §§ 1111-1118 (codified at 21 U.S.C. 
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§ 355 note).  The fact that Congress legislated in this 
area and explicitly focused on the proliferation of 
reverse payment agreements strongly suggests that 
Congress intended for antitrust scrutiny to govern 
judicial review of challenges to settlements under 
Hatch-Waxman rather than a rule that treats such 
settlements as virtually per se legal. 

By enacting Hatch-Waxman, Congress sought to 
stimulate competition in the prescription drug 
market.  By diverting procompetitive incentives to 
anticompetitive ends, the parties to reverse payment 
settlements subvert Congress’s intent.  The “scope of 
the patent” test proposed by petitioners effectively 
guarantees this anticompetitive behavior by 
rendering all such settlements practically legal per 
se.  The Third Circuit’s rule, which requires courts to 
consider “the economic realities of the reverse 
payment settlement rather than the labels applied by 
the settling parties,” avoids these pitfalls and 
remains faithful to Congress’s objectives.  Pet. App. 
32a. 

C. As It Has Evolved, The “Scope of the 
Patent” Test Fails To Address The 
Anticompetitive Effects Of Reverse 
Payments. 

Finally, contrary to petitioners’ suggestion, there 
is no single formulation of the “scope of the patent” 
test.  Rather, the test has mutated from a standard 
considering the substantive merits of patent claims to 
a virtually irrebutable presumption of legality.  The 
Third Circuit was correct to reject this increasingly 
strict standard that fails to address the competitive 
harm caused by reverse payments. 
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Petitioners identify Valley Drug Co. v. Geneva 

Pharms. Inc., 344 F.3d 1294 (11th Cir. 2003), cert. 
denied, 543 U.S. 939 (2004), as having adopted their 
formulation of the “scope of the patent” test.  But this 
initial decision of the Eleventh Circuit does not adopt 
the strict “scope of the patent” test that petitioners 
support.  Valley Drug eschewed traditional antitrust 
analysis, but it did not assume that reverse payments 
fell within the substantive scope of litigated patents.  
Rather, its test compared the competitive restriction 
of the reverse payment settlement to the “likelihood” 
that the patentee could have obtained the same 
restriction using its patent in court.  Id. at 1311-12.6  
Similarly, when the Eleventh Circuit considered the 
agreements at issue in this case, it explained that 
Valley Drug “underscores the need to evaluate the 
strength of the patent.” Schering, 402 F.3d at 1076.  

In Tamoxifen, 466 F.3d 187, the Second Circuit 
took a different approach when faced with a reverse 
payment made to settle a patent case in which 
infringement was conceded and only the validity of a 
compound patent was contested.  In that context, the 
Second Circuit announced what has become 
petitioners’ formulation of the “scope of the patent” 
test, holding that the brand may pay its generic 
competitors any amount to induce them to delay 
entry because the reverse payment purportedly 
protects that which the patent holder is “presumably 

                                            
6 On remand, the district court held the reverse payment at 

issue in Valley Drug to be unlawful because the patent claim 
“was weak and unlikely to result in a District Court finding that 
the . . . patent was valid.”  In re Terazosin Hydrochloride 
Antitrust Litig., 352 F. Supp. 2d 1279, 1306 (S.D. Fla. 2005). 
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entitled:  a lawful monopoly.”  Id. at 208-09.  The only 
exceptions are if the patent was “procured by fraud” 
or the brand’s patent suit was shown to be 
“objectively baseless.”  Id. at 213.7  

A subsequent panel of the Second Circuit in 
Arkansas Carpenters, 604 F.3d at 106, acknowledged 
severe criticism of Tamoxifen8 and urged its 
reconsideration (id. at 108-10), but nonetheless 
recognized that Tamoxifen was limited by its terms to 
circumstances in which “(1) there was no restriction 
on marketing non-infringing products; (2) a generic 
version of the branded drug would necessarily 
infringe the branded firm’s patent; and (3) the 
agreement did not bar other generic manufacturers 

                                            
7 The Federal Circuit adopted the same test in 

Ciprofloxacin, 544 F.3d 1323, another case where infringement 
of a compound patent was conceded.  The Federal Circuit was 
bound to follow Tamoxifen because it must apply the antitrust 
precedents of the circuit from which the case originated.  See id. 
at 1332.   

8  The panel recognized criticisms that the Tamoxifen 
standard:  (1)  “inappropriately permits patent holders to 
contract their way out the statutorily imposed risk that patent 
litigation could lead to invalidation of the patent while claiming 
antitrust immunity for that private contract”; (2) permits 
patentees to prop up weak patents by shielding them from 
judicial scrutiny; (3) “offers no protection to the public interest 
in eliminating undeserved patents”; and  (4) “runs afoul of the 
purpose of the Hatch-Waxman Act” by undermining its 
“incentive . . . for generic manufactures to challenge 
presumptively valid patents.”  Arkansas Carpenters, 604 F.2d at 
108.   
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from challenging the patent.”9  Id. at 106 (emphasis 
added).   

The Eleventh Circuit returned to the question of 
reverse payments in Watson.  While the court 
purported to follow the rule that it announced in 
Valley Drug and Schering, it declined to consider 
whether the brand company was “likely” to prevail in 
its patent litigation.  Watson, 677 F.3d at 1311 & n.8.   
Instead, it questioned the ability of courts to 
determine the likely result in pharmaceutical patent 
cases and announced that it would “obviously” make 
sense for a brand manufacturer to settle an 
infringement action where it was “not likely to 
prevail.”  Id. at 1313.  Like petitioners, the Eleventh 
Circuit did not distinguish between cases in which 
infringement is conceded such as Tamoxifen and 
Ciprofloxacin and cases like this one where patent 
holders pay off competitors to avoid their statutory 
burden of proving infringement. 

This evolution of the “scope of the patent” test 
illustrates both its dangers and the wisdom of the 
Third Circuit’s approach.    Over the past decade, the 
scope of the patent test evolved from one where 
courts would ensure that the reverse payment 
settlement was no more restrictive of competition 
than the likely result of the patent suit to one where 
both validity and infringement are conclusively 
presumed.  The latest iteration of the “scope of the 
patent” test runs roughshod over the role assigned to 
the courts by the antitrust laws, the patent laws, and 

                                            
9  Such efforts to contract with the first ANDA filer to 

block the entry of subsequent ANDA filers are often referred to 
as “bottlenecking” or “parking.” 
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Hatch-Waxman.  It represents a complete abdication 
of the courts’ role under all three of these laws to 
protect competition and consumers from the 
anticompetitive effects of private agreements.  

CONCLUSION 

For the foregoing reasons, the petitions for writs 
of certiorari should be denied.  In the alternative, the 
Court should grant both petitions in this case as well 
as the petition in No. 12-416, Federal Trade 
Commission v. Watson Pharmaceuticals.   
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