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The Federal Trade Commission respectfully moves for leave to file an amicus curiae 

brief in the above-captioned matter in connection with the Court’s request for “briefing on the 

question of whether Actavis applies to the patent settlement agreements at issue in this 

litigation.”1 In addition, the Commission proposes to address the Court’s earlier request for 

information with respect to the process for government review of pharmaceutical patent 

settlement agreements.2 

 Defendant’s brief raises the issue whether a branded company’s commitment not to 

launch an authorized generic in competition with the first generic applicant (a “no-authorized-

generic commitment”) can have the “potential for genuine adverse effects on competition” and 

can be a “reverse payment” in a patent settlement agreement. FTC v. Actavis, Inc., 133 S. Ct. 

2223, 2234 (2013) (quoting FTC v. Ind. Fed’n of Dentists, 476 U.S. 447, 460 (1986)). 

 The FTC seeks leave to submit a brief as amicus curiae to assist the Court in its analysis 

of the antitrust implications of no-authorized-generic commitments, such as the one at issue in 

this case, and to clarify the Commission’s role in the review of pharmaceutical patent 

settlements. The FTC is an independent agency charged by Congress with protecting the interests 

of consumers by enforcing competition and consumer protection laws.3 It exercises primary 

responsibility over federal antitrust enforcement in the pharmaceutical industry, including 

antitrust challenges to Hatch-Waxman settlements.4 In addition to its role as a law enforcement 

agency, the FTC has a congressionally mandated role to conduct studies of industry-wide 

                                                 
1 Order, In re Wellbutrin XL Antitrust Litig., No. 08-cv-2431 (E.D. Pa. July 11, 2013). 
 
2 Order, In re Wellbutrin XL Antitrust Litig., No. 08-cv-2431 (E.D. Pa. July 17, 2012). 
 
3
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competition issues. The FTC has conducted numerous studies relating to pharmaceutical patent 

settlements, including one resulting in a detailed 270-page report on authorized generics. 

 The plaintiffs have consented to the FTC’s filing of an amicus brief. The defendants do 

not consent. 

I. District Courts Have Broad Discretion to Appoint Amicus Curiae 

“District courts have broad discretion to appoint amicus curiae.” Sciotto v. Marple 

Newtown Sch. Dist., 70 F. Supp. 2d 553, 554 (E.D. Pa. 1999) (quoting Liberty Lincoln Mercury, 

Inc. v. Ford Mktg. Corp., 149 F.R.D. 65, 82 (D.N.J. 1993)); see also Avellino v. Herron, 991 F. 

Supp. 730, 732 (E.D.Pa. 1998). “Although there is no rule governing the appearance of an 

amicus curiae in the United States District Courts,” United States v. Alkaabi, 223 F. Supp. 2d 

583, 592 (D.N.J. 2002), some district courts in the Third Circuit have looked to the Federal Rules 

of Appellate Procedure for guidance in exercising their broad discretion. See, e.g., id. (citation 

omitted). Rule 29 distinguishes between amicus briefs filed by federal government agencies and 

those filed by private parties. Amicus briefs from federal agencies are accepted by Courts of 

Appeal as a matter of right, see FED. R. APP. P. 29(a), and have been accepted by some district 

courts solely on this basis. See, e.g., Clark v. Actavis Group HF, 567 F. Supp. 2d 711, 718 n.11 

(D.N.J. 2008) (amicus brief filed by U.S. Department of Justice). Amici from federal agencies 

offer a distinctive perspective because “governmental bodies, acting as amicus curiae, possess 

unparalleled institutional expertise and constitute a valuable means of determining how the 

court’s decision may affect the world outside its chambers.”5 In contrast, for private amici, Rule 

29 requires that, unless all parties consent to its filing, the amicus curiae obtain leave of the court 

after showing that its brief is timely and expresses an interest relevant to the disposition of the 

                                                 
5 Michael K. Lowman, Comment, The Litigating Amicus Curiae: When Does the Party Begin 
After the Friends Leave?, 41 AM. U. L. REV. 1243, 1261-62 (1992). 
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case. FED. R. APP. P. 29 (a), (b), and (e); see also Neonatology Assocs., P.A. v. Comm’r, 293 F.3d 

128, 130-31 (3d Cir. 2002). 

Some district courts in this Circuit have applied a four-part standard that incorporates 

principles similar to Rule 29 as well as other factors, including one considering the partiality of 

the would-be amicus. See, e.g., Liberty Res., Inc. v. Phila. Hous. Auth., 395 F. Supp. 2d 206, 209 

(E.D. Pa. 2005) (citing Sciotto v. Marple Newtown Sch. Dist., 70 F. Supp. 2d 553, 555 (E.D. Pa. 

1999)). These courts grant leave to participate as amicus curiae when: “(1) the petitioner has a 

‘special interest’ in the particular case; (2) the petitioner’s intere
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Prescription Drug, Improvement, and Modernization Act of 2003 (“MMA”), in a timely manner. 

As described in the amicus brief, the FTC has a unique institutional perspective—based on years 

of study and empirical analysis—to offer the Court in its analysis of the competitive implications 

of no-authorized-generic commitments and the functioning of the review process for 

pharmaceutical patent settlements. Unlike the plaintiffs, the FTC has reviewed hundreds of 

patent settlement agreements, most of which are non-public, and is in the singular position to 

discuss the review process, the potential antitrust concerns of those settlements, and the possible 

implications for consumers. The amicus brief presents the FTC’s findings and experience 

relevant to the questions posed by the Court in a manner that is more accessible than merely 

reading a collection of reports. Finally, the FTC’s brief is timely because it is filed on the same 

day that briefs are due from the plaintiffs in this case. See Order, In re Wellbutrin XL Antitrust 

Litigation, No. 08-cv-2431 (E.D. Pa. Aug. 28, 2013). 
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GSK’s arguments make neither economic nor legal sense. The type of no-authorized-

generic commitment at issue here raises the same type of antitrust concern that the Supreme 

Court identified in Actavis. Indeed, accepting GSK’s claim of antitrust immunity whenever 

patentees use vehicles other than cash to share the profits from an agreement to avoid 

competition elevates form over substance, and it would allow drug companies to easily 

circumvent the ruling in Actavis, at great cost to consumers.  

As the federal agency with primary responsibility for protecting consumers through 

antitrust enforcement in the pharmaceutical industry, as well as with expertise on the economic 

effects of competition by authorized generics, the FTC requests leave to file this amicus brief to 

address how the antitrust concerns the Supreme Court identified in Actavis regarding reverse 

payments can be raised by the type of no-authorized-generic commitment alleged in this case.1 In 
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Hatch-Waxman patent settlements involving payments to delay entry by a lower-priced generic 

drug (“reverse-payment” or “pay-for-delay” agreements).2 

 In addition, the FTC has a congressionally mandated role to conduct studies of industry-

wide competition issues. The agency’s broad authority to compel the production of data and 

information, 15 U.S.C. § 46(b), gives it a unique capacity to conduct “systematic, institutional 

study of real-world industries and activities” that “modern academic research in industrial 

organization rarely undertakes.”3 Courts, including the Supreme Court, have relied on FTC 

studies when resolving legal and policy issues.4 The Commission has conducted a variety of 

empirical studies of the pharmaceutical industry, including a comprehensive empirical study of 

the competitive effects of authorized generics.5 The FTC’s 2011 Authorized Generic Report is 

based on an analysis of business documents from more than one hundred brand and generic 

pharmaceutical companies. 

  

                                                 
2 See, e.g., FTC v. Actavis, 133 S. Ct. 2223 (2013); Schering-Plough Corp. v. FTC, 402 F.3d 
1056 (11th Cir. 2005); First Amended Complaint, 
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Argument 

I. FTC v. Actavis Reaffirms Application of Traditional Antitrust Principles to 
Agreements Between a Patentee and Its Potential Competitor 

In Actavis, the Supreme Court held that “reverse-payment” patent settlements—

agreements in which a brand-name drug manufacturer pays a would-be competitor to abandon its 

patent challenge and agree not
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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.” Id. at 2236.6  

GSK contends that this antitrust concern can arise only if parties use a monetary payment 

to share the supracompetitive returns preserved by their agreement to avoid competition. To be 

sure, the Supreme Court’s opinion speaks in terms of “payments” and “money,” as those were 

the allegations in Actavis. But nothing in the opinion suggests that the Court meant to limit its 

ruling to payments in cash, and the only two courts to have addressed the issue rejected 

arguments that Actavis applies only to monetary payments.7 Such an artificial limitation would 

make no economic sense. The rule GSK proposes would allow settling parties to sidestep an 

antitrust challenge to a reverse-payment settlement simply by transferring other valuable assets, 

such as gold bullion, stocks, or real estate.8 

                                                 
6 See also id. at 2235 (payment may show “that the patentee seeks to induce the generic 
challenger to abandon its claim with a share of its monopoly profits that would otherwise be lost 
in the competitive market”); id. at 2236 (noting “concern that a patentee is using its monopoly 
profits to avoid the risk of patent invalidation or a finding of noninfringement”). 
7 In re Nexium (Esomeprazole) Antitrust Litig., 2013 WL 4832176, at *15 (D. Mass. Sept. 11, 
2013) (“This Court does not see fit to read into the [Actavis] opinion a strict limitation of its 
principles to monetary-based arrangements alone.”); In re Lipitor Antitrust Litig., 2013 WL 
4780496, at *26 (D.N.J. Sept. 5, 2013) (“[N]othing in Actavis strictly requires that the payment 
be in the form of money”). A pre-Actavis ruling in In re Lamictal Antitrust Litig., 2012 WL 
6725580 (D.N.J. Dec. 6, 2012), interpreted the Third Circuit’s rule on reverse payments as 
limited to cash payments, but the Third Circuit decision upon which it was based has since been 
vacated in light of Actavis.  
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It is also incorrect to suggest, as GSK does, that the only alternative to equating 

“payment” with cash is to treat all types of consideration to the alleged infringer as a payment.9 

In Actavis, the Supreme Court distinguished among types of consideration. It contrasted the core 

competitive concern of settlements that share 



7 
 

B. Actavis rejects the proposition that pharmaceutical patent settlements are 
generally immune from antitrust scrutiny  

The Supreme Court’s rejection of an antitrust immunity premised on the “scope-of-the-

patent” approach was unequivocal. A court cannot “answer the antitrust question” merely by 

looking at “what the holder of a valid patent could do.” Id. at 2230-31. The Court reviewed its 

precedents and explained that in none of these cases—which addressed a wide variety of 

restraints arising in patent-related settlement agreements and patent licenses—did it simply 

“measure the length or amount of a restriction solely against the length of the patent’s term or its 

earning potential.” Id. at 2231. Instead, those prior decisions “seek to accommodate patent and 

antitrust policies, finding challenged terms and conditions unlawful unless patent law policy 

offsets the antitrust law policy strongly favoring competition.” Id. at 2233. It is therefore 

incorrect to suggest, as GSK does, that Actavis merely created a narrow exception to an 

otherwise blanket antitrust immunity for drug patent settlements that permit entry before patent 

expiration.11   

The Supreme Court’s rejection of the scope-of-the-patent test and its directive to consider 

traditional antitrust factors is not a special rule limited to “reverse payment” cases. As the Court 

                                                                                                                                                             
characteristics of a reverse payment are that it (1) is consideration from the patentee that the 
accused infringer could not obtain by prevailing in the litigation and (2) allows the patentee to 
co-opt its rival by sharing monopoly profits. . . .  [A reverse payment includes] non-cash 
consideration if—but only if—these characteristics are present.”). 
11   GSK argues that the Supreme Court foreclosed any antitrust scruti
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first 180 days of generic sales substantially affects the first generic entrant’s revenues and results 

in significantly lower prices for consumers; and (3) a brand’s commitment not to launch an 

authorized generic will substantially increase the first generic’s revenues and also will result in 

higher prices for the generic product. 

A.  Regulatory context for authorized generics 

 Through enactment of the Hatch-Waxman Act, Congress established the regulatory 

framework under which a generic drug manufacturer may obtain approval of its product from the 

Food and Drug Administration. To encourage generic entry as soon as warranted, the Act 

establishes certain rights and procedures that apply when a company seeks FDA approval to 

market a generic product before expiration of the patent(s) claimed to cover the counterpart 

brand-name drug. In such cases, the generic applicant must certify that the patent in question is 

invalid or not infringed by the generic product, known as a “Paragraph IV” certification. The 

Hatch-Waxman Act awards the first generic company to file an application with a Paragraph IV 

certification (the “first filer”) 180 days of marketing exclusivity, during which the FDA may not 

approve a potential competitor’s generic drug application. 21 U.S.C. § 355(j)(5)(B)(iv). 

Significantly, however, the 180-day marketing exclusivity does not preclude the brand company 

from marketing an authorized generic. See Teva Pharm. Indus. v. Crawford, 410 F.3d 51, 54 

(D.C. Cir. 2005). 

B. Typically, the brand’s authorized generic competes with the first filer for 
generic sales during the 180-day exclusivity, resulting in lower generic drug 
prices 

 Brand companies frequently introduce authorized generics to stem the large losses that 

result from the rapid shift from sales of brand-name drugs to cheaper generic products. See 

Authorized Generic Report, supra note 5, at 12-14, 26-27. Empirical evidence from the FTC’s 

Authorized Generic Report shows that having to compete against an authorized generic during 

Case 2:08-cv-02431-MAM   Document 510-2   Filed 09/26/13   Page 13 of 22
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the 180-day exclusivity period has two primary financial effects on the first-filer generic 

company. First, the authorized generic takes a significant share of generic sales away from the 

first filer. Id. at 57-59. Second, and most importantly for consumers, competition between the 

first-filer generic and the authorized generic drives down retail and wholesale generic drug 

prices. Id. at 41-48. The FTC’s Authorized Generic Report found that average wholesale prices 

are 70 percent of the pre-entry brand-name drug price when the first filer faces an authorized 

generic compared to 80 percent of the brand price when it does not. Id. at iii. Because of these 

two effects, “the presence of authorized generic competition reduces the first filer generic’s 

revenues [during the 180-day exclusivity period] by 40 to 52 percent, on average.” Id.; see also 

id. at 33.15 

 The financial impacts of an authorized generic on the first-filer generic are well known in 

the pharmaceutical industry. As one generic drug 
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C. With a no-authorized-generic commitment, the brand company forgoes 
revenues, the generic company gets 100 percent of generic sales, and 
consumers pay higher prices 

When the brand company cedes all generic sales to the first filer by agreeing not to 

introduce an authorized generic, the generic drug company enjoys significantly greater sales and 

at higher prices. The FTC’s study found that, with a no-authorized-generic commitment, on 

average, “the first-filer’s revenue will approximately double” during the 180-day exclusivity 

period, compared to what the first filer would make if it faced authorized generic competition. 

Authorized Generic Report, supra note 5, at vi. For a blockbuster drug like Wellbutrin XL, the 

benefit to the first-filer of a no-authorized-generic commitment could be substantial, potentially 

reach exceeding one hundred million dollars during the exclusivity period alone.17  

The brand-name drug company, as noted, forgoes the revenues it could otherwise make 

by selling an authorized generic. Consumers, meanwhile, are forced to pay supracompetitive 

prices for the first filer’s generic product. See Authorized Generic Report, supra note 5, at 41-48. 

  

                                                                                                                                                             
exclusivity—it reduced Apotex’ entitlement by two-thirds—to the tune of approximately $400 
million.”).  
17 The FTC lacks data needed to calculate the benefit from the no-authorized-generic 
commitment at issue here, but the experience of Apotex, which faced an authorized generic 
version of the anti-depressant Paxil, may shed some light. Paxil had U.S. sales of $2.31 billion in 
the year before generic entry and, as noted above, Apotex reportedly lost an estimated $400 
million due to competition from the authorized generic. See Drug Topics, Top 200 Brand Drugs 
by Retail Dollars in 2002 (Apr. 7, 2003), http://drugtopics.modernmedicine.com/drug-
topics/news/top-200-brand-and-generic-drugs-retail-dollars-2002.  Sales of 150mg Wellbutrin 
XL were approximately $930 million in the year prior to generic entry, or roughly 40 percent of 
branded Paxil sales.  Press Release, Teva Pharm. Indus. Ltd., Teva Announces Launch of 
Generic Wellbutrin XL Tablets, 150mg (May 30, 2008), available at 
http://www.reuters.com/article/2008/05/30/idUS158417+30-May-2008+BW20080530. Thus, the 
estimated loss of $400 million on Paxil could indicate that a no-authorized-generic commitment 
on Wellbutrin XL 150mg would be worth roughly $160 million (40 percent of $400 million). 
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III. The No-Authorized-Generic Commitment Presents the Same Antitrust Concern as 
the Reverse Payments the Supreme Court Considered in Actavis 

Applying the two-part framework for reverse payments reflected in Actavis to a no-

authorized-generic commitment with the first filer generic is straightforward. First, with such a 
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V. FTC Review of Settlements Under the Medicare Modernization Act 

The Court previously asked the parties, in preparation for argument on the summary 

judgment issues associated with the challenged settlement agreements, to provide additional 

information on the procedures applicable to government review of those agreements. Order, 
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agreements. Moreover, it contains no mechanisms or authority for the agencies to either approve 

or disapprove agreements, and specifies no timeframe or process for any antitrust review.25  The 

MMA makes clear that failure to take action concerning a filed agreement is not a bar to a later 

enforcement action.26  

The Commission has no formal regulations or processes governing the review of 

agreements received under the MMA. Commission staff review each agreement, and the 

Commission issues annual staff reports summarizing the agreements received during each fiscal 

year.27 Staff may take further action in some instances, ranging from informal inquiries to clarify 

terms to more formal investigations that may result in an enforcement action. As with 

enforcement matters generally, these decisions are made on a case-by-case basis.  

It is important to note that a lack of action by the Commission or its staff with respect to a 

specific agreement (e.g., not investigating or challenging an agreement) does not signify 

anything about the FTC’s view of the substance of the agreement, much less implicit approval of 

that agreement. The Commission is aware that there may be some misunderstanding on this 

point. Indeed, a recent Third Circuit decision, Mylan Inc. v. SmithKline Beecham Corp., after 

                                                 
25 See, e.g., Frequently Asked Questions About Filing Agreements with the FTC Pursuant to the 
Medicare Prescription Drug, Improvement, and Modernization Act of 2003, 
http://www.ftc.gov/os/2004/01/050210pharmrules faqsection.pdf (last visited Sept. 24, 2013). 
26 See MMA, supra note 23, § 1117 (“[A]ny failure of the Assistant Attorney General or the 
Commission to take action, under this subtitle shall not at any time bar any proceeding or any 
action with respect to any agreement between 

27
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noting that the drug companies had submitted their patent settlement agreement to the 

Commission, appeared to suggest that changes the parties made to no-authorized-generic 

commitment in their agreement had “alleviated the FTC’s exclusivity-related concerns.” 723 F. 

3d 413, 417 (3d Cir. 2013). The opinion leaves unclear the basis for the Third Circuit’s belief 

and the parties’ briefs in the case are sealed. The Commission wishes to make clear to this Court 

that in no event should the absence of Commission action with respect to an agreement filed 

under the MMA be interpreted as indicating FTC approval or a lack of antitrust concern. 

Conclusion 

Allowing pharmaceutical companies to sidestep antitrust review by using non-cash 

payments to purchase delayed generic entry would significantly undermine the holding in 

Actavis. For the reasons discussed above, this Court should reject GSK’s argument that Actavis 

applies only to settlement agreements including a monetary payment. Because this Court’s 

interpretation of Actavis may have implications for potential FTC enforcement proceedings and 

the Commission’s views may be relevant to the Court’s consideration, the FTC respectfully 

requests to be heard as amicus. In addition, the FTC would be pleased to address any questions 

the court may have, including by participation at a hearing should the Court deem it useful. 
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