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generic drug product for a significant period of time-thus creating the prospect of 

hundreds of millions of dollars in extra revenue for the generic company, in part 

from its ability to charge supracompetitive prices for its product. 

Despite their settlement agreement's potential for substantial harm to 

consumers, both before and after generic entry, the defendants contend that Actavis 

renders the agreement immune from antitrust challenge because Wyeth allegedly 

paid Teva through a non-compete agreement instead of with cash. According to the 

defendants, this Court must dismiss this antitrust challenge without considering 

whether such a no-authorized-generic commitment could have functioned like the 

cash payments at issue in Act avis. They also assert that their agreement is lawful 

because it took the fonn its A27 def1rt 
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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. I 

Interest of the Federal Trade Commission 

The Federal Trade Commission is an independent agency charged by 

Congress with 
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be evaluated under the traditional antitrust "rule of reason." The 
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challenger." 133 U.S. at2234-35. "[T]he payment's objective is to maintain 

supracompetitive prices to be shared among the patentee and the patent challenger 

rather than face what might have been a competitive market." !d. at 2235.6 

The defendants suggest 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 inActavis. But 

nothing in the opinion suggests that the Court meant to limit its ruling to payments 

in cash, nor would such an artificial limitation make economic sense. Such a rule 

would allow settling pmiies to evade an antitrust challenge to a reverse payment 

settlement simply by transferring other valuable assets, such as gold bullion, 

stocks, or real estate. 7 

It is also incorrect to suggest that the only alternative to equating "payment" 

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

In Act avis, the Supreme Court distinguished mnong types of consideration. It 

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 the patentee is using its monopoly profits to avoid the risk of patent 
invalidation or a finding ofnoninfringement"). 
7 In another case, Wyeth conceded that a reverse payment can be something other 
than just a cash transfer to the generic company. See Supplemental Memorandum 
of Law in Support of Pfizer's Motion To Dismiss All Complaints, In re Lipitor 
Antitrust Litig., No. 12-2389 (D.N.J.), Doc. No. 425 (July 12, 2013). 

6 
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Actavis merely created a nan-ow exception to an otherwise blanket 
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faces an authorized generic compared to 80 percent of the brand price when it does 

not. !d. 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." !d.; see also id. at 33.11 

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

well known in the phannaceutical industry. As one generic drug company put it: 

"[ d]ue to market share and pricing erosion at the hands of the authorized player, we 

estimate that the profits for the 'pure' generic during the exclusivity period could 

be reduced by approximately 60% in a typical scenario." !d. at 81. Another generic 

company, Apotex, estimated that competition from an authorized generic version 

of the antidepressant Paxil reduced its revenues by approximately $400 million. 12 

These examples demonstrate the significant fmancial effects that a brand 

company's sale of an authorized generic can have on the first-filer generic. 

11 The report notes that the effects of an authorized generic continue well after 
first-filer exclusivity expires, as "[r[ 1.309T
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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. 

Teva has acknowledged that generic drug products such as generic Effexor 

XR generate "substantially increased" revenues when they do not face generic 

competition during the first-filer exclusivity period. As Teva explained: 

To the extent that we succeed in being the first to market a generic 
version of a significant product, and particularZv if we are the only 
company authorized to sell during the 180-day period of exclusivity in 
the U.S. market provided under the Hatch-Waxman Act, our sales, 
profits and profitability can be substantialZv increased ... prior to a 
competitor's introduction of an equivalent product. 13 

13 See TEVAPHARM. INDUS. LTD., ANNUAL REPORT (Fonn 20-F), at 7 (Feb. 15, 
2011) (emphasis added). 

13 
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For a blockbuster drug like Effexor XR, the benefit from a no-authorized-

generic commitment could be hundreds of millions of dollars during the 

exclusivity period. 14 

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

otherwise make by selling an authorized generic. In the case of a drug like Effexor 

XR, these forgone revenues can also amount to hundreds of millions of dollars.15 

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. 

14 As noted 
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patentee and the challenger"). As explained above, an agreement not to launch an 

authorized generic could be worth hundreds of millions of dollars in additional 

revenues to a company in Teva's situation, including revenues resulting from the 

higher prices that the first filer could charge in the absence of an authorized 

generic.16 In these circumstances, eliminating the threat of competition from an 

authorized generic can serve as the vehicle through which the patentee shares 

monopoly profits guaranteed by the generic drug company's agreement to abandon 

its patent challenge. Consequently, the no-authorized-generic commitment in the 

parties' agreement could serve precisely the same function as the cash payments 

that were before the Court in Actavis. A challenge to the agreement therefore states 

a valid antitrust claim. 17 

16 Economic theory �p�r�e�d�i�c�t�s�~�a�n�d� empirical evidence discussed in the Authorized 
Generic Report �c�o�n�f�i�r�m�s�~�t�h�a�t� eliminating competition from the only potential 
competitor during the exclusivity period will increase the prices consumers pay for 
the generic product after generic entry occurs. See Authorized Generic Report, 
supra note 5, at iii. 
17 The FTC has consistently categorized such commitments as payments that can 
induce the generic company to end its patent challenge and stay out of the market. 
See Authorized Generic Report, supra note 5, at 140-142; see also the FTC's 
Bureau of Competition's annual reports summarizing filings made under the 
Medicare Prescription Drug, Improvement, and Modernization Act of2003, Pub. 
L. No. l 08-173, § 1112, 117 Stat. 2066, 2461-63 (codified at 21 USC. § 355), 
available at http://www .ftc.gov /bc/healthcare/drml/index.htm. 

16 



Case 3:11-cv-05479-PGS-LHG Document 236-2 08/14/13 Page 22 of 24 PageiD: 3682 

B. Exclusive patent licenses are not immune from antitrust scrutiny 

The defendants incorrectly assert that their agreement is per se lawful 

because it took the form of an exclusive patent license. As the leading antitrust 

treatise, which the Supreme Court cited several times in Actavis, has observed: 

"Assuming the patent is valid, the Patent Act expressly permits exclusive licenses, 

but this fact alone does not render them innnune from antitrust scrutiny."18 Most 

exclusive licenses do not raise antitrust concerns because they promote 

competition, such as by combining complementary assets. But as one of the cases 
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Conclusion 

Allowing pharmaceutical companies to sidestep antitrust review by using 

non-cash payments to purchase delayed generic entry would significantly 

undennine the holding in Actavis. Indeed, after the FTC began challenging cash-

only reverse-payment agreements, pharmaceutical companies turned to other 

payment arrangements, in what one phmmaceutical industry observer described as 

a "sophisticated version of three-drug monte" designed to evade antitrust 

scrutiny.20 Because this Court's ruling may have implications for potential FTC 

enforcement proceedings and the Commission's views may be relevant to the 

Court's disposition of the motions to dismiss, 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 the hearing when the Court 

considers the motion, should the Court deem it useful. 

20 Michael A. Carrier, Solving the Drug Settlement Problem: The Legislative 
Approach, 41 RUTGERS L.J. 83, 98 (2009) ("[B]rand fi1ms no longer are making 
simple payments to generics to stay off the market. Such settlements, which appem· 
quaint in contrast to today's sophisticated version of three-drug monte, are no 
longer observed in today's marketplace. Instead, a brand's promise not to introduce 
an authorized generic, accompanied by an ANDA generic's agreement to delay 
entering the market, could allow the brand to reap millions of dollars in additional 
profits while also benefitting the ANDA generic. At the same time, such a payment 
is more difficult to quantify and appears less suspicious to an antitrust court that is 
trained to look for monetary payments."). 

18 
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Dated: August 14, 2013 
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Deputy Director 
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