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 The allegations in this case highlight a troubling phenomenon: the possibility that 

procedures intended to ensure the safe distribution of certain prescription drugs may be exploited 

by brand drug companies to thwart generic competition. Actavis, Apotex, and Roxane seek to 

offer competing generic versions of Actelion’s brand drug products, Tracleer and Zavesca, 

pursuant to the regulatory process Congress created 
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competitor on the market unless and until their patent rights were adjudicated.”14 

Congress coupled these protections for brand drugs with provisions directed at another 

“unintended distortion” created by the FDA approval process.15 Because generic firms must 

conduct bioequivalence testing with brand product before submitting an ANDA, the Act 
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REMS was codified in the 2007 Food and Drug Administration Amendments Act (FDAAA).19 

The FDA is authorized to require a REMS when necessary to ensure that a drug’s benefits 

outweigh its risks, and the specific program can take a variety of forms. For example, a REMS 

might require that pharmacies selling the drug be enrolled in the REMS and that the pharmacist 

verify that the prescriber and patient are also enrolled before dispensing the drug. In 

implementing a REMS, brand firms sometimes restrict how the drug is distributed to patients. 

 Recognizing that certain REMS programs could be used to impede generic competition, 

Congress included language in FDAAA clarifying that REMS provisions may not be used for 

such purposes. FDAAA subsection f(8) states that no holder of a REMS-covered drug shall use 

an aspect of the REMS to “block or delay approval” of an ANDA.20 Consistent with subsection 

f(8), the FDA has stated publicly that REMS programs should not be used to block or delay 

generic competition.21 In appropriate circumstances, the FDA has issued letters clarifying that a 

particular brand firm may sell REMS drugs subject to restricted distribution programs to 

particular generic firms for bioequivalence testing without violating the REMS.22  

                                                 
19 21 U.S.C. § 355-1. 
20 21 U.S.C. § 355-1(f)(8). Congress has considered, but not enacted, proposals that would give 
the FDA additional authority to address the competitive issues raised by certain REMS 
programs. 
21 See Center for Drug Evaluation and Research, FDA, Risk Evaluation and Mitigation Strategy 
(REMS) Public Meeting (July 28, 2010), at 270-71 (statement by Jane Axelrad, Associate 
Director of Policy, Center for Drug Evaluation and Research), available at 
http://www.fda.gov/downloads/Drugs/NewsEvents/UCM224950.pdf (hereinafter Axelrad 
Statement); FDA, Risk Evaluation and Mitigation Strategies; Notice of Public Meeting; 
Reopening of Comment Period, 75 Fed. Reg. 34453, at 34456 (June 17, 2010) (noting FDAAA 
subsection f(8) and requesting input on steps FDA could take “to ensure that REMS are not used 
to block or delay generic competition”). 
22 See Verified Complaint, Exh. A, Lannett Co. v. Celgene Corp., No. 08-cv-3920 (E.D. Pa. Aug. 
15, 2008) (letter from FDA to brand manufacturer stating “it is not the agency’s intention to 
permit the restrictions of the [applicable REMS program] to prevent manufacturers of generic 
drugs from obtaining [the brand product] for use in the bioequivalence testing necessary to 
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 Brand firms have also implemented distribution restrictions for drugs that are not subject 

to a REMS, as Roxane alleges Actelion has done in the case of Zavesca. Whether implemented 

as part of a REMS or not, distribution restrictions can raise serious competitive concerns. 

Ordinarily, generic firms obtain needed samples of a brand product from wholesale distributors. 

Distribution restrictions may prev
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not barred as a matter of law.  

A. Refusing to Sell to Generic Rivals May Constitute Exclusionary Conduct 
 

The Supreme Court recognizes that a monopolist’s refusal to deal with its rivals may, 

under certain circumstances, constitute exclusionary conduct supporting a violation of Section 2 

of the Sherman Act.23 The generic firms’ allegations in this case support a plausible theory of 

exclusionary conduct under this established precedent.24 

1. Supreme Court Precedent Supports the Alleged Theory of 
Exclusionary Conduct 

 
 The allegations in this case fit within the Supreme Court’s existing refusal to deal 

decisions in Otter Tail and Aspen Skiing, as clarified in 
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legitimate, pro-competitive justification.32 

 In Trinko, the Supreme Court relied on its decisions in Aspen Skiing and Otter Tail to 

explain why Verizon’s alleged refusals did not fall within that precedent.33 In explaining why 

Verizon’s alleged failure to provide the interconnection services mandated by the 

Telecommunications Act of 1996 was not an unlawful refusal to deal, the Court explained that it 

has been cautious in recognizing new exceptions to the general principle that a monopolist is 

ordinarily free to refuse to deal with its rivals.34 But the Court identified three distinguishing 

circumstances supporting liability in Aspen Skiing and Otter Tail that were lacking in Trinko.35 

The generic firms’ allegations in this case fit all three of these features. 

 First, the Trinko Court explained that, in Aspen Skiing, the “unilateral termination of a 

voluntary (and thus presumably profitable) course of dealing suggested a willingness to forsake 

short-term profits to achieve an anticompetitive end.”36 Actelion argues that this language should 

be read to mean that without allegations of a “prior history of dealing with the antitrust plaintiff, 

there can be no antitrust liability.”37 Although some courts in other circuits have interpreted 

Trinko in this way, neither the Supreme Court nor the Third Circuit has ever held that a prior 

course of dealing is an essential element of a refusal to deal claim.38  

                                                 
32 In this case, Actelion may ultimately demonstrate that its refusal to sell to the generic firms is 
supported by a legitimate business justification. For purposes of this motion, however, the 
generic firms contrary allegations are accepted as true. See Actavis Counterclaims ¶ 58; Apotex 
Counterclaims ¶ 65; Roxane Counterclaims ¶¶ 111, 132. 
33 Trinko, 540 U.S. at 408-10. 
34 Id. at 408. 
35 Id. at 408-410.  
36 Id. at 409 (emphasis in original). 
37 Actelion Br. at 13. 
38 The Third Circuit has not had occasion to rule on this issue, but dicta in Broadcom Corp. v. 
Qualcomm Inc., 501 F.3d 297, 316 (3d Cir. 2007), supports the view that antitrust analysis 
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Otter Tail makes no mention of a prior course of dealing, and Trinko’s discussion of both 

Aspen Skiing and Otter Tail undermines the logic of Actelion’s position. In Aspen Skiing, the 

existence of a prior course of dealing was significant not as a predicate for liability, but because 

the voluntary nature of the prior dealing supported the inference that Ski Co.’s foregone sales 

were profitable, providing evidence that its decision to terminate the arrangement was 

anticompetitive.39 In Trinko, by contrast, there was no basis to presume that the prior dealing 

between Verizon and its rivals was profitable for Verizon, as it was compelled by statute, not 

voluntary. Absent a similar presumption of profitability, the prior dealing between the parties 

was less probative of whether Verizon’s refusal to deal was anticompetitive. In this case, the 

generic firms have asserted plausible allegations that Actelion sells its products at a substantial 

profit, and that its refusal to sell to generic rivals may provide evidence of its willingness to 

sacrifice profitable sales in the short run in order to protect its long-term monopoly profits. 0 TD
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its would-be rivals.51 First, allowing potential generic competitors to purchase product samples 

from the brand would not undermine the incentive to invest; it would simply maintain the 

incentive structure Congress created in the Hatch-Waxman Act, under which Actelion retains the 

ability to exert its patent rights. Second, as Actelion already sells the products to retail and 

wholesale customers and provides access to research organizations, a one-time sale of a limited 

quantity to the generic firms would not entail the potential expense and effort the Court feared 

might be required of Verizon in Trinko.52 Finally, the risk of collusion here is remote because the 

remedy would not require an ongoing commercial relationship, just a one-time sale. The 

allegations in this case therefore fall within the established contours of the Supreme Court’s 

refusal to deal precedent.  

2. Conduct that Prevents Generic Competition May Undermine the 
Goals of the Hatch-Waxman Act 

 
 Actelion argues that the legislative history of FDAAA supports its position that it has a 

virtually unqualified right to refuse to sell to generic firms, noting that Congress has considered 

legislative proposals that would have created a more explicit statutory requirement to address 

concerns that brand firms may use REMS to prevent generic firms from obtaining the brand 

product needed for bioequivalence testing.53 But the broader statutory context undermines any 

suggestion that Congress intended for REMS to be used to impede the normal operation of the 

Hatch-Waxman process. As discussed previously, FDAAA subsection f(8) already provides that 

the sponsor of a REMS drug shall not use the REMS to “block or delay” generic competition.54 

                                                 
51 540 U.S. at 407-08. 
52 Id. at 410; see Joint Br. at 32 (stating that the generic firms “simply want to make a one-time 
purchase of samples”). 
53 Actelion Br. at 18-20. 
54 21 U.S.C. § 355-1(f)(8). 
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 The Supreme Court in Trinko also noted that antitrust analysis should “reflect the 

distinctive economic and legal setting of the regulated industry to which it applies.”62 As the 

Third Circuit has explained, this guidance is “particularly relevant” to the pharmaceutical 

industry, in which Congress has drawn a “careful line between patent protection and the need to 

provide incentives for competition.”63 In this context, antitrust analysis is consistent with the 

goals of the Hatch-Waxman Act, including Congress’s interest in “increas[ing] the availability of 

low cost generic drugs.”64 If brand firms are able to block generic competition by denying access 

to the product samples needed to obtain FDA approval, this conduct may prevent the Hatch-

Waxman framework from functioning as Congress intended.  

3. Bioequivalence Testing for FDA Approval is Exempt from Patent 
Infringement 

 
Actelion argues that patents covering Tracleer and Zavesca allow it to deny access to 

generic firms. If the generic firms are able to file ANDAs, and those ANDAs include 

certifications that Actelion’s patents are invalid or not infringed, Actelion may properly seek to 

enforce its patent rights by filing an infringement action. But at this stage, the generic firms 

merely seek to perform the testing with the brand product needed to gain FDA approval, an 

activity that is explicitly exempted from patent infringement liability.65 Indeed, the purpose of 

the Bolar Amendment was to prevent an “unintended distortion” of the patent laws that would 

effectively extend the patent holder’s “de facto monopoly.”66 The Hatch-Waxman Act paired 

certain benefits for brand firms with offsetting provisions designed to facilitate generic 

                                                 
62 Trinko, 540 U.S. at 411 (citation and quotation marks omitted). 
63 K-Dur, 686 F.3d at 216-17. 
64 Id. at 217. 
65 35 U.S.C. § 271(e)(1). 
66 Eli Lilly, 496 U.S. at 670. 
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