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I. INTRODUCTION

The parties’ briefs contrast starkly: Cephalon, Inc. (“Cephalon”) moved to dismiss based 

on the prevailing standard that Hatch-W axman settlements within the “scope of the patent” are 

lawful, as articulated in recent, directly applicable precedent, including decisions by two Courts 

of Appeals.  The Federal Trade Commission (the “FTC” or the “Commission”) opposes 

Cephalon’s motion largely on the basis of what it contends antitrust policy should be.  Indeed, 

the FTC does not cite a Hatch-W axman settlement case until page 19 of its brief. Its arguments 

rest superficially on sound-bites and generalities from several Supreme Court cases, none of 

which support the FTC’s policy position that settlements involving “weak” patents should give 

rise to antitrust liability, even if they do not exclude non-infringing products or extend beyond 

the patent term.

The Commission’s position only decays further when it attempts to surmount the Hatch-

W axman decisions that run squarely against it.  The Commission wrongly suggests that the 

Second and Eleventh Circuit standards are inconsistent, and mischaracterizes both Tamoxifen
1

and Schering-Plough
2

in an effort to undermine their persuasive force.  Indeed, in attempting to 

develop a fresh spin on its previously-rejected arguments, the FTC backs itself into positions 

contraryto those it advanced in prior litigation.  The FTC also seeks to plead around the Second 

and Eleventh Circuit standard by miscasting the legal reasoning behind those decisions as “facts” 

inconsistent with its Complaint.  In another effort to avoid this clear precedent, the FTC relies on 

decisions involving interim agreements, which are inapposite (as it previously has 

acknowledged) because they achieve neither patent certainty nor settlement efficiencies.

  
1

In re Tamoxifen Citrate Antitrust Litig., 466 F.3d 187 (2d Cir. 2006).

2 Schering-Plough Corp. v. Federal Trade Comm’n, 402 F.3d 1056 (11th Cir. 2005).  
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Finally, although criticizing the “scope of the patent” test, the FTC proposes no workable 

alternative standard to assess the legality vel non of Hatch-W axman settlements.  After noting 

that a number of alternative standards have been proposed, it seeks to avoid the issue, suggesting 

that this Court need not choose one in order to deny Cephalon’s motion.  The FTC also does not 

explain how any alternative could be implemented by this Court to allow it or a jury to speculate 

how the settled patent litigation otherwise would have ended, and then to measure the settlement 

against such speculation.  Any such alternative not only would be unworkable but also would 

undermine the strong public policy in favor of encouraging settlements.

In short, nothing the Commission says or cites in its Opposition provides this Court with 

a basis to deviate from the prevailing standard.  The courts applying that standard have carefully 

balanced competing antitrust, patent and settlement considerations under the Hatch-W axman 

scheme, and have articulated a clear, workable, and fair standard – the “scope of the patent” test.  

That test should be applied here, and the Complaint should be dismissed.

II. ARGUMENT

A. The FTC’s Policy Views Find No Support In The Supreme Court Precedent 

It Cites

The FTC devotes much of its brief to espousing what it would like the law to be.  In 

particular, the FTC urges that “reverse payment” settlements should be unlawful because they 

secure unwarranted protection from competition through the use of “weak” patents.  But this 

same policy argument has been rejected by courts, in favor of the more compelling policies of 

securing certainty in patent rights, encouraging innovation, and promoting litigation settlements.  

Indeed, the Second Circuit has expressly stated that any small risk of extending so called “weak” 

patent monopolies is far outweighed by these important public policies: “[S]ettlement of patent 

litigation is not only suffered, it is encouraged for a variety of reasons even if it leads in some 
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cases to the survival of monopolies created bywhat would otherwise be fatally weak patents.”  

Tamoxifen, 466 F.3d at 212.

Recognizing that the prevailing law does not countenance discounting patent rights by a 

retrospective assessment of the patent’s “strength,” the Commission seeks to bolster its policy 

arguments bysuggesting they derive directly from Supreme Court precedent.  See Plaintiff 

FTC’s Mem. in Opposition to Cephalon’s Motion to Dismiss, Doc. No. 3, Civ. A. No. 08-2141-

RBS (“Opp.”), at 12-19.  This effort draws largely on sound-bites setting forth general principles 

that few would dispute – e.g., that patents should not cover “trivial [i.e., obvious] inventions,” id. 

at 14; that the right to challenge patents is “important ... [to] permitting full and free 

competition,” id. at 16; that the “public interest is dominant in the patent system,” id.; and that 

challenging patents is important “to vindicate the public interest,” id. at 17.  These aphorisms, of 

course, do not answer the question of how to analyze Hatch-W axman settlements, which 

involves reconciliation of antitrust, patent, and settlement principles.

None of the three Supreme Court cases on which the FTC principally relies supports its 

cornerstone policy proposition that antitrust liability for a patentee’s conduct depends on the 

patent’s “strength.”  Notably, KSR International Co. v. Teleflex, Inc., 127 S. Ct. 1727 (2007), 

which the FTC cites for the proposition that “weak” patents have less “exclusionaryforce” than 

“strong” patents, Opp. at 14, is not even an antitrust case.  It merely discusses the patent law 

principle that inventions should not be patentable at all if they are “obvious” in light of prior art, 

127 S. Ct. at 1741, and does not speak to the power of an issuedpatent to exclude others from 

practicing the claimed invention.
3

  
3 The FTC’s position trivializes the significance of obtaining a patent in the first place, apparently assuming 

it is an all but ministerial task. Moreover, the Commission’s proffered data regarding the supposed “weakness” of 

pharmaceutical patents, see Opp. at 15, is greatly skewed because it fails to account for patents that were not 

challenged in the first instance, or challenges resolved by agreement.
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Similarly, the FTC mistakenly relies on United States v. Masonite Corp., 316 U.S. 265 

(1942), which it cites for the proposition that “sharing monopoly profits to achieve exclusion” 

does not fall within the scope of a patent, Opp. at 18.  In fact, the holding of Masonite is more 

limited and does not support the abstract principle the FTC would glean from it.  The Court held 

that once a patentee sells a patented product, it is beyond the limits of its patent grant to then 

conspire with purchasers to fix the resale price of the product.  316 U.S. at 277-78.  Like the 

prevailing standard, Masonite recognized that conduct by a patentee that merely excludes 

competition “within the limits of the [patent] monopoly” does not violate the antitrust laws.  Id.  

Indeed, Masonite was affirmatively invoked by the Eleventh Circuit in Valley Drug as direct 

support for the “scope of the patent” standard.  See Valley Drug Co. v. Geneva Pharm., Inc., 344 

F.3d 1294, 1312 (11th Cir. 2003) (citing Masonite for proposition that the “patent exception to 

antitrust liability …  is limited by the terms of the patent and the statutory rights granted the 

patentee”).

Finally, United States v. Glaxo Group, Ltd., 410 U.S. 52 (1973), which the FTC cites in 

support of the vague notion that “protecting weak patents” is contrary to the public interest, Opp. 

at 17, in fact supports the “scope of the patent” test.  W hile the Glaxo Court recognized the 

government’s standing to directlycontest the validity of a patent as a remedy for established

antitrust violations (which the FTC has not done), it cautioned against subjecting a patentee to 

antitrust liability based on an allegation of patent invalidity. The Court stated, “[W ]e do not 

recognize unlimited authorityin the Government to attack a patent by basing an antitrust action 

on the simple assertion that the patent is invalid…  [n]or do we invest the Attorney General with 

a roving commission to question the validity of any patent lurking in the background of an 

antitrust case.”  Id.at 59 (emphasis added).
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Glaxo relied on Walker Process Equip., Inc. v. Food Machinery & Chem. Corp., 382 

U.S. 172 (1965), see Glaxo, 410 U.S. at 59, a case the FTC fails to cite though it is far more on 

point than those it does.  In Walker Process, the Court considered the extent to which a patentee 

should be held liable under the Sherman Act for attempting to enforce patents against 

competitors.  The Court drew the critical distinction between patents fraudulently procured 

(enforcement of which could trigger antitrust liability)and patents that are merely found invalid 

(enforcement of which prior to the finding of invalidity does not give rise to antitrust liability).  

Walker Process, 382 U.S. at 177.  Like the prevailing Hatch-W axman settlement standard, the 

Walker Process holding reflects a balance of the competing interests of patent and antitrust law.  

See 382 U.S. at 179-80 (Harlan, J., concurring) (“It is well also to recognize the rationale 

underlying this decision, aimed of course at achieving a suitable accommodation in the area 

between the differing policies of the patent and antitrust laws.”).  As Justice Harlan explained in 

his concurrence, subjecting a patentee to antitrust liability merely because a patent might be 

“voidable …  might well chill the disclosure of inventions through the obtaining of a patent 

because of fear of the vexations or punitive consequences of treble-damage suits.”  Id.

Indeed, two courts articulating the prevailing standard specifically relied on Walker 

Process.  The district court in Cipro III stated that subjecting patent settlements to antitrust 

liability based on an after-the-fact review of the patent merits “would overstep the bright-line 

rule adopted bythe Supreme Court in Walker Process, first elaborated upon byJustice Harlan in 

his concurrence and relied upon by the patent bar for the past forty years.”  In re Ciprofloxacin 

Antitrust Litig., 363 F. Supp. 2d 514, 530 (E.D.N.Y. 2005).  Similarly, the Eleventh Circuit in 

Valley Drug, 344 F.3d at 1307, recognized: “Justice Harlan’s concurrence [in Walker Process]

explained that the effect of antitrust liability on the incentives for innovation and disclosure 
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created bythe patent regime must be taken into account when a court considers whether a 

patentee is stripped of its immunity from the antitrust laws.”  The court continued: “Employing 

this approach, we conclude that exposing settling parties to antitrust liability for the exclusionary 

effects of a settlement reasonably within the scope of the patent merely because the patent is 

subsequently declared invalid would undermine the patent incentives.”  Id. at 1308.

Thus, the policy arguments that the FTC advances do not fairly rest on Supreme Court 

precedent.  To the contrary, that precedent, including Walker Process in particular, supports the 

prevailing Hatch-W axman settlement standard.

B. The FTC’s Efforts To Undercut Or Escape The Prevailing Standard Set Out 

In Schering-PloughAnd TamoxifenAre Unavailing

Unable to cite to any Supreme Court precedent that undermines the decisions of the 

Second and Eleventh Circuits, the FTC instead seeks to temper the force of those decisions.  In 

particular, the FTC: (1) suggests there is no consensus between the Second and Eleventh 

Circuits; (2) levels criticism that flows only from mischaracterization of the opinions; and (3) 

argues that the Court may not consider the decisions (or Cephalon’s arguments based on them) 

because it has pleaded “facts” contrary to their underlying rationale.  None of these arguments is 

effective.

1. The Second And Eleventh Circuits Have Applied The Same, Clear Legal 

Standard To Hatch-W axman Settlements

The FTC first tries to dilute the force of the prevailing standard by suggesting that there 

reallyis no accord between the Second and Eleventh Circuits’ approaches.  Specifically, the FTC 

claims that, unlike Tamoxifen, Schering-Plough “did not expressly foreclose an inquiry into the 

strength of the patent” in an antitrust analysis of a “reverse payment” settlement and that 

“[o]thers have interpreted” Schering-Plough to require such an assessment.  Opp. at 22 & n.26.  

However, the Commission itself argued (in its unsuccessful effort to obtain Supreme Court 
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review of  Schering-Plough) that it was “disingenuous” to claim that the Eleventh Circuit had 

invited a post hoc merits assessment.  Reply Br. for the Petitioner, Federal Trade Comm’n v. 

Schering-Plough Corp., No. 05-273, at 2 (emphasis added), available at 2005 W L 2652617.  

Describing the contrast between the Eleventh Circuit’s holding and its own rejected approach, 

the FTC asserted that the “scope of the patent” test “immunize[d]” settlements within the 

“nominal scope” of the patent without regard to a retrospective assessment of the underlying 

patent claims.  Id. at 2-3.  It explained that the Schering-Plough decision – properly construed in 

light of the Eleventh Circuit’s prior holding in Valley Drug – did not call for a post hoc

assessment of the patent merits: “Thus, respondents’ suggestion that a post hoc inquiry into the 

merits would satisfy the court of appeals, is disingenuous, because Valley Drug precludes a 

conclusion of liability on that basis.”  Id. at 2.

The Commission’s previous position before the Supreme Court was clearly correct, as 

Valley Drug, which the Schering-Plough court expresslyfollowed, see 402 F.3d at 1065, held 

that even a judicial finding of patent invalidity post hoc “is insufficient to render the patent’s 

potential exclusionaryeffects irrelevant to the antitrust analysis.”  Valley Drug, 344 F.3d at 1309.  

The Second Circuit in Tamoxifen reached the identical conclusion: “W e cannot judge this post-

trial, pre-appeal settlement on the basis of the likelihood vel non of Zeneca’s success had it not 

settled but rather pursued its appeal.”  466 F.3d at 203.  Thus, the FTC is wrong to suggest now 

that there is any divergence between the “scope of the patent” test articulated and applied by the 

Second and Eleventh Circuit.

2. The FTC’s Criticisms Of Schering-Plough And Tamoxifen Depend On 

Mischaracterizations Of The Decisions

The FTC next tries to avoid the prevailing standard by arguing that the courts’ respective 

analyses rest on flawed premises that invalidate their conclusions.  In particular, the FTC: (1) 
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claims that Schering-Plough was wrongly decided because it rests on “a fundamental error of 

law” – i.e., the court incorrectly relied on a “presumption of [patent] infringement,”  Opp. at 22 

& n.27; and (2) claims that Tamoxifen was based on mistaken assumptions about the effect of the 

settlement on subsequent filers, Opp. at 25-27.  Neither challenge succeeds.

a. Schering-Plough Does Not Rely On A “Presumption of 

Infringement” But Instead Holds That The “Scope Of The Patent” 

Test Applies Irrespective Of W hether Invalidity Or Non-

Infringement Is Asserted

Although the FTC claims Schering-Plough was premised on a “presumption of 

infringement,” the language cited by the Commission merely reflects the court’s general 

observation that a party retains its patent rights until it loses them in patent infringement 

litigation.  Schering-Plough, 402 F.3d at 1066-67 (“By virtue of its ‘743 patent, Schering 

obtained the legal right to exclude [the generics] from the market until they proved either that the 

‘743 patent was invalid or that their products …  did not infringe … .”).  The Eleventh Circuit was 

not justifying its decision by reference to evidentiarypresumptions as to validity or infringement 

as theymight have applied had the underlying patent case gone to trial.  Indeed, the court did not 

discuss the likely outcome of the underlying patent case at all, because it viewed that inquiry as 

improper.  Schering-Plough, 402 F.3d at 1065-66.

W hat the court didhold – without regard to evidentiarypresumptions – is that the “scope 

of the patent” test applied whether the generic had claimed invalidity, non-infringement, or both.  

Schering-Plough, 402 F.3d at 1075-76 (“An exception [to the “scope of the patent” standard] 

cannot lie, as the Commission might think, when the issue turns on validity (Valley Drug) as 

opposed to infringement (the Schering agreements).”). The Tamoxifen court, which reached the 

same result as Schering-Plough, similarly disclaimed any reliance on evidentiary presumptions:  

“[I]rrespective of whether there was a presumption [of validity] or where any such presumption 
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lay at the time of settlement, we think that [patentee] was then entitled to protect its …  patent 

monopolythrough settlement.” Tamoxifen, 466 F.3d at 209 n.22.

b. Tamoxifen Is Not “Fundamental[ly] Premise[d]” On Assumptions 

About The Effect Of The 180-DayRule, But Instead Confirms 

That The Effect Alleged Here Does Not Render The Settlement 

Unlawful

The FTC next suggests that Tamoxifen’s holding was “fundamental[ly] premise[d]” on 

two assumptions about the operation of the 180-day first-filer exclusivity rule
4

in that case: (1) 

the court’s reliance on the now-overruled FDA “successful defense” rule
5
; and (2) the court’s 

belief that subsequent generics would be incentivized to challenge the tamoxifen patent in order 

to secure 180 days of exclusivity for themselves.  Opp. at 25-27.  According to the FTC, its 

allegations here about the effect of the Provigil
®

Settlements on subsequent generic challengers –

that theyare unable to compete because the four settling generics (the “Generics”) retained their 

180-dayexclusivity, id. at 26, and that post-settlement theyhave little incentive to challenge the 

‘516 patent, id. at 27 – “call into question fundamental premises of the Second Circuit’s …  

decision.”  Id. at 27.  This argument fails for multiple reasons.

First, the courts in Valley Drug and Schering-Plough articulated the same “scope of the 

patent” test without relying on any assumptions about the operation of the 180-dayrule or any 

other effect of the final settlements in those cases on subsequent generic challengers.

Second, the Tamoxifen court’s observations about the operation of 180-dayrule were not 

essential “premises” of the decision.  The Second Circuit (like the Eleventh) held that the “scope 

of the patent” standard reflected the proper balance of the conflicting antitrust, patent, and 

  
4 21 U.S.C. § 355(j)(5)(B)(iv)(I).

5 Following the settlement in Tamoxifen, the rule, under which a first filer could retain its exclusivity only by 

successfully defending a paragraph IV suit to conclusion, was held invalid.  See Mova Pharm. Corp.v. Shalala, 955 

F. Supp. 128, 130-31 (D.D.C. 1997), aff’d in part and rev’d in part on other grounds, 140 F.3d 1060 (D.C. Cir. 

1998).
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settlement considerations presented by Hatch-W axman settlement cases, and that neither the 

existence nor size of “reverse payments” was relevant.  None of the court’s articulated rationales 

for that holding concerned either the 180-day rule or anyeffect on subsequent generics.
6

The FTC focuses on passages it says reflect the court’s “belief” that “reverse payment” 

settlements “could not be an effective strategy to protect weak patents,” Opp. at 26.  But while 

the Tamoxifen court may have been optimistic about the success of subsequent challenges to 

“weak” patents, that single aspect of its opinion hardly qualifies as an essential “premise.”  To 

the contrary, the court candidly acknowledged that settlements would “lead[] in some cases to 

the survival of monopolies created bywhat would otherwise be fatally weak patents,” but held 

that settlement is nevertheless “encouraged for a variety of reasons.”  466 F.3d at 212.

Third, the Tamoxifen court considered and rejected allegations that the settlement was 

unlawful because the 180-dayrule had anticompetitive effects on subsequent filers.  466 F.3d at 

216-19.  In particular, the Tamoxifen plaintiffs complained that Barr (the first-filer), after the 

settlement, had petitioned the FDA to restore its 180 days of exclusivity and that that conduct 

should be viewed as ”circumstantial evidence demonstrating the anticompetitive consequences of 

  
6 In particular, the court espoused the following principles supporting its holding:

• Courts should encourage settlement of patent litigation because that “longstanding principle” promotes 

judicial efficiency and certainty in patent rights.  Tamoxifen, 466 F.3d at 202-03;

• Because “reverse payments” are “particularly to be expected in the drug-patent context because the 

Hatch-W axman Act created an environment that encourages them[,]” there is no basis for condemning 

them when they are “employed to lift the uncertainty surrounding the validity and scope of the holder’s 

patent.”  Id. at 206-07;

• The law should not prohibit even “reverse payments” that are allegedly in excess of the generic’s 

expected profits.  Even if the payments in specific cases “betrays a fatal disbelief” in the patent 

strength (a conclusion the court disputed as a general matter), the court doubted the “wisdom of 

deeming a patent effectively invalid on the basis of a patent holder’s fear of losing it.” Id. at 210-11; 

and

• A rule restricting the ability to settle with cash payments to generics, in light of the generics’ superior  
bargaining position due to Hatch-W axman, would improperly chill settlements by inhibiting even a 

confident patentee’s ability to “insure against the possibility that [the patentee’s] confidence is 

misplaced, or …  that a reviewing court might …  render an erroneous decision.”  Id. at 210-11.
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[the] agreement[] among the defendants.” Id. at 216 (alterations in original, internal quotations 

omitted).  The court held that “even if we were to view Barr’s actions with regard to the 180-day 

exclusivity period as somehow constituting [such evidence], it would not affect our conclusion 

[that the settlement was lawful].” Id. at 218 (emphasis added).  The court reasoned that “because 

we have concluded that the Settlement Agreement was not itself an unlawful conspiracy, Barr’s 

‘block[ing of] [subsequent] generic entry’ would not be unlawful as ‘in furtherance of’ an 

unlawful conspiracy.  There would have to be an unlawful conspiracybefore Barr’s actions 

could contribute to it.” Id.(emphasis in original).

The Second Circuit’s conclusion – that effects on subsequent generic challengers cannot 

be used to challenge a Hatch-W axman settlement – comports exactly with Cephalon’s 

previously-stated point that anyimpact on subsequent filers does not effect the legality of the 

Provigil
®

Settlements because it flows from the Hatch-W axman scheme.  See Cephalon’s Mem. 

of Points and Authorities in Support of its Motion to Dismiss, Doc. No. 1, Civ. A. No. 08-2141 

(“Ceph. Br.”), at 26-27.  The terms of the Provigil
®

Settlements do not speak at all to the 

Generics’ 180-dayrights, and the FTC does not allege otherwise.
7

Rather the alleged effects 

about which the FTC is complaining (see Compl. at ¶¶ 85-86) flow from the operation of Hatch-

W axman itself (under which a settling defendant who maintains its paragraph IV certification 

keeps its 180 days of exclusivity), and/or the Generics’ unilateral decisions not to waive their 

180 days.  Cf. City of Pittsburgh v. West Penn Power Co., 147 F.3d 256, 265 (3d Cir. 1998) 

  
7

The court in Tamoxifen emphasized repeatedly that the question was not merely one of effect but rather 

whether the agreement’s terms required the action that caused that effect.  See, e.g., Tamoxifen, 466 F.3d at 215 
(“Thus the stated terms of the Settlement Agreement include nothing that would place it beyond the legitimate 

exclusionary scope of Zeneca’s patent.”) (emphasis added); see also id. at 200 (“[I]f the plaintiffs plausibly alleged 

that the defendants entered into an agreement to manipulate the 180-day exclusivity period to the defendants’ joint 

benefit, and if they were able to prove based on the facts alleged that they suffered antitrust injury as a result of that 

agreement then that …  would likely be sufficient to state an antitrust violation.” (emphasis added).
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(dismissing on antitrust injury grounds because “any injury suffered by the City did not flow 

from defendants’ conduct, but, rather, from the realities of the regulated environment … ”).
8

3. The FTC Cannot Plead Around The Prevailing Standard

In yet another effort to avoid the prevailing legal standard, the FTC in effect contends 

that it can pleadaround it.  The FTC does this by miscasting the rationales underlying the 

standard – advanced by the courts on the basis of their general observations and legal reasoning –

as depending instead on “facts” peculiar to those cases.  The Commission then argues that those 

rationales cannot be considered here because they are “contradicted” by or “outside” the 

Complaint’s allegations and not subject to judicial notice.
9

Opp. at 9-10, 28-31.  The FTC 

thereby seeks to foreclose consideration of the propositions that: (1) “reverse payments” are a 

“natural by-product” of Hatch-W axman and therefore do not (as the FTC claims) signal “weak” 

patents or anticompetitive purpose; and (2) “reverse payments” may be necessary to settle some 

Hatch-W axman cases because of the particular settlement dynamics created by the statute.  See 

Tamoxifen, 466 F.3d at 206-07; Schering-Plough, 402 F.3d at 1074.
10

  
8 Indeed, in dissenting in part from the Commission’s Order authorizing this suit, Commissioner Leibowitz 

attributed the effects at issue to the Generics’ unilateral conduct and not to the Provigil® Settlements:  

I also would have named as a defendant any generic company that took these [alleged] pay-offs 

and now refuses to relinquish their 180-day exclusivity, thus blocking generic entryinto the 

Provigil market that otherwise could occur in 2008.

Statement of Commissioner Jon Leibowitz, In re Cephalon, Inc. (No. 061-0182) (concurring in part, dissenting in 

part), available at http://www.ftc.gov/os/caselist/0610182/080213comment.pdf (last accessed June 12, 2008) 

(emphasis added).

9 In particular, the FTC relies on its allegations that Cephalon paid the Generics, not because of Hatch-

W axman dynamics, but because it believed it had a “weak” patent, Opp. at 29, and that it was “possible” Cephalon 

would have agreed to a cashless settlement, id. at 31.  

10 Contrary to the Opposition, Cephalon did not assert that “reverse payments” are necessary to settle all
Hatch-W axman patent litigation.  See Opp. at 31 (“Cephalon’s assertion that exclusion payments are necessary to 

settle Hatch-W axman patent litigation contradicts the complaint.”).  In light of Cephalon position that there were no

“reverse payments” in this case (see Ceph. Br. at 8), it is difficult to imagine how the FTC could construe 

Cephalon’s brief as advocating that position.  Thus, the FTC’s statistics about a number of unidentified settlements 

without “reverse payments,” Opp. at 32, are immaterial.
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The flaw in the FTC’s argument is that courts may, and do, take judicial notice of 

precisely these types of “facts,” which are not specific to the case but rather “have relevance to 

legal reasoning …  whether in the formulation of a legal principle or ruling by a judge or court or 

in the enactment of a legislative body.”  See Fed. R. Evid. 201 advisory committee’s note 

(distinguishing between “legislative facts” as defined above, of which courts may take judicial 

notice, and “adjudicative” facts, i.e., the facts of a particular case, which are not subject to 

judicial notice);Democratic Party of U.S. v. Nat’l Conservative Political Action Comm., 578 F. 

Supp. 797, 830 (E.D. Pa. 1983) (holding that absent admissible evidence supporting an 

“adjudicative finding,” “the court …  may guide its conclusions by reasonable exercise of its 

deductive powers,” and on that basis finding that election funding statute unconstitutionally 

chilled speech), aff’d in part and rev’d in part on other grounds sub nom Fed. Election Comm’n 

v. Nat’l Conservative Political Action Comm., 470 U.S. 480, 500 (1985); Broadcom Corp. v. 

Qualcomm, Inc., 501 F.3d 297, 309 (3d Cir. 2007) (relying on general observations about pro-

competitive benefits of standard-setting in finding per se standard inapplicable).

Thus, it is futile to suggest that by relying on the rationales for the “scope of the patent” 

test, Cepahlon is “contradicting” the Complaint or asking the Court to take judicial notice of 

“disputed facts” outside the pleadings.  See Opp. at 30 (urging Court not to accept Tamoxifen

rationale because “a court may take judicial notice of the existence of another court’s opinion, 

but not for the truth of the facts asserted therein.”).  Indeed, the FTC’s argument has it exactly 

backwards: the allegations about patent “weakness” and the “possibility” of a cashless settlement 

which it contends avoid the prevailing standard are precisely the type of case-specific facts that 

the standard deems irrelevant as a matter of law.  See, e.g., Tamoxifen, 466 F.3d at 210-11 

(rejecting post hoc assessments of patent merits); Schering-Plough, 402 F.3d at 1075 (rejecting 
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rule basing liability on possibility of “compromise-without-payment”); Ceph. Br. at 17-22.
11

 

The only “facts” that could possibly state a claim under the “scope of the patent” test are that the 

patent was procured by fraud, that the patent claims were sham, that the settlement excluded 

indisputably non-infringing products, or that the settlement extended beyond patent life.  No 

such facts are alleged here.
12

C. The FTC’s Reliance On Cases Involving Interim Agreements Is Misplaced 

And Inconsistent W ith Its Past Position

The FTC’s reliance on the Sixth Circuit’s decision in Cardizem, the Southern District of 

Florida’s remand decision in Valley Drug and dicta in the D.C. Circuit’s decision in Andrx is 

misplaced.  Opp. at 20-21, citing In re Cardizem CD Antitrust Litig., 332 F.3d 896 (6th Cir. 

2003); In re Terazosin Hydrochloride Antitrust Litig., 352 F. Supp. 2d 1279 (S.D. Fla. 2005); 

Andrx Pharms. Inc. v. Biovail Corp. Int’l, 256 F.3d 799 (D.C. Cir. 2001).  These cases cannot be 

contraryto the prevailing standard for the essential reason that they do not involve Hatch-

W axman settlements at all.  Rather, they involve “interim agreements” in which the branded 

company paid the generic challenger to stay off the market while the patent suit continued.  

Simply put, interim agreements do not resolve patent disputes and thus two primary 

considerations that are balanced against antitrust concerns – i.e., promoting innovation by 

preserving patent rights, and promoting efficiency by encouraging litigation settlements – are not 

  
11 The FTC urges that the risk-shifting aspects of Hatch-W axman (and the resulting “asymmetry of risk” 

between the innovator and the generic) cannot “excuse” Cephalon’s conduct because “anymonopolist – with or 

without a patent – has the incentive to protect its monopoly profits from the threat of competition.”  Opp. at 30-31. 

This, however, mischaracterizes Cephalon’s argument.  Cephalon does not assume “reverse payments” are 

anticompetitive and offer the statutory dynamics as “business justification,” see Opp. at 31 n.39.  Rather, Cephalon 

argues, and the courts articulating the “scope of the patent” test reason, that “asymmetries of risk” explain why 

“reverse payments” do not signal unreasonably exclusionary conduct in the first instance.  See Schering-Plough, 402 

F.3d at 1074 (“Hatch-W axman essentially redistributes the relative risk assessments and explains the flow of the 
settlement funds and their magnitude.  Because of the Hatch-W axman scheme, [the generics] gained considerable 

leverage in patent litigation: the exposure to liability amounted to its litigation costs … .”) (internal citation omitted). 

12 In its opening brief, Cephalon argued that the FTC failed in its vague efforts to allege the Settlements 

exceeded the “scope of the patent” by restricting non-infringing products.  See Ceph. Br. at 23-26.  In its opposition, 

the FTC offers no response. 
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present in these cases.  See, e.g., Schering-Plough, 402 F.3d at 1065 n.14 (“W e note that the case 

at bar is wholly different from [the Valley Drug remand decision].  The critical difference is that 

the agreements at issue in Valley Drug did not involve final settlements of patent litigation, and, 

moreover, the Valley Drug agreements did not permit the generic companyto market its product 

before patent expiration. …   Given these material distinctions, the same analysis cannot apply.”).

The FTC claims that “Cephalon’s attempt to cast aside the Cardizem decision because it 

involved an interim agreement, rather than a final settlement, is unavailing.”  Opp. at 20 n.24.  

The FTC’s mechanistic argument is that Cephalon must be wrong because if, as it contends, an 

agreement to exclude competition for the entire patent life would be lawful, then a fortiori an 

agreement that covers only a portion of the patent life must be lawful.  Id.  This contention 

ignores the distinction between full settlements and interim agreements – a distinction previously 

acknowledged by the FTC itself.  In its joint amicus brief with the Solicitor General in 

opposition to certiorari in Cardizem, the FTC distinguished Cardizem from Tamoxifen, Cipro, 

and Schering-Plough in the same way Cephalon does here:

In contrast to the agreements in this case and in Valley Drug, all of 

the decisions [then] pending in the lower courts cited by the 

petitioner [including Tamoxifen, Cipro, and Schering-Plough] 

involve final settlements that conclusively resolve the parties’ 

patent dispute.  The distinction is important because the calculus of 

competitive costs and benefits is substantiallydifferent for interim 

settlements and final settlements.

Br. of United States as Amicus Curiae, Andrx Pharms., Inc. v. Kroger Co., No. 03-779, at 17 

(emphasis added) (joined by the FTC), available at 2004 W L 1562075.  The Commission also 

distinguished Cardizem in its Schering-Plough opinion: “The Cardizem case also can be 

distinguished on its facts… .  Unlike the present case, Cardizem involved an interim [agreement] 

rather than a final settlement, so it would be more difficult to claim that the agreement was 
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ancillaryto an efficient disposition of the litigation.”  Opinion of the Commission, In re 

Schering-Plough Corp., No. 9297 (“Comm’n Op.”), at 13, n.26.
13

The lone decision the FTC cites that arguably is at odds with the Second and Eleventh 

Circuits is In re K-Dur Antitrust Litig., 338 F. Supp. 2d 517 (D.N.J. 2004), the follow-on private 

suit arising from the same settlements that were subsequently upheld by the Eleventh Circuit in 

Schering-Plough.  W hile the K-Dur court denied a motion to dismiss a complaint challenging a 

Hatch-W axman settlement, the opinion, however, is of limited precedential value, principally 

because it preceded both Tamoxifen and Schering-Plough.
14

The court drew upon the precedent 

available at the time: Cardizem (which, as the FTC previously conceded, is distinguishable) and 

the FTC’s own Schering-Plough decision and order (which the Eleventh Circuit later vacated 

because it was based on an “inflexible” legal theory that failed to account for the realities of 

Hatch-W axman litigation
15

). See K-Dur, 338 F. Supp. 2d at 533 & n.21.

Finally, to the extent the K-Dur court also relied on an early ruling in the Cipro litigation, 

that discussion involved a jurisdictional issue not raised here.  In K-Dur, defendants appeared to 

concede that plaintiffs could challenge a Hatch-W axman settlement by alleging that the 

underlying patent was invalid,
16

but argued that the complaint should be dismissed because 

plaintiffs did not so allege.  K-Dur, 338 F. Supp. 2d at 530-31.  The court disagreed, relying on 

In re Ciprofoxacin Hydrochloride Antitrust Litig., 166 F. Supp. 2d 740 (E.D.N.Y. 2001), in 

  
13 Available at www.ftc.gov/os/adjpro/d9297/031218commissionopinion.pdf (last accessed June 19, 2008).

14 Indeed, the court’s opinion never examines the two chief considerations underlying the prevailing standard, 

ensuring patent certainty and promoting litigation settlements.  Moreover, the opinion never discusses the 

relationship between “reverse payments” and the risk-shifting aspects of Hatch-W axman.

15 See Schering-Plough, 403 F.3d at 1075.

16 Cephalon does not make this concession here because, under the prevailing standard, even an actual 

subsequent finding of invalidity has no relevance to antitrust assessment of Hatch-W axman settlements, so a fortiori
allegations of invalidity would not state a claim.  See Valley Drug, 344 F.3d at 1308 (settlement lawful despite 

subsequent judgment of invalidity); Ceph. Br. at 21-23.
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which the court – in deciding only whether plaintiffs’ state law claims were pre-empted bypatent 

law – held that the claims did not “arise under” federal law because a claim of invalidity was not 

an essential element of each theory of recovery, 166 F. Supp. 2d at 750-51.  W hen the Cipro 

court subsequently considered the legalityof the agreements, it adopted the “scope of the patent” 

test.  Cipro III, 363 F. Supp. 2d at 535.  Thus, all the “precedent” on which the 2004 K-Dur 

decision relied has lost its force, and K-Dur does not supply any justification for departure from 

the now prevailing standard.

D. The FTC Proposes No W orkable Standard For Evaluating Hatch-W axman 

Settlements By Post HocAssessment Of The Patent Merits

The FTC does not propose a workable standard by which an antitrust court could account 

for the “strength” or “weakness” of the underlying patent case in evaluating Hatch-W axman 

settlements.  The FTC observes that commentators have disagreed on the “appropriate 

approach,” and avoids proposing one itself.  See Opp. at 11 & n.10 (“But the Court does not face 

a choice among those variations here.  The only issue here is whether to adopt Cephalon’s …  

rule,” i.e., the prevailing Second and Eleventh Circuit standard).  The FTC’s avoidance of this 

critical issue is both telling and inappropriate.  The Court obviously must apply a precise 

standard if it sustains the Complaint and the case is to proceed.
17

Anystandard that depends on the amorphous concept of post hoc evaluation of patent 

“strength” is both impractical and unsound.  How, for example, should a judge or jury define a 

“weak” patent?  Should the determination be purely qualitative?  Should the fact-finder instead 

determine the likelihood that the patentee would have prevailed had the case been tried?  Even if 

such an exercise were possible, does a 51 percent probability mean a patent is “strong” and a 49 

  
17 A precise standard not only would be necessary for summary judgment and trial, but could impact the 

scope of discovery as well.
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percent probability mean a patent is “weak”?  If not, should there be some other threshold below 

which a patent is too “weak” to support certain settlement terms?  Should there be some sliding 

scale comparing the “weakness” of a patent to the amount of consideration given to the generic?  

None of these inquiries are either feasible or appropriate, which is why the courts applying the 

prevailing standard have eschewed post hoc inquiry.  If the parties themselves were unable to 

predict the outcome of the case because patent litigation is inherently uncertain, Valley Drug, 

344 F.3d at 1308 (“Patent litigation is too complex and the results too uncertain for parties to 

accurately forecast” the outcome), a judge or jury cannot meaningfully do so retrospectively.  

Moreover, anystandard that required such second-guessing to determine whether settlements 

were permissible would significantly chill the patent litigants’ interest in settling, and thereby 

undermine the important public policy encouraging patent litigants to resolve their differences 

amicably.  See, e.g., Tamoxifen, 466 F.3d at 212 n.26; Cipro III, 363 F. Supp. 2d at 529-30.

The FTC nonetheless suggests, without explaining how, that a “direct” assessment of the 

patent merits would be workable.  Opp. at 24-25 (quoting the Tamoxifen dissent for the 

proposition that “‘it is not outside the bounds of the district court’s competence to predict’ the 

likelyoutcome of a patent case”).  But the Commission has repeatedly argued against the 

wisdom of such an assessment in prior litigation.  In its Schering-Plough opinion, the 

Commission acknowledged the “serious uncertainties that would confront parties who seek to 

settle patent litigation if the Commission undertook to examine the underlying merits itself later 

on, and gave them conclusive weight.” Comm’n Op. at 35 (see supra n. 13); see also Supp. Br. 

for the Petitioner, Federal Trade Comm’n v. Schering-Plough Corp., No. 05-273, at 4 (“A key 

drawback to [a post hoc review] is that it places parties contemplating settlement in the 
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predicament of not knowing, at the time of settlement, whether particular settlement terms will 

appear unreasonable to a future antitrust tribunal.”) available at 2006 W L 1647529.
18

The FTC also proposes reliance on indirect evidence.  See, e.g., Opp. at 24 (“[T]he 

complaint here includes numerous allegations about the terms of Cephalon’s agreements with its 

rivals, the circumstances under which these agreements were made, and the marketplace 

expectations concerning imminent generic entrythat, if proven, would permit the Court to 

conclude – without separately weighing the merits of the patent case – that Cephalon exceeded 

the protections afforded by its patent.”).  But where courts (and the FTC itself) have criticized ex 

post assessment of patent merits from direct evidence as unduly speculative, reliance on indirect 

evidence would only exacerbate the problem.  As “[p]atent litigation is too complex and the 

results too uncertain for parties to accurately forecast” the outcome, Valley Drug, 344 F.3d at 

1308, drawing upon speculation from industry consultants and analysts (see Compl. at ¶¶ 35, 51) 

and Cephalon’s contingencyplanning (id. at ¶ 52) is surely an even more unreliable approach to 

measuring the “strength” of a patent.  See, e.g., Tamoxifen, 466 F.3d at 210 (“[W ]e doubt the 

wisdom of deeming a patent effectively invalid on the basis of a patent holder’s fear of losing 

it.”).  Similarly, in light of the dynamics of Hatch-W axman litigation, the mere presence (or even 

size) of payments to generics does not signal patent “weakness” (Opp. at 2, 14).  E.g., Valley 

Drug, 344 F.3d at 1310 (“Given the asymmetries of risk and large profits at stake, even a 

patentee confident in the validity of its patent might pay a potential infringer a substantial sum in 

settlement.”); Tamoxifen, 466 F.3d at 210  (quoting Valley Drug); see also Ceph. Br. at 21-23.  

Finally, the chilling effect would be even greater if parties wishing to settle their patent disputes 

  
18 The Commission’s suggestion here that ex post review would not chill settlements because it seeks only 

equitable relief, Opp. at 25, is undermined by the observations to the contrary cited above in Schering-Plough, a 

case where it also sought only equitable relief.  Moreover, the FTC cannot seriously maintain that there should be 

one standard in FTC enforcement actions and another in private damages litigation.

Case 2:08-cv-02141-RBS     Document 6      Filed 06/20/2008     Page 23 of 25



-20-
PHLDMS1 4439020v.1

knew they could be subject to antitrust liabilitybased on an amorphous after-the-fact analysis of 

indirect evidence.

Accordingly, the only workable and analytically sound standard for judging Hatch-

W axman settlements is the “scope of the patent” test already adopted by the Second and 

Eleventh Circuits.

III. CONCLUSION

The FTC (1) lacks judicial support for its policy views, (2) cannot undermine the 

decisions under which the Provigil
®

Settlements are plainlylawful, and (3) fails to offer a 

workable alternative to the “scope of the patent” test.  Moreover, its proffered views, if adopted 

by this Court, would significantly undermine the strong public policy in favor of encouraging 

amicable resolution of patent litigation.  For these reasons, and those articulated in Cephalon’s 

opening brief, this Court should follow the prevailing standard and dismiss the FTC’s Complaint 

with prejudice.
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THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

Federal Trade Commission,

Plaintiff,

v.

Cephalon, Inc.,

Defendant.

Case No. 08-cv-2141-RBS

DEFENDANT CEPHALON INC.’S OPPOSITION TO 
THE FEDERAL TRADE COMMISSION’S MOTION TO COMPEL

Cephalon, Inc. (“Cephalon”) respectfully submits that it should not be required to 

respond to the FTC’s discovery requests until the Court rules on the pending Motion to Dismiss.1  

If the Court applies the prevailing legal standard articulated by the Second, Eleventh, and most 

recently the Federal Circuit,2 the FTC’s Complaint will be dismissed in its entirety, and the need 

for burdensome, extensive discovery would be avoided.  Moreover, before any discovery 

proceeds, judicial economy dictates that it should be coordinated with discovery in the related 

cases.  That is best done after decisions on all the motions to dismiss,3 when the scope of any 

surviving claims will be clear.  In far less complex circumstances, courts in this District and 

elsewhere have determined that discovery should commence only after the resolution of 

dispositive motions to dismiss.

  
1 See Cephalon’s Motion to Dismiss, Doc. No. 1 (May 2, 2008).
2 See Defendant Cephalon Inc.’s Notice of New Federal Circuit Authority Affirming “Scope of Patent” 
Standard, Doc. No. 8 (Oct. 24, 2008).
3 See also Cephalon’s Motion to Dismiss and the Strike (Apotex), Civ. A. No. 06-1797, Doc. No. 31 (Sept. 
29, 2006); Cephalon’s Motion to Dismiss (Direct Purchasers), Civ. A. No. 06-1797, Doc. No. 44 (Nov. 3, 2006); 
Cephalon’s Motion to Dismiss (End Payors), Civ. A. No. 06-1797, Doc. No. 45 (Nov. 3, 2006).
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Cephalon’s objections to the FTC’s discovery requests reflect a position it has taken 

consistently throughout the litigation challenging the Provigil® Settlements.  Even before the 

FTC served its discovery requests, Cephalon had presented that position in the parties’ Rule 

26(f) Report and in response to the Commission’s motion for a scheduling conference.  See Fed. 

R. Civ. P. 26(f)(2) Report to the Court at 2 & ¶¶ 2-3, Doc. No. 2 (May 12, 2008); Cephalon, 

Inc.’s Response to Federal Trade Commission’s Request for Scheduling Conference, Doc. No. 7 

(June 25, 2008).  Moreover, the identical issue already had been briefed in the context of 

Apotex’s motion to compel discovery, which it filed in response to nearly identical objections by 

Cephalon to discovery requests in that case.  See Defendants’ Opposition to Apotex’s Motion to 

Compel, Doc. No. 65, Civ. A. No. 06-1797 (Dec. 18, 2006).4

The FTC’s protestation that there is an urgent public need to begin discovery rings 

hollow after its own delay in filing this action (two years after the underlying settlements were 

filed with the agency), and because the claimed harm to consumers is the subject of private treble 

damages actions.  Equally meritless are the FTC’s suggestions that Cephalon must move for a 

stay or protective order rather than interposing objections to the FTC’s discovery requests, and 

that the Court should deem its Requests for Admission (“RFAs”) admitted.

For these and others reasons set out below, the Commission’s Motion should be denied.

A. Cephalon’s Motion to Dismiss, If Granted, Would Eliminate the Burden and 
Expense of Discovery Entirely

Cephalon’s Motion to Dismiss proceeds from a simple premise: the Second, Eleventh, 

and Federal Circuits have held that Hatch-Waxman settlements, even those involving so-called 

“reverse payments,” do not violate the antitrust laws so long as they do not exceed the scope of 

  
4 See also Report of Parties’ Planning Meeting (Apotex) at 2-3, Doc. No. 18, Civ. A. No. 06-1797-RBS 
(Aug. 29, 2006); Rule 26(f) Report of Parties (class plaintiffs) at 15-18, Doc. No. 41, Civ. A. No. 06-1797-RBS 
(Oct. 27, 2006).
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the patent at issue.5 If the Court applies these holdings, the FTC’s case will be dismissed in its 

entirety, along with most, if not all, of the claims of the various private plaintiffs.  The burden 

and expense of discovery and the need to coordinate will be avoided; and even if the Court does 

not dismiss the cases outright, in all likelihood its decision would narrow the scope of discovery 

significantly.

Under these circumstances, it is clearly appropriate to wait for a decision on the Motion 

to Dismiss before proceeding to discovery.  See Weisman v. Mediq, Inc.,  Civ. A. No. 95-1831, 

1995 U.S. Dist. LEXIS 5900, at *5 (E.D. Pa. May 3, 1995) (deferring discovery appropriate 

“[w]here a pending motion to dismiss may dispose of the entire action and where discovery is 

not needed to rule on such motion”); Norfolk S. Ry. Co. v. Power Source Supply, Inc., Civ. A. 

No. 06-58, 2007 U.S. Dist. LEXIS 15306, at * 4 (E.D. Pa. Mar. 5, 2007) (“[W]here, as here, an 

objection to the Court’s jurisdiction made under Rule 12 might compel the dismissal of an entire 

action, the Court finds that considerations of fairness and efficiency suggest the prudence of 

limiting discovery to those facts necessary to resolve the motion.”); see also Chudasama v. 

Mazda Motor Corp., 123 F.3d 1353, 1367 (11th Cir. 1997) (“Facial challenges to the legal 

sufficiency of a claim or defense, such as a motion to dismiss based on failure to state a claim for 

relief, should, however, be resolved before discovery begins.”); Institut Pasteur v. Chiron Corp., 

315 F. Supp. 2d 33, 37 (D.D.C. 2004) (“It is well settled that discovery is generally considered 

inappropriate while a motion that would be thoroughly dispositive of the claim in the Complaint 

is pending.”).

Ignoring these authorities and the force of their reasoning, the Commission fixates on the 

truism that filing a motion to dismiss does not “automatically” stay discovery.  See Plaintiff 

  
5 In re Ciprofloxacin Hydrochloride Antitrust Litig., 544 F.3d 1323 (Fed. Cir. 2008) (“Cipro”); In re 
Tamoxifen Citrate Antitrust Litig., 466 F.3d 187 (2d Cir. 2006); Schering-Plough Corp. v. Federal Trade Comm’n, 
402 F.3d 1056 (11th Cir. 2006); Valley Drug Co. v. Geneva Pharms., Inc., 344 F.3d 1294 (11th Cir. 2003).
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Federal Trade Commission’s Mem. in Support of Its Motion to Compel (“Motion”), at 4, Doc. 

11-4 (Dec. 5, 2008).  This “straw man” substantially mischaracterizes Cephalon’s position, and 

the cases cited by the FTC are not on point.  Coca-Cola Bottling Co. v. Grol, Civ. A. No. 92-

7061, 1993 U.S. Dist. LEXIS 3734 (E.D. Pa. Mar. 3, 1993), Motion at 4, holds only that 

deferring discovery is “rarely appropriate where resolution of the motion to dismiss will not 

dispose of the entire case.”  Id. at *6-7 (emphasis added).  The court specifically acknowledged 

the appropriateness of considering whether the pending motion to dismiss would “entirely 

eliminate” the need for discovery.  Id.6  Old Dominion Elec. Coop. v. Ragnar Benson, Inc., Civ. 

A. No. 05-34, 2005 U.S. Dist. LEXIS 9842 (E.D. Va. May 23, 2005), Motion at 3-4, is simply 

inapposite, as the court there denied a “prematurity” objection to discovery that was based on the 

service of discovery requests a week before entry of the scheduling order, not on the pendency of 

a motion to dismiss.  Id. at *2.

The FTC is equally mistaken in suggesting that the public will be greatly harmed if 

discovery awaits a decision on the Motion to Dismiss.  The pace at which the Commission has 

proceeded (including commencing this action two years after Cephalon filed the Provigil®

Settlements with the agency) belies any claim of urgency.7 Moreover, while the Commission 

seeks injunctive relief only, the private plaintiffs seek damages to compensate them for the 

alleged “delay” in generic modafinil entry resulting from the settlements, and if they prevail 

appropriate damages will be awarded.

  
6 The court allowed discovery to proceed where only one of multiple defendants moved to dismiss and the 
third-party discovery at issue was relevant to the case against the remaining defendants.  Coca-Cola, 1993 U.S. Dist. 
LEXIS 3734, at *6-8.

7 The settlements were filed with the Commission and the Department of Justice for review pursuant to the 
Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L. No. 108-173, Title XI, §§ 1111-
18, 117 Stat. 2066, 2461-64 (Dec. 8, 2003) (contained in 21 U.S.C. § 355, notes). 
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B. Cephalon’s Objections Are Procedurally Appropriate

The FTC argues that Cephalon violated some unspecified rule by interposing prematurity 

objections (among others) instead of moving to stay discovery or for a protective order.  Motion 

at 1-3.  The FTC cites no authority supporting its position, instead decreeing that Cephalon’s 

position “find[s] no support in the Federal Rules … or case law,” Motion at 1.  The FTC is 

wrong.  In In re Sulfuric Acid Antitrust Litig., 231 F.R.D. 331, 337 (N.D. Ill. 2005), where an 

antitrust plaintiff similarly challenged the sufficiency of a defendant’s objection to discovery 

because of its pending motion to dismiss, the court ruled for the defendant: “[a party] has the 

option of providing appropriate written objections and leaving it to the party seeking discovery to 

file a motion to compel.…  Either method brings the disputed matter before the court.”  See also

Acuity Specialty Group, Inc. v. Paulshock, Civ. A. No. 06-780, 2006 U.S. Dist. LEXIS 67862, at 

*5 n.4 (M.D. Pa. Aug. 10, 2006) (“Defendant objected [to discovery], essentially arguing that 

responding to them may be a waste of time and resources if the Court were to grant its Motion to 

Dismiss  … We directed that … Defendant’s responses … would not be due until the Court ruled 

on Defendant’s pending Motion to Dismiss.”).

C. Cephalon’s Other Objections Are Well Taken, and Are Not Properly 
Challenged By This Motion

The Commission’s challenge to Cephalon’s remaining objections (which Cephalon 

asserted to preserve its rights, not to avoid responding) proceeds from the mistaken assumption 

that objections served in response to discovery requests need to set forth detailed arguments in 

support.  See Motion at 4-7 (stating that “Cephalon has not [borne] its burden to show specific 

support for its objections”).  The Commission goes so far as to argue that Cephalon’s general and 

routine objection to the document requests “to the extent that [they call] for the disclosure or 

production of documents or information protected by the attorney-client privilege” is invalid 

because Cephalon did not produce a completed privilege log pursuant to Fed. R. Civ. P. 26(b)(5) 
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along with the initial written objections.  See Motion at 6 (“Cephalon’s privilege claims also 

have not been substantiated and consequently do not meet the strict standards set forth in Rule 

26(b)(5) of the Federal Rules of Civil Procedure.”).

This position is, of course, contrary to the Federal Rules, which require only a concise 

statement of the ground for objection.  See, e.g., Fed. R. Civ. P. 36(a)(5) (“The grounds for 

objecting to a request must be stated.”).  As the very cases the Commission cites demonstrate, 

arguments supporting the objections stated in written responses are made in motion practice.  See

In re Automotive Refinishing Paint Antitrust Litig., MDL No. 1426, 2006 U.S. Dist. LEXIS 

34129, at *30 (E.D. Pa. May 26, 2006) (assessing adequacy of arguments raised in opposition to 

motion to compel); Creely v. Genesis Health Ventures, Inc., No. 04-679, 2005 U.S. Dist. LEXIS 

240, at *3 (E.D. Pa. Jan. 10, 2005) (same).

Except for urging relevance – not a principal objection advanced by Cephalon – the 

Commission has not addressed Cephalon’s specific objections on the merits, either through the 

mandatory meet and confer process, see L. R. Civ. P. 26.1(f),8 or by argument setting out its 

position with respect to each request as required by L. R. Civ. P. 26.1(b).9 Instead, in a single 

paragraph, the FTC simply decrees – rather than articulates why – that certain of the objections 

are improper because they relate to statutory or “well known” industry terms, and summarily 

dismisses Cephalon’s privilege claims as “not substantiated.”  Motion at 6-7.

  
8 The Commission did not raise any of these specific objections during its brief meet and confer with 
Cephalon.  Accordingly, it has burdened the Court with issues that may have been resolved by clarification or 
correction of the requests.  See Crown Cork & Seal Co., Inc. v. Chemed Corp., 101 F.R.D. 105, 106-07 (E.D. Pa. 
1984) (“Discovery disputes should not be referred to the court unless such serious differences exist … that further 
efforts at negotiation are pointless….”); see also Evans v. American Honda Motors Co., Civ. A. No. 00-2061, 2003 
U.S. Dist. LEXIS 22189, at *4 (E.D. Pa. Nov. 26, 2003) (“Local Rule 26.1 is to impose a substantial obligation on 
the parties to make strong efforts to resolve discovery disputes before rushing to the Court for intervention….”).
9 Coleman v. Blockbuster, Inc., 238 F.R.D. 167, 170 (E.D. Pa. 2006) (“Local Rule 26.1(b) is clearly designed 
to force parties to bring into sharp focus the particular discovery disputes that they want a court to resolve.”).  The 
Commission thus leaves it to the Court to “wade through a morass of paperwork that bogs down judicial resources.”  
Id.
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In fact, Cephalon's objections are well-taken.  Many of the FTC’s requests are stated 

imprecisely.  For example, RFA No. 23 asks Cephalon about the content of “contemporaneous” 

documents.  Putting aside the lack of clarity regarding what the documents must be 

contemporaneous with, the term “contemporaneous” is inherently vague, see United States v. 

Caseres, 533 F.3d 1064, 1073 (9th Cir. 2008) (“[W]e have previously noted that ‘what is 

‘contemporaneous’ is in the eye of the beholder….’”).

Similarly, a number of the Commission’s purported definitions of statutory terms 

inaccurately summarize key provisions of Hatch-Waxman, resulting in requests that assume as 

true highly disputed legal contentions.  For example, the Commission defined the Hatch-

Waxman litigation stay as a “30-month period,” RFA Def. No. 2, despite Cephalon’s correct and 

consistent position that the litigation stay here, resulting from the application of the several 

relevant statutory provisions, was considerably longer than 30 months.  See, e.g., Defendant 

Cephalon’s Memorandum of Points and Authorities in Support of its Motion to Dismiss at 4-5 & 

n.3, Doc. No. 1; see also RFA Def. No. 10 (defining Orphan Drug Exclusivity as a seven-year 

period despite Cephalon’s argument that Hatch-Waxman offers a longer period in the case of 

Provigil®).

The Commission’s blanket and superficial challenge to Cephalon’s specific objections is 

thus both procedurally and substantively defective and should be rejected.

D. The Circumstances Hardly Warrant the Extreme Remedy of Deeming 
Requests Admitted

The Commission compounds its flawed challenges to Cephalon’s objections by asking 

the Court to deem all the RFAs admitted.  This draconian remedy is clearly unwarranted even if 

the Court felt it procedurally appropriate at this juncture to consider individual requests and 

reject specific objections.  As this Court previously has stated, where objections to requests for 
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admission are not sustained, the remedy is to order the objecting party to answer.  Creely, 2005 

U.S. Dist. LEXIS 240, at *4.  The two cases the Commission cites, Motion at 7, are inapposite.  

In Kelvin Crycosystems, Inc. v. Lightnin, 252 Fed. Appx. 469 (3d Cir. 2007) (not precedential), 

Motion at 7, the court upheld the trial court’s decision to deem requests admitted only after the 

defendant “ignored multiple court orders … missed filing deadlines, and failed to provide 

satisfactory justification for its repeated delays.”  Id. at 473.  In Southern Ry. Co. v. Crosby, 201 

F.2d 878 (4th Cir. 1953), Motion at 7, the court upheld a decision to deem a request admitted 

after the defendant gave a blatantly “evasive” answer (and refused to respond even when given 

another chance at trial).  Id. at 880.  Obviously no such extreme circumstances are present here.

*   *   *

For the foregoing reasons, the Court should deny the FTC’s Motion to Compel.

RESPECTFULLY SUBMITTED,

/s/  David J. Creagan
David J. Creagan
Michael N. Onufrak
David E. Edwards
WHITE & WILLIAMS LLP
1800 One Liberty Place
Philadelphia, PA 19103-7395
T: 215-864-7000
F: 215-864-7123

James C. Burling
Peter A. Spaeth
Mark A. Ford
WILMER CUTLER PICKERING 
 HALE AND DORR LLP

60 State Street
Boston, MA 02109
T: 617-526-6000
F: 617-526-5000  

Counsel for Cephalon, Inc.
Dated:  December 19, 2008 
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Cephalon, Inc.,

Defendant.
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I, David J. Creagan, hereby certify that on December 19, 2008, Defendant Cephalon, Inc.’s 

Opposition to the Federal Trade Commission’s Motion to Compel has been filed electronically 

and served via electronic mail on the following counsel, and is now available for viewing and 

downloading from the Court’s Electronic Case Filing System.

Saralisa C. Brau, Deputy Assistant Director
FEDERAL TRADE COMMISSION
600 Pennsylvania Avenue, N.W. 
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sbrau@ftc.gov

Counsel for Plaintiff,
Federal Trade Commission

James C. Burling, Esquire
WILMER CUTLER PICKERING
HALE AND DORR LLP
60 State Street
Boston, MA 02109
james.burling@wilmerhale.com

Counsel for Defendant,
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By:  /s/  David J. Creagan
Attorney for Defendant, 
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

                                                                                    

FEDERAL TRADE COMMISSION
     600 Pennsylvania Avenue, NW

                 Washington, D.C.  20580

Plaintiff,
                   v.

Civil Action No. 08-cv-2141-RBS
CEPHALON, INC.
     41 Moores Road
     Frazer, Pennsylvania  19355

Defendant.

                                                                                    

PLAINTIFF FEDERAL TRADE COMMISSION’S 
REPLY IN SUPPORT OF ITS MOTION TO COMPEL

 
In its opposition, Cephalon continues to press the wrong-headed view that it need not

provide discovery materials until the Court decides its motion to dismiss.  Not surprisingly,

Cephalon cannot support this view.  The cases it cites are all easily distinguished, and the

procedural rules unambiguously require Cephalon to respond to discovery requests in the absence

of a stay – something Cephalon has neither sought nor been granted.  Despite its repeated

attempts to confuse the issues and shift the burden to the Commission, the law clearly requires

Cephalon – as the party resisting production – to show why discovery should not be allowed. 

Cephalon has failed to carry its burden.

Cephalon’s efforts to stall discovery should be stopped for another reason as well.  There

is a strong public interest in resolving government antitrust enforcement actions expeditiously. 

The injunctive relief sought here by the Commission would allow generic competition to

Cephalon’s Provigil, saving consumers millions of dollars every day.  Given what is at stake for
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  Cephalon’s attempt to distinguish Old Dominion, Opp. at 4, is unpersuasive.  That court held that discovery served1

after the Rule 26(f) conference was not premature, and required a response.  That the party resisting discovery in that

case had not filed a motion to dismiss is irrelevant.  Filing a motion to dismiss does not suspend a party’s obligation

to proceed with discovery.

2

consumers, discovery should proceed so that if this Court denies Cephalon’s motion to dismiss,

the parties will be prepared to move forward without undue delay.

1. Cephalon Has No Basis for Its Refusal to Respond to Proper Discovery

Cephalon’s “prematurity” objection to the Commission’s discovery requests is without

merit.  Discovery in this case began on May 12, 2008, when the parties met their obligations

under Rule 26(f) of the Federal Rules of Civil Procedure, and it continues unless and until this

Court issues a stay.  Old Dominion Electric Cooperative v. Ragnar Benson, Inc., 2005 U.S. Dist.

LEXIS 9842, at *2-3 (E.D. Va. May 23, 2005).   If Cephalon wants discovery stayed, it bears the1

burden of persuading this Court to issue a stay.  In re Automotive Refinishing Paint Antitrust

Litigation, 2006 U.S. Dist. LEXIS 34129, at *6 (E.D. Pa. May 26, 2006) (Surrick, J.) (“The party

resisting production bears the burden of persuasion.”); Creely v. Genesis Health Ventures, Inc.,

2005 U.S. Dist. LEXIS 240, at *3 (E.D. Pa. Jan. 10, 2005) (Surrick, J.).  For whatever reason,

Cephalon has simply ignored that burden, deciding instead to unilaterally act as if a stay had

already been granted. 

The cases Cephalon relies on to justify this self-help do not support its position, as those

cases all arise in factually distinct circumstances, primarily involving motions for a stay or

protective order.  Weisman v. Mediq, Inc., Civ. A. No. 95-1831, 1995 U.S. Dist. LEXIS 5900

(E.D.Pa. May 3, 1995) (granting motion for stay); Norfolk S. Ry. Co. v. Power Source Supply,

Inc., Civ. A. No. 06-58, 2009 U.S. Dist. LEXIS 15306 (E.D.Pa. Mar. 5, 2007) (same); Institut

Pasteur v. Chiron Corp., 315 F.Supp. 2d 33 (D.D.C. 2004) (same); Chudasama v. Mazda Motor
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Corp., 123 F.3d 1353 (11  Cir. 1997) (defendant repeatedly asked the court to rule on itsth

objections, during argument and in a separate filing, and later sought a protective order); Acuity

Specialty Group, Inc. v. Paulshock, 2006 U.S. Dist. LEXIS 67862 (M.D. Pa. Aug. 10, 2006)

(court defers responses to discovery requests, in response to request from defendant).  Each of

these cases demonstrate that the appropriate course of action when seeking to delay discovery is

to persuade the court to issue a stay.

Likewise, the Sulfuric Acid case Cephalon cites does not justify its position.  The court

there denied plaintiff’s motion to compel, but based on the late filing of that motion rather than on

the substance of any objection raised by the defendant.  The court found that “by consciously

deciding not to file a motion to compel, the plaintiffs acquiesced in what was functionally a stay.” 

In re Sulfuric Acid Antitrust Litigation, 231 F.R.D. 331, 337 (N.D. Ill. 2005).  The Commission

here has wasted no time in filing its motion to compel, it has in no way acquiesced in Cephalon’s

attempts to effectively grant itself a stay, and Cephalon has not even attempted to persuade the

Court that it is entitled to a stay.  Given these facts, Cephalon’s continued refusal to provide any

discovery is completely inappropriate. 

2. Public Equities Favor Proceeding with Discovery in this Enforcement Action

Cephalon ignores more than just its own burden of persuasion in seeking to delay

discovery.  Incorrectly suggesting that private damages actions will be sufficient to compensate

consumers, Cephalon attempts to downplay the substantial public equities that favor moving
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  Cephalon also seems to think the Commission should have moved more quickly to file suit in this matter,2

mentioning twice in three pages the time that elapsed between when it filed its settlement agreements with the

Commission and when the Commission filed its action.  Opp. at 2, 4.  Investigations, however, take time.  Is

Cephalon seriously advocating that the Commission adopt a “shoot first, ask questions later” approach when

initiating a lawsuit?

  See, e.g., Stephanie Saul, In Sour Economy, Some Scale Back on Medications, N.Y. Times, October 22, 2008, at A1.3

4

forward with this important law enforcement action.   Opp. at 4.  And, it makes no effort to show2

that the discovery sought would impose a burden outweighing these substantial equities.

Indeed, Congress has explicitly recognized the primacy of government antitrust

enforcement – even when there are similar private actions – by exempting from the requirements

of the multidistrict litigation statute “any action in which the United States is a complainant

arising under the antitrust laws.”  28 U.S.C. § 1407(g).  As the district court explained in United

States v. Dentsply International, Inc., 190 F.R.D. 140, 145 (D.Del. 1999), this exemption

represents a clear public policy choice in favor of promptly resolving government antitrust

actions to protect the nation’s consumers from competitive harm:

This antitrust exemption is not capricious, but rather based on
congressional recognition of the primacy of antitrust enforcement
actions brought by the United States, and that such actions are of
special urgency and serve a different purpose than private damages
suits because they seek to enjoin ongoing anticompetitive conduct.

As in Dentsply, the Commission’s enforcement action here has a “special urgency” and serves a

“different purpose” than the private actions against Cephalon.  While private damages actions

may be able to compensate certain consumers for paying inflated prices for Provigil, they offer

nothing for patients suffering continuing harm who stop taking their medication because they can

no longer afford it – an increasingly common occurrence as healthcare costs skyrocket in a

troubled economy.   Cephalon makes no attempt to show that the discovery sought here will3

impose a burden outweighing these strong interests in moving the Commission’s case forward.
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3. Cephalon’s Other Objections Are Insufficient to Excuse its Failure to Respond

As with its primary “prematurity” objection, Cephalon has failed to carry its burden to

substantiate the other boilerplate objections it has raised, once again seeking to shift that burden

to the Commission.  See, e.g., Opp. at 6 (Commission “has not addressed Cephalon’s specific

objections on the merits”); Opp. at 7 (Commission’s challenges to Cephalon’s objections are

“defective”).  The law is clear, however, that once the Commission established the relevance of

the materials it is seeking (something Cephalon does not dispute in its opposition), the burden

shifts to the party opposing discovery – in this case, Cephalon – to show why the discovery

should not be permitted.  Creely, 2005 U.S. Dist. LEXIS 240, at *3.  Creely also makes clear that

this burden cannot be met with blanket statements that a request “is overly broad, burdensome,

oppressive, vague, or irrelevent.”  Id. (internal quotation marks omitted). 

Indeed, Cephalon understands that “arguments supporting the objections stated in written

responses are made in motion practice.”  Opp. at 6.  Yet here we are in motion practice, and

Cephalon has only attempted to support three of its specific objections.  Opp. at 7.  Even in these

few attempts, Cephalon fails.

• Cephalon addresses its objection to the term “contemporaneous” by claiming the word is

“inherently vague,” citing United States v. Caseres, 353 F.3d 1064, 1073 (9  Cir. 2008) asth

its only support.  Far from supporting some inherent vagueness, the quoted language about

contemporaneous being “in the eye of the beholder” refers to a specific issue – the lack of

a bright line test for what constitutes a search contemporaneous with an arrest.

• Cephalon also addresses two terms defined by the Commission – “30-Month Stay” and

“Orphan Drug Exclusivity” – which it objected to as “vague and ambiguous.”  It claims

that the “purported definitions of statutory terms inaccurately summarize key provisions
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  The Commission fully complied with L. R. Civ. P. 26.1(b), which requires that each discovery motion “identify4

and set forth, verbatim, the relevant parts of the interrogatory, request, answer, response, objection, notice, subpoena,

or depositions.”  The Commission attached the full text of its requests, along with Cephalon’s responses, as exhibits

to the present motion, and addressed Cephalon’s objections in the supporting memorandum.  As for the meet and

confer, it is unclear why counsel for Cephalon now thinks these issues could be resolved between the parties. 

During the actual meet and confer in this matter, counsel for Cephalon repeated its consistent position that discovery

prior to the resolution of its motion to dismiss would be premature.  This statement, coming as it did after Cephalon

repeatedly invoked this prematurity argument in refusing to offer alternatives to the Commission’s pre-trial and

discovery proposals in the 26(f)(2) report, led us to believe that Cephalon was not interested in resolving discovery

issues until it loses its motion to dismiss.

6

of Hatch-Waxman, resulting in requests that assume as true highly disputed legal

contentions.”  Opp. at 7.  This argument demonstrates that, rather than finding the terms

vague and ambiguous, Cephalon simply disagrees with the Commission’s definitions.  In

that case, the proper course is to admit or deny the fact as defined, and explain any issue it

has with the definition.

Finally, having consistently failed to carry its own burden, Cephalon seeks to muddy the

waters by suggesting – with no support – that the Commission somehow should have done more

to resolve this issue, either in the meet and confer process or in meeting its obligations under Rule

26.1(b).  Opp. at 6.  These insinuations are without merit,  and in no way justify Cephalon’s4

attempt to claim for itself a discovery stay that it has neither requested nor proven is warranted.
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Conclusion

The Commission respectfully asks the Court to compel the discovery requested in the

Commission’s First Request for Documents and First Request for Admissions. 

Dated: December 30, 2008 Respectfully submitted,

/s/ Markus H. Meier
J. ROBERT ROBERTSON
MARKUS H. MEIER
SARALISA C. BRAU
JAMES E. RHILINGER
Attorneys for Plaintiff
Federal Trade Commission
600 Pennsylvania Avenue, NW
Washington, D.C. 20580
Telephone:  (202) 326-3759
Facsimile:  (202) 326-3384
mmeier@ftc.gov
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