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INTRODUCTION 

Plaintiffs acknowledge that “but-for” causation is an element of their claims, meaning 

they must plead facts showing a causal link between the alleged anticompetitive conduct and the 

asserted theory of harm—that is, a purported delay of generic entry.  Opposition Brief (“Opp.”) 

at 18.  But their Opposition reveals they have no viable theory of causation in light of the 

continued inability of generics to obtain FDA approval.  Plaintiffs’ case centers around patent-

related conduct by Allergan, but the Opposition offers little more than rank speculation about 

how that conduct could even potentially be a “but-for” cause of generics’ failure to obtain 

approval and enter the marketplace.  That does not meet this Circuit’s requirement for “well-

pleaded factual allegations” of causation.  In re Actos End Payor Antitrust Litig., 848 F.3d 89, 98 

(2d Cir. 2017) (dismissing claims based on causal theory “rest[ing] on a necessary premise . . . 

not supported by well-pleaded factual allegations”).   

The only alleged conduct by Allergan that could conceivably have been a cause of 

delayed generic entry is Allergan’s filing of three citizen petitions with the FDA.  In an attempt 

to overcome Allergan’s Noerr-Pennington immunity, which protects government petitioning 

from antitrust liability, Plaintiffs seek in futility to portray these petitions as “shams.”  They also 

make an effort to invoke a narrow strain of case law applying in the unusual circumstance in 

which a defendant has advanced a “huge volume” of meritless government petitions.  To this 

end, Plaintiffs try to re-characterize Allergan’s three citizen petitions as seven, or even eleven—

but the facts, and law, do not permit this.  Moreover, judicially noticeable facts show that the 

FDA—when faced with Allergan’s well-grounded scientific critiques to FDA’s proposed in vitro 

methods for proving bioequivalence—took responsive action, revising and strengthening its in 

vitro testing standards.  While FDA did not adopt all of Allergan’s requests (e.g., to require in 
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vivo studies), it did grant some and clearly took steps to modify its draft guidance to address 

Allergan’s critiques.  This shows beyond doubt that Allergan’s petitions were not “objectively 

baseless,” and hence do qualify for Noerr-Pennington protection, which is cause for dismissal.   

ARGUMENT 

I. The Complaints Do Not—and Cannot—Allege Facts Plausibly Suggesting That 
Allergan’s Patent-Related Conduct Delayed FDA Approval of Generics 

In place of the “well-pleaded allegations” of “material” and “but-for” causation required 

by Actos, Plaintiffs’ complaints provide only speculation that Allergan’s patent-related conduct 

delayed generic entry.  See Allergan’s Mem. in Support of Mot. to Dismiss (“Mot.”) at 13-19.  

This pattern of speculation continues in Plaintiffs’ Opposition, which suggests that the mere 

filing of applications by experienced generic manufacturers is enough to infer that lack of 

approval was caused by Allergan’s challenged conduct.  These alleged facts plainly are not 

enough to plead causation adequately under Actos, particularly where, as here, other public facts 

properly subject to judicial notice negate any such inference. 

Plaintiffs’ Opposition argues that “[b]y 2014, several experienced generic manufacturers 

had filed ANDAs that confirmed that they were ready, willing, and able to enter . . . and the FDA 

had deemed at least five ANDAs to be substantially complete, meaning that the FDA deemed 

them ready for substantive review.”  Opp. at 18 (citations/quotations omitted).  But, as Allergan 

has shown, being “ready for substantive review” is a procedural status and a far cry from 

meeting the substantive bioequivalence standards required by FDA for approval.  Mot. at 18.  

Plaintiffs have only speculation to support their allegations that the generics would have obtained 

FDA approval earlier in the absence of the patent-related conduct.  

Indeed, the facts as pled—as well as other judicially noticeable facts—confirm that 

Restasis® is not an easy drug to copy.  It is a complex oil-in-water emulsion used on a highly 
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vulnerable organ, the eye.  The difficulty of—and precision needed for—demonstrating 

bioequivalence in this context is exactly why FDA has so carefully assessed and revised its 

guidance for how to show bioequivalence to Restasis®.  Under these circumstances, the mere fact 

that generic ANDAs have been on file for a significant period of time does not plausibly suggest 

that FDA’s continuing failure to approve the generics is the result of malfeasance by Allergan. 

Plaintiffs also speculate that because Allergan’s patent lawsuit resulted in an automatic 

30-month stay on generic entry, this gave FDA “no reason . . . to rush to complete its ANDA 

reviews, which otherwise would have been on deck for approval shortly after the FDA rejected 

Allergan’s second petition in February 2016.”  Opp. at 18.  These assertions, again, are sheer 

speculation, and indeed appear nowhere in Plaintiffs’ complaints.  Plaintiffs allege that the first 

ANDAs were filed in 2011, and that the 30-month stay began in August 2015.  Opp. at 4-5.  That 

means the FDA had several years to review several ANDAs before the stay even began.  And 

even while the 30-month stay was in place, it is undisputed that the FDA was free (as commonly 

occurs) to provide generics with “tentative approval”—indicating that bioequivalence has been 

established and approval will be granted when the patent barriers are clear—yet it did not do so 

here.  In fact, FDA has had eight months since the court invalidated Allergan’s patents to grant 

approval but has not done so.  Under these circumstances, Plaintiffs’ speculation that the FDA 

had “no reason to rush” is not sufficient to plead causation.  See Bell Atlantic Corp. v. Twombly, 

550 U.S. 544, 570 (2007) (allegations must be “plausible” not merely “conceivable”).1 

                                                 
 1 Plaintiffs also contend that Allergan “triggered uncertainty and an inquiry within the FDA 

concerning which generic manufacturer is entitled to 180-day exclusivity (and, thus, the 
order in which the FDA will approve the ANDAs).”  Opp. at 18-19.  But Plaintiffs do not 
explain, much less plead, how any alleged “uncertainty” caused the FDA not to approve the 
ANDAs during the lengthy period in which the FDA could have done so.  It is entirely 
implausible to infer that the FDA has withheld approval since July 2015 (when it allegedly 
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The Second Circuit’s decision in Actos confirms that Plaintiffs’ speculation-based causal 

theory for the patent-related conduct is insufficient to state a claim.2  In Actos, the Second Circuit 

carefully distinguished between claims based on facts supporting a coherent theory of causation 

and those that did not.  Even though the plaintiffs adequately pled that the defendant had made 

misrepresentations to the FDA, because they had not alleged facts suggesting that would-be 

generic competitors knew about the misrepresentations, the court found that “the causal chain” 

was “broken,” requiring dismissal.  Actos, 848 F.3d at 98.  The court reached this conclusion 

while at the same time permitting other antitrust claims (relating to Teva) to proceed where the 

plaintiffs had pled a theory of causation that did not depend on the generic’s knowledge of the 

misrepresentations (i.e., because the FDA denied Teva approval directly as a result of the 

misrepresentations).  Id. at 99-100.  See also City of Pittsburgh v. W. Penn Power Co., 147 F.3d 

256 (3d Cir. 1998).3 

Plaintiffs argue that, under Actos, “where plaintiffs allege that the defendant’s conduct 

delayed approval, plaintiffs need not allege that the FDA has approved an ANDA to adequately 

plead causation.”  Opp. at 17.  We agree.  But by the same token, absent factual allegations that 

                                                 
sent a “Dear ANDA Applicant” letter) simply because it was confused about first-filer status.  
Id. at 19.  Plaintiffs also cite no cases or statutes supporting such a novel causation theory.     

 2 Oddly, Plaintiffs suggest that causation can be presumed, Opp. at 16 & n.68, and in so doing 
misattribute a quote to Rochester Drug Co-op., Inc. v. Braintree Lab., 712 F. Supp. 2d 308, 
312 (D. Del. 2010).  But Rochester Drug did not presume causation.  It denied a motion to 
dismiss after crediting well-pled allegations wholly absent here: that the generic “received a 
tentative approval letter from the FDA for its ANDA,” and that “[t]his approval would have 
become final but for the 30-month stay triggered by the [defendant].”  Id. at 312, 317.   

 3 Plaintiffs mischaracterize West Penn as “limited to its facts” and the antitrust cases that 
dismissed complaints based on intervening regulatory causes as “inapposite.”  Opp. at 22-24.  
But courts, including the E.D.N.Y., regularly rely on West Penn for the propositions that 
antitrust injury “must be caused by something other than the regulatory action limiting entry 
to the market” and the “failure to get needed regulatory approval may cut [] the causal 
chain.”  See Mot. at 13-17 (citing cases).  The leading antitrust treatise also cites West Penn 
for this proposition.  See Phillip E. Areeda, et al., Antitrust Law ¶ 338b (2d ed. 2000). 
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the defendant’s conduct plausibly delayed FDA approval, the fact that the FDA has failed to 

approve generics breaks the causal chain, requiring dismissal.  Indeed, the Actos court also 

explicitly emphasized that “the FDA had preliminarily approved Teva’s [ANDA]” before the 

challenged conduct.  848 F.3d at 100 (emphasis added).  In other words, unlike the case here, 

Teva’s “otherwise valid [ANDA]” had cleared the FDA’s substantive requirements, making it 

plausible that Teva’s entry would have occurred sooner but-for the defendant’s conduct.  Id. 

Plaintiffs cite Tawfilis, DDS v. Allergan, Inc., 157 F. Supp. 3d 853, 866 (C.D. Cal. 2015), 

and Xechem, Inc. v. Bristol-Myers Squibb Co., 274 F. Supp. 2d 937, 943 (N.D. Ill. 2003), aff’d 

372 F.3d 899 (7th Cir. 2004), but the defendants in those cases were alleged to have directly 

blocked the competitors from seeking FDA approval at all.4  Nor is this case comparable to those 

cases where plaintiffs in fact did plead facts plausibly establishing that FDA approval of the 

competing products would have been likely absent the challenged conduct.5  Accordingly, on the 

facts pled here, no plausible inference can be drawn that but-for the challenged patent-related 

conduct, generics would have already obtained FDA approval and entered the market.  Cf. In re 

Ciprofloxacin Hydrochloride Antitrust Litig., 261 F. Supp. 2d 188, 207 (E.D.N.Y. 2003). 

II. Allergan’s Petitioning Conduct Is Protected by Noerr Immunity 

As noted in Allergan’s opening brief, the only conduct Plaintiffs allege that could 

                                                 
 4 At least one district court declined to follow Xechem, recognizing that distinguishing fact. 

Biocad v. F. Hoffman-La-Roche, Ltd., 2017 WL 4402564, at *4 (S.D.N.Y. Sept. 30, 2017).  

 5 In Andrx Pharmaceuticals, Inc. v. Biovail Corp. Int’l, 256 F.3d 799, 808-09 (D.C. Cir. 2001), 
the court granted leave to replead where the FDA had tentatively and finally approved the 
ANDA.  In In re Asacol Antitrust Litig., 323 F.R.D. 451, 465 (D. Mass. 2017), there was 
evidence that the FDA had already approved two similar products, thus allegedly establishing 
the likelihood of an additional approval.  And in In re Lipitor Antitrust Litig., 2013 WL 
4780496, at *10, 12 (D.N.J. Sept. 5, 2013), and In re Skelaxin (Metaxalone) Antitrust Litig., 
2013 WL 2181185, at *10 (E.D. Tenn. May 20, 2013), at least one generic had already 
received approval.  Plaintiffs plead no comparable facts here.  
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plausibly have delayed the FDA’s approval of generics is Allergan’s submission of three citizen 

petitions concerning the FDA’s draft bioequivalency guidance for generic Restasis®.  Mot. at 19-

20.  Plaintiffs do not dispute that these petitions—and Allergan’s broader participation in public 

debates before the FDA concerning how to demonstrate bioequivalency for this complex 

ophthalmic emulsion—are within the scope of Noerr immunity.  But Plaintiffs contend that 

Allergan’s conduct is nevertheless unprotected because (i) Allergan filed so many petitions that 

its conduct should be subjected to a special exception for “serial” petitioning, or (ii) Allergan’s 

petitions were objectively baseless.  Plaintiffs’ allegations support neither argument. 

A. Plaintiffs Have Not Pled Serial Petitioning and Cannot Evade PRE  

As explained in Allergan’s opening brief, Plaintiffs have pled no pattern of “serial 

petitioning” comparable to those cases that have applied the rare exception to the standard set 

forth in Prof’l Real Estate Investors, Inc. v. Columbia Pictures Indus., Inc., 508 U.S. 49 (1993) 

(“PRE”).  Mot. at 21.  In Primetime 24 Joint Venture v. Nat’l Broad., Co., Inc., for example, the 

defendant pursued “thousands” of legal challenges to a competitor—i.e., “simultaneous and 

voluminous” challenges of a “huge volum[e]”—in order to “overwhelm” the competitor.  219 

F.3d 92, 101 (2d Cir. 2000).  Under those unusual circumstances, the Court held the PRE 

standard—which protects petitioning as long as it is not “objectively baseless”—did not apply.  

Id.  See also California Motor Transp. Co. v. Trucking Unlimited, 404 U.S. 508, 515 (1972) 

(involving “massive, concerted, and purposeful activities”).   

Plaintiffs’ allegations here bear no resemblance to Primetime 24 and do not involve a 

“huge” or even “large volume” of petitions.  See In re Fresh Del Monte Pineapple Antitrust 

Litig., 2007 WL 64189, at *17 n.19 (S.D.N.Y. Jan. 4, 2007) (finding that serial petitioning “does 

not seem to apply absent a large volume of repeated, consistently baseless litigation”), aff’d sub 

nom. Am. Banana Co. v. J. Bonafede Co., 407 F. App’x 520 (2d Cir. 2010).  Allergan filed only 

Case 1:18-md-02819-NG-LB   Document 113   Filed 06/19/18   Page 10 of 17 PageID #: 2148



 

 7 

three citizen petitions over four years, each in response to a new development at the FDA, such 

as revisions to its draft guidance.  Mot. at 7-9; see also Marchon Eyewear, Inc. v. Tura LP, 2002 

WL 31253199, at *8 (E.D.N.Y. 2002) (two lawsuits held not to be serial petitioning).6   

Plaintiffs acknowledge the existence of only “three” citizen petitions in their complaints,7 

but now, in their Opposition, seek to exaggerate the number of petitions by counting supplements 

and amendments as separate acts of “petitioning.”  Opp. at 13.  This is nothing more than a futile 

attempt to embellish upon the pleaded facts, and fails as a matter of law.  A citizen petition and 

its supplements “must be considered together because [the filer] intended that the FDA consider 

the two documents jointly, thus the two documents together comprise a single instance of 

petitioning the FDA.”  In re Flonase Antitrust Litig., 795 F. Supp. 2d 300, 312 n.14 (E.D. Pa. 

2011).  This makes sense because amending a petition does not require the FDA to resolve a new 

matter.  Id.; Mot. at 7-9.8  Plaintiffs’ allegations of three citizen petitions over four years simply 

are not sufficient to circumvent the PRE standard.  And for that reason the challenged citizen 

petitions clearly qualify for Noerr immunity absent well-pled allegations that they were 

“objectively baseless.”9  

                                                 
 6 Defendant’s opening brief cited Livingston Downs Racing Ass’n v. Jefferson Downs Corp., 

192 F. Supp. 2d 519, 538-39 (M.D. La. 2001), which did find that nine petitions were enough 
to constitute “serial petitioning” in the circumstances of that case.  Nevertheless, in the 
present case, as noted, there were only three citizen petitions, and certainly not a “huge” 
volume as in Primetime 24. 

 7 See DPP CACAC  ¶¶ 207-252 (referring to Allergan’s “first,” “second,” and “third” citizen 
petitions); EPP CCAC ¶ 2 (challenging “a set of sham citizen petitions”), ¶¶ 128-41 (same).   

 8 Plaintiffs also suggest that Allergan’s patent lawsuits should be included in determining 
whether the serial standard should apply.  Opp. at 13.  Yet they cite no authority for that 
contention and, moreover, as explained above Allergan’s patent-related conduct cannot have 
been a but-for cause of any delayed entry.  In addition, Plaintiffs do not adequately allege 
that “comments” submitted by Allergan in response to FDA requests for input on its draft 
guidance could plausibly have delayed generics.  Unlike citizen petitions, the FDA has no 
obligation to respond to “comments.” 

 9 Even if PRE for some reason were deemed not to apply, the petitions would still be entitled 
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B. Allergan’s Petitions Indisputably Had Objective Merit   

As explained in Allergan’s opening brief, Allergan’s three challenged citizen petitions 

raised legitimate scientific concerns and were not “objectively baseless.”  Mot. at 23-25.  In 

response, Plaintiffs cherry-pick statements from the FDA’s responses and mischaracterize the 

FDA’s overall actions.  Opp. at 5-7, 15.  The question here, however, is not whether Plaintiffs 

can identify some arguments by Allergan that FDA rejected, but rather whether the petitions as a 

whole had objective merit.  See Apotex, Inc. v. Acorda Therapeutics, Inc., 823 F.3d 51, 62 n.7 

(2d Cir. 2016) (for sham exception, plaintiff must show petition was “wholly baseless”).   

When examined as a whole, judicially noticeable facts concerning the FDA’s response to 

Allergan’s citizen petitions establish that those petitions unquestionably had objective merit.  

Allergan’s petitions contributed to a serious and important public policy debate about whether 

the in vitro studies the FDA was proposing could replace the in vivo studies traditionally used to 

demonstrate bioequivalence.10  Thirty-five stakeholders comprising independent medical 

associations and a number of patient advocacy organizations participated in this debate as well, 

many supporting or siding with Allergan’s views.  Mot. at 6-7.  Moreover, Allergan’s petitions 

were not unprompted; FDA specifically solicited public comment on its “draft” guidance.  Id. at 

6.  Subjecting Allergan to potential antitrust liability due to its participation in this policy debate 

would raise serious First Amendment concerns and should not be allowed. 

And most importantly, we know that Allergan’s petitions were not “objectively baseless” 

because the FDA granted them in part, and indeed changed its bioequivalency guidance in 

                                                 
to immunity because each had objective merit.  See Hanover 3201 Realty, LLC v. Vill. Super-
markets, 806 F.3d 162, 181 (3d Cir. 2015) (under serial petitioning standard, “[i]f more than 
an insignificant number of filings have objective merit,” sham exception does not apply).  

 10 FDA itself acknowledged that it “has historically recommended in vivo studies  . . . to [show] 
bioequivalence for locally acting topical drug products.” McKenney Decl. Ex. C at 11. 

Case 1:18-md-02819-NG-LB   Document 113   Filed 06/19/18   Page 12 of 17 PageID #: 2150



 

 9 

response.  Mot. at 9, 22-25; Mot. App. A.  Plaintiffs are simply wrong when they misleadingly 

state that the FDA “denied all of Allergan’s substantive requests” and that “Allergan changed 

nothing.”  Opp. at 16.  In response to the petitions, the FDA—for the first time—disclosed vital 

guidance information,11 and changed its guidance directly in response to Allergan’s criticisms.    

Plaintiffs ignore these judicially noticeable facts and instead argue that Allergan never 

specifically requested that the FDA make the changes to the draft guidance.  Opp. at 17.  That 

misses the point.  As part of Allergan’s overarching argument in its petitions that the in vitro 

tests in the draft guidance could not reliably establish bioequivalence, Allergan pointed out 

important scientific flaws and limitations inherent in various in vitro test methods.12  The FDA 

may not have decided to abandon its approval of in vitro tests as Allergan requested, but it did 

change its draft guidance concerning the in vitro tests to account for Allergan’s concerns.   

The FDA stated that it “agree[d] [with Allergan] that how cyclosporine is distributed 

across the emulsion’s phases may affect the drug’s ocular bioavailability.”  McKenney Decl. Ex. 

E at 31.  It then stated, “For that reason, the Draft Cyclosporine BE Guidance’s in vitro option 

has been revised to recommend that ANDA applicants submit information demonstrating that the 

distribution of cyclosporine in the proposed generic product’s aqueous and oil phases is similar 

to that of [Restasis].”  Id.  The FDA further stated, “Based on the comments [Allergan] 

                                                 
 11 Allergan’s initial petition successfully convinced FDA to disclose the scientific rationale for 

the draft guidance.  McKenney Decl. Ex. C at 2 (“Your Petition is granted in part . . . to the 
extent that you request an explanation of FDA’s scientific foundations for proposing  . . . in 
vitro”); see also id. at 11-16 (providing “scientific rationale for in vitro option”).  Plaintiffs’ 
conclusory assertion that the FDA was “required” to make that disclosure lacks any factual or 
legal support.  Opp. at 6.  Allergan’s second petition successfully persuaded the FDA to 
disclose the specific type of in vitro tests that would satisfy the guidance’s requirements.  
McKenney Decl. Ex. E. at 5 (“The Allergan Petition is granted in part to the extent that it 
requests . . . further information about the in vitro bioequivalence methods.”).  

 12 McKenney Decl. Ex. B at 38-48, 68-73 (explaining how FDA’s proposed tests were 
unreliable); Ex. D at 33-36 (same); see also Mot. App. A (second/third columns).    

Case 1:18-md-02819-NG-LB   Document 113   Filed 06/19/18   Page 13 of 17 PageID #: 2151



 

 10 

submitted on the draft guidance and the materials submitted to the public docket for your 

Petition, we are considering making changes to the in vitro studies recommended in [the draft 

guidance].”  McKenney Decl. Ex. C at 30; see also Mot. App. A (first column).  The connection 

between these changes and Allergan’s petition is unmistakable; indeed, the changes were 

adopted by FDA on the very same day it responded to Allergan’s second petition.  That Allergan 

did not persuade FDA to abandon the in vitro method does not mean that Allergan’s arguments 

lacked merit; instead, the changes made by FDA to the draft guidance in response to Allegan’s 

comments demonstrate conclusively that they were not “objectively baseless.” 

Plaintiffs point to cases where sham citizen petition allegations survived due to factual 

disputes.  Opp. at 10, 13-15.  But here, under the facts as pled and judicially noticeable, it is 

simply not plausible that Allergan’s petitions lacked objective merit.  Unlike in the cases cited by 

Plaintiffs, Allergan’s petitions were supported by experimental testing, were consistent with 

historical FDA practice, and resulted in the FDA revising its draft bioequivalency guidance.    

C. The Statutory Regime Confirms That Allergan’s Petitions Were Meritorious 

21 U.S.C. § 355(q) provides that the FDA may not delay approval based on a citizen 

petition unless “a delay is necessary to protect the public health.”  In response to Allergan’s 

second petition, the FDA stated that it temporarily delayed review of Restasis® ANDAs to 

consider Allergan’s data.  In light of the statute, the FDA’s explicit reference to delay can only 

mean that it found, as legally required, that Allergan’s petition raised important scientific issues.  

See F.C.C. v. Schreiber, 381 U.S. 279, 296 (1965) (“[A]dministrative agencies are entitled [to 

presumption] they will act  . . . according to law.”).  Plaintiffs plead no facts suggesting that it is 

even plausible that the FDA has delayed generic approvals based on Allergan’s petitions without 

believing the issues raised by Allergan to be important to the public health.  Indeed, § 355(q) 

(1)(E) allows FDA to deny frivolous citizen petitions summarily, but FDA did not do so here.    
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CONCLUSION 

For the reasons stated here and in its opening brief, and because Plaintiffs did not request 

leave to replead, Allergan respectfully requests that the Court dismiss the complaints with 

prejudice.  
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