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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

Civ. Action No.: 13-6663FLW)(TJB)

IN RE AMARIN CORPORATION
PLC SECURITIESLITIGATION : OPINION

Presently before the Court is a motion to dismissStseond Consolidatemhd Amended
Class Action Complaint*GAC”) filed by Lead Plaintiff James L. Reis$P{aintiff’) against
DefendantsAmarin CorprationPLC (‘Amarin” or the “Company), Amarin’s formerCEO and
Chairman of Amarin’s Board of Directors (the “BoardJpseph S. ZakrzewsKiZakrzewski),
Amarin’s current CEO and Chairman of the Bqodahn F. Thero*Therd'), andAmarin’s current
Senior Vice President and President of Research and Develpp8tenen B. Ketchum
(“Ketchuni) (Zakrzewski, Thero, and Ketchum known collectively as ttedividual
Defendants) (Amarin and the Individual Defendants known collectively “&sefendanty).
Plaintiff's claims arise fronalleged misrepresentations Defendants nradarding therogress
of Amarin's ultimately unsuccessful application to the FDA to approve its Yagcepafor the
treatment of patients with high triglyceride levdMaintiff, as an Amarin shareholdeasserts
claims against Defendants umdgection 10(b) of the Securitidésxchange Act of 1934 (the
“Exchange Act”)and Rule 10p, promulgated thereunder (“Rule 18b), as well as pursuant to
Section 20(a) of the Exchange Act.

For the reasons set forth below, Defendantstion to dismiss is granted. Plaintsdf

Complaint is dismissed without prejudice.
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. Procedural and Factual Background

The following allegations are taken frahe SACand are assumed as true for the purposes
of review under Rule 12(b)(6). Amarin is a biopharmaceutical company focused on the
commercialization and development of therapeutics to improve cardiovascular 8a6altfi.62
Vascepa is Amariis primary product and, according to AmasirSEC filings,"is an ultrapure,
EPA [ethyl eicosapentaenoic acidjnly omega3 fatty acid productfor the treatment of patients
with very high and high triglyceridesAE | 73.

During the period from November 29, 2010 through October 16, 2013Gtass Period),
Amarin sought FDA approval to market Vascépgatients with higlriglyceride (“TG”) levels
(TG levels between 200 and 500 mg/dind mixed dyslipidemia, whaere currently on statin
therapy! for use adjunct to diet and exerciée treatment purpose knowas theANCHOR
indicatior).? SAC 11 16 18. In support of this application, Amarin completetRweek Phase I
registration trial (thé¢ ANCHOR study), whichwas designed “to determine if administration of
Vascepa to the patient population already optimized on statin therapy redesédAC 1916,
30.Becaus¢he ANCHOR studyvas a shodr-term trial, itutilized a surrogate endpoint, meaning
it wasbased ora hypothesis that reducing TGs in patients, wheadrinistered with stats)

would lead to a statistically significant reduction in major adveasdiac events (“MACE”). BC

! According to Plaintiff, “[s]tatins are a class of drugs that work in the tivprevent the formation
of LDL (bad) cholesterol, thus lowering the amount of cholesterol cimglat the blood. Statins
are most effective at lowering LDL (bad) cholestebmut also have modest effects on lowering
triglycerides (blood fats) and raising HDL (good) cholesterol.” SAC at By comparison,
Vascepa’s primary intended effect is to lower triglyceride levél& $ 73.

2 During the Class Period, Amarin also applied for and received approval from A Farket
Vascepa as a treatment for patients with severe hypertriglyceridemia (TG dbeosis 500
mg/dL), when administered adjunct to di@t treatment purpose known as tNRARINE



at vi, 11 18 By contrasta studydirectlyinvestgating the primary endpoimtf Vascepa’s effect on
MACE, when ceadministered with stats) would require a longerm outcomes trialracking
“survival benefit.”SAC at vi.According to Plaintiff,' Amarin’s future profitability throughout the
Class Period was dependent on obtainiigA approval to market Vascepa based on the
ANCHOR study without first being required to conduct a kb@gn outcomes study? SAC  35.

In July 2008, senior officers of Amarin met with the Fiihe “2008 Meeting”)to
determine whether the current desigithe ANCHOR study was “adequate to provide the clinical
efficacy data necessarysapport the proposed [ANCHOR{dication.”* SAC {1 3 23(alteration
in original). Plaintiff alleges that at the meetirige FDA informed Amarin that itwould not
committo approving ANCHOR based only on a surrogate oidt [i.e. the ANCHOR study]
becausat was not aware of any prospective, controlled clinical trial data demonstthtih@
pharmacological reduction abn-HDL-C (orTGs), in combinatiorwith a secondirug,in patients
with elevated TG Levels at LDL goal on statin therapy, significantlyuces residual
cardiovascular risKSAC 4. TheFDA indicated thathree ongoing cardiovascular outcomes trials
for different drugsthat were alsaargeted at reducg norHDL-C (or TGs), AIM-HIGH,
ACCORD, and IMPROVHT, “while not designed to address thpecific gap in knowledge,
[would] provide importaninformation on the incremental benefit of adding a second-&ptive

drug to statin therapySAC 4. Consegently,the FDA informed Amarin thab receive approval

3 Previously, in theConsolidatecand Amended Class Action Complaitthe “CAC”), Plaintiff
alleged unequivocally thatkmarin’s only prospect for profitability during the Class Period was
the approval of Vascepa for the ANCHOR indicaticBAC 18 (emphasis added). However,
Plaintiff has since retreated from this position, presumably because durindag® Reriod,
Vascepa was approved by the FDA for the MARINE indication, which would provide an
alternative source of profits for Amarin. SAC at wiik

4 Plaintiff cites to minutes from the 2008 Meeting (the “2008 Minutes”).
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of Vascepa for the ANCHOR indication, it would, “at a minimum,” havél)grovidethe FDA
with the results from the ANCHOR study an@) “initiate an appropriately designed
cardiovascular outcomes study” that was “well under way” by the time the FDA exVithe
results from the ANCHOR stud$AC f21.To address these concerns,Joly 6, 2009 Amarin
signed aSpecial Protocol Agreemel(the “2009 SPA”)with the FDA, which established the
agreed dsign for the ANCHOR study. SACZJ. According to Plaintiff, the 2009 SPAatedhat
“notwithstanding whether the ANCHOR protocol achieved its endpointseCVOT REDUCE

IT study would have to be 50% enrolled before the FDA would considé&MNE#HOR sNDA”®
SAC § 27.0n August 5, 2011, the FDA entered into a sep&péeial Protocol Agreemelithe
“2011 SPA”) with Amarin regardingthe design ofAmarin’s cardiovascular outcomes study,
REDUCEIT. SAC 32.

In March 2010the unsuccessful results from tB&€CORD study, one of the three long
term cardiovascular outcomes studies that the Redidentified in the 2008 Meeting as providing
“important informatior’” were announcedSAC 134. h April 2011, Amarin announced é&h
positve results of the ANCHOR study, whislhowed that Vascepa had a statistically significant

favorable effect on TGs, LDL cholesterol, and ++#DL cholesterol. SAC {950-51. h May

5 Although Plaintiff alleges that the 2009 SPA required that the REDITGEudy have “50%”
patient enrollment before Vascepa could be considered for the ANCHOR indicationiufle a
text of the 2009 SPA is completely silent as to an enrollment requirefesitecl. of Allison M.
Wouertzin Supp. of Defs.” Mot. to Dismiss the SAGNuertz Decl.”) Ex. C. Plaintiff may be
referring to the FDA’s statement in the 2008 Minutes that “in order to considetirgy an
indication for add on therapy with statins, there must be an outcomes trial in praottless w
approximately halfbf the patients enrolled when the NDA is submittegiee id.Ex. A at 10
(emphasis added). | note thahay properly consideéhe 2009 SPA and the 2008 Minutes on this
motion to dismissbecause thesgocumenrd areexplicitly relied upon irthe pleadingsSee In re
Burlington Coat Factory Sec. Litigl14 F.3d 1410, 1426 (3d Cir. 1997) (A “document integral to
or explictly relied upon in the complaint may be considered without converting the motion [to
dismiss] into one for summary judgment.” (quotations omitted)).
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2011, the unsuccessful results from &i#®l -HIGH study, another afhe threestudies identified

by the FDA, were announcfdSAC T 34. Likewise HPS2THRIVE, another longerm
cardiovascular outcomes tridat was not mentioned in tt208 Meeting,also failed, with the
testresultsannouncedn December 2012SAC 342. By February 26, 201REDUCEIT was
“substantially underway,and Amarin announced that it had submitted the supplemental New
Drug Application to the FDA for approval of the ANCHOR indicatfonVascepaSAC i 347,
352.

On October 16, 2013the FDA'’'s Endocrinologic and Metabolic Drugs Advisory
Committee (“AdCom”yejected the ANCHOR indication for Vascepacausd found that there
was insufficient data to support the usereflucing TGs as a surrogate endpoint for MACE
reduction.SAC 11383, 399400. Thus, on October 29, 2013, the FDA rescinded the 2009 SPA,
“citing results from the ACCORD, AIMHIGH- and HPSZTHRIVE CVOT studies as establishing
that ‘a substantial scientific issue essential to determining the effectivenessce¥ in this [high
TG] population was identified after testing begai®AC {141.

Plaintiff alleges thatduring the Class Period (i.e. prior to the FDA'’s rejection of Amarin’s
ANCHOR application)Defendants “intentionally failed to inform investorq bf the connections
drawn by the FDA among the three studies (ANCHOR, ACCORD, andAIGH), and[sic] [2]
the FDA's ‘uncertainty around the science supporting TG as a surrogate thoyeacular] risk,’
and [3] the FDA’s statement that AINHIGH and ACCORD would provide ‘imptant

information on the incremental benefit of a second lipid active drug to statin tHea¢ § 38.

® Conversely, the IMPROVAT study, the third study identified by the FDA in the 2008 Meeting,
actually sawmodest favorable results.AE 1116566, 485(v). But these results were not
announced until November 17, 2014, well after Amarin’s application to the FDA fao\egbaf
Vascepa was rejectedAS 11165-66, 485(v).



Additionally, Plaintiff alleges thdtDefendants misrepresented facts with respect to the likelihood
of obtaining FDA approval for the ANCHOR indication without REDUOE- SACY 39.

Plaintiff further alleges that during the Class Peri@&fendants misrepresented thize
results of the Japan Eicosapentaenoic Acid (“EPA”) Lipid Intervention StiBLIS”), a
cardiovascular outcomes study of a sister drug to Vaseega, indicative ofthe efficacy of
Vascepa for the ANCHOR indication. SAQY7. Specifically, Plaintiff alleges that although
JELIS indicatedthat the addition of EPA to statin theraggesprovide additional benefit in
preventing MACE JELIS is not sufficiently comparable to the ANCHOR study, d&aese the
patient populatiorwas exclusivelyJapanese and the trial was open label (both participants and
researchers knew which treatment was being admini$tSaq€ {9168, 171, 180.

Finally, Plaintiff alleges that Defendants misrepresented “facts concerninthe use of
mineral oil as a placebo in the ANCHOR stud8AC 44. Specifically, Plaintiff alleges that
Defendants did not express concerns raised by Plaintiff’'s Confidential Wi¥ng@&€WA”) and
the FDA about the viability of mineral oil as a placebo forANCHOR study because mineral
oil “may not be inert.”SAC 193-107, 213.

According to Plaintiff, thesemissions andisrepresentations were méde induce Class
Members to makén excess of $226 million of investments in Amarin securities through two
secondary offerings- on January 6, 2013 13.8 million[American Depository Shares (“ADS")]
at $7.60 pefshare] and on July 10, 201321.7 million ADS at $5.60 pdshare]” SAC { 39.
Plaintiff additionally alleges th&tDefendants were motivated to commit the fraud because they
knew that Amarin was required to raise cash in public offerings to conduct thdéetamg
REDUCEIT study and that investors would be unwilling to buy Amarin ADS in these public

offerings if they knew that Amarin was required to conduct the-teng REDUCEIT study at
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an expense in excess of $100 million to get FDA appro%#C | 40. Further, [the longterm
REDUCEIT study introduced an element of cost, risk, and delay that would have been
unacceptable to public investdrs$SAC 141. Plaintiff asserts that due to these omissiand
misrepresentations, “and unbeknownst to the investing public, Amarin securitied f&ade
materially inflated prices thrgiout the Class Period.” SACA%. Plaintiff further asserts that the
Individual Defendants, and other senior Amarin executives, “with knowledge of theloaddsc
facts, exercised stock options and sold Amarin ADS to unsuspecting investors on the é&pé&n mar
garnering unlawful profits of excess of $15 million.” SAC { 53.

On October 11, 2013, the FDA released its briefing document fohd@®m meeting
scheduled for October 16, 2013 (the “Briefing Documei8AC § 47. According to Plaintiff, the
Briefing Document revealed thaAmarin had been informed by the FDA in July 2008 that the
FDA'’s willingness to approve Vascepa for use by a 36 million patient population based anly on
12-week trial, was dependent on the ACCORD and AIMGH test results, and further that those
test results had been unsuccessStBAC § 48 Plaintiff also asserts thathe Briefing Document
called into question whether Vascepa offered any meaningful clinical benediie¢atp with high
triglyceride levels. SAC 1 49 Upon therelease of the Briefing Document, Amasenshares
declined by $1.28 per share from $6.37 to $5.09— over 20%— on volume of over 37.9 million
sharesSAC 1 51 Plaintiff furtherasserts thaftertherelease ohews thathe AdCom had voted
against apmval of Vascepa for the ANCHOR indicatiohAmarin shares declined an additional
$3.16 per share — over 61% on volume of over 105.6 million sh&@8A<C' 51.

On November 1, 2013, Plaintiff filed this lawsalaiming that Defendants’ actions have
amountd to securities fraudn violation of Section 10(b) of the Exchange Act and Rule-3,0b

and, moreover, that the Individual Defendants are liable for Amarin’s Section 10l&jons
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underSection 20(a) of the Exchange Act. On July 29, 2014, the Court consolidated the various
securities actiondiled against Amarin into this single case and appointed Plaintiff as Lead
Plaintiff. Subsequentlypn November 11, 201DQefendants moved to dismiss the CATh June

26, 2015 the Court granted Defendants’ motion to dismiss, finding Bhaintiff had failed to

allege either (1) that Defendants made maaterially false or misleading statemeat (2) that
Defendantsicted with scienteln re Amarin Corp. PLCCiv. No. 136663, 2015 U.S. Dist. LEXIS
84080, at *50;70 (D.N.J. June 26, 2015)he Court granted Plaintiff leave to amend the CAC
within thirty days.ld. at *70. Thereafter, Plaintiff filed the SAC.

Plaintiff alleges new facts in the SAC in an attempt to cure the eedigs preiously
identified by the Court.Regarding the importance of the ACCORD and ANGH studies,
Plaintiff newly alleges that Defendants misrepresented itpaifisance of these studies to
Amarin’s application for the ANCHOR indicatioBAC {124(a){e), 361, 381. Additionally, the
SAC contains new allegations that in the 2009 SPA, “the FDA informed Amarin that d watul
commit to approve Vascepa for the ANCHOR indication, based only on tineedR test of
surrogate endpoints, and tbemmencement of the REDUGE outcomes study,” but instead
specified thatapproval would be ‘a review issue.” SACIP(b).Plaintiff alsonewly allegs that
Defendants misrepresented that (1) lower TG levels was an accepted sufoodahgterm
MACE outcomes studies and (2) the failure of 8&CORD and AIMHIGH studiesvere positive
developments for Amarin because they reduced competition. SAQY Regarding the JELIS

study, in the same vein as his previous allegations, Plaintiff inchelesllegations regarding

" These new allegations are in part lihse declarations and exhibits in a litigation filed by
Amarin, on May 7, 2015, against the FDA in the U.S. District Court for the Southern Dastric
New York (15cv-03588) (the “NY Action”).SAC 112, 10(a).
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additionalmisleading statementaadeby DefendantaboutJELIS and alleges that Defendants
later corrected themateriallyfalse and misleading statement&imarin’s 2013 fiscal form 1¢K.
SAC 1180, 292, 361, 38Regarding the usef mineral oil as a placeb®laintiff allegesvery
limited new facts, which are intended to bolster allegations that the FDA hicitlxexpressed
concerns to Defendants that the use of mineral oil would severely jeopardize’ArAACHOR
application.SAC 11104105. However, Plaintiff admits in his brief that “these allegations are not
likely to be sufficient for this Court to reconsider its Opinion with respect to alindr’ Mem.
of Law in Opp’n to Defs.” Mot. to Dismiss the SAC (“Pl.’s Opp’n Br.”) 4sFinally, Plaintiff
newly alleges that Defendants made other materially false or misleddintgs (1) that positive
ANCHOR results will stimulate additional interest from commercial partnerdhé)Vascepa
was designed to be firgt-class for he treatment of high TGand (3) regarding the size of the
anticipated market for thtNCHOR indication.

Additionally, Plaintiff alleges new facts to address the Court’s previous findadgtlie
CAC did notcontain sufficient facts to give rise to a strong inference that Defendadtthe
necessary scienter to violate Section 108&e In re Amarin2015 U.S. Dist. LEXIS 84080, at
*51-70. Regarding scienter, the Court previously found that the CAC faiheel; alia (1) to
identify any suspicious stock sales by Amarin’s executi{@sto allege a motive, beyond the
generic corporate motive to continue Amarin’s success; and (3) to alagehe Individual
Defendants had the necessary knowledge to make a consciously or recklesstatataentd
The Court concluded th&dken as a whole, the most plausible inference that could be made based
upon the allegations in the CAC was that “at most, Amarin executives were simplly over
optimistic about the sucse of theANCHOR studyand the likelihood of FDA approval for the

ANCHOR indication,” rather than intent on defrauding investioksat *68-70.
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In an attempt to cure these deficiencies, Plaintiff alleges in the SA&iditjonal facts
indicating that Anarin was aware of the FDA’s concerns regarding the use of surroghteiets
and the ACCORD and AIM-HIGH studies, SAC {1 130, 132-39, 14223 8at Declan Doogan
(“Doogan”), a senior Amarin officer, was present at the 20@@ting and therefore had m®nal
knowledge of the FDA’s warnings regarding the importance of the ACCORD aneHABW
studies, SAC 110(i), 2324, 122, 124(a), 124(c), 185, 196, 21415, 243, 428and (3 that
Zakrzewski andTherg as Amarin senior officersin August 2011, when the 2011 SPA was
finalized had actual knowledge that “that approval of the ANCHOR indication, notwithstanding
ANCHOR’s ability to achieve efficacy based on surrogate endpoints . . . was bkedguire
completion of the REDUCHT trial particularly in lght of the failure of ACCORD and AIM
HIGH,” SAC 1 34.

Defendants move to dismiss the SAC, asserting that Plaintiff has again failegedlaat
(1) Defendants maderaaterial misrepresentatiar misleading statement (2) facts to support
a strong inference that Defendants acted with scienter. AdditionallgnBefits argue that the
SAC should be dismissed pursuant to the safe harbor provision of the PrivataeSdatigation
Reform Act of 1995 (the “PSLRA”"), thtruthon-themarket doctrine, and because the majority
of the challenged statements are inactionable corporate puffery. Plappgdses Defendants’
motion.

[I. Standard of Review

Under Fed. R. Civ. P. 12(b)(6), a complaint may be dismissedditure tostate a claim
upon which relief can be grantédted. R. Civ. P. 12(b)(6). When reviewing a motion to dismiss
on the pleadings, courtaccept all factual allegations as true, construe the complaint in the light

most favorable to the plaintiff, and determine whether, under any reasonable refadnsgy
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complaint, the plaintiff may be entitled to relieRhillips v. Cnty. of Allegheny15 F.3d 224, 233
(3d Cir. 2008) (quotations omitted). Under such a standard, the factual allegaticrshset &
complant “must be enough to raise a right to relief above the speculative’ |Bedl.Atlantic
Corp. v. Twombly550 U.S. 544, 555 (2007). Indeéthe tenet that a court must accept as true all
of the allegations contained in a complaint is inapplicablegal leonclusions.Ashcroft v. Igbal
556 U.S. 662, 678 (2009)[A] complaint must do more than allege the plaingiféntitiement to
relief. A complaint has tshow’ such an entitlement with its fact$zowler v. UPMC Shadyside
578 F.3d 203, 211 (3d Cir. 2009).

However, Rule 12(b)(6) only requires'short and plain statement of the claim showing
that the pleader is entitled to reli@h order to*give the defendant fair notice of what the . . . claim
is and the grounds upon which it restBwombly 550 U.S. at 555. The complaint must include
“enough factual matter (taken as true) to suggest the required element. Bhiotoepose a
probability requirement at the pleading stage, but instead simply calls for enctgytofeaise a
reasonable expectation that discovery will reveal evidence of the necessary elembips, 515
F.3d at 234 ditation and quotations omitted)Covington v. Irt Assn of Approved Basketball
Officials, 710 F.3d 114, 118 (3d Cir. 2013]A] claimant does not have to sett in detail the
facts upon which he bases his claim. The pleading standard is not akin to a probabiliyeair
to survive a motion to dismiss, a complaint merely has to state a plausible claim fdi(caegtion
and quotations omitted)).

In sum, under the current pleading regime, when a court considers a dismissal megon, thr
sequential steps must be taken: fitgtmust take note of the elements the plaintiff must plead to
state a claini. Connelly v. Lane Const. Corp809 F.3d 780, 787 (3@ir. 2016) (quotations

omitted). Next, the courtshould identify allegations that, because they are no more than
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conclusions, are not entitled to the assumption of truith.(quotations omitted). Lastlywhen
there are welpleaded factual allegationshe court should assume their veracity and then
determine whether they plausibly give rise to an entitlement to tdtlefquotations antirackets
omitted).

“Independent of the standard applicable to Rule 12(b)(6) mdtibesd, R. Civ. P9(b)
“imposes a heightened pleading requirement of factual particularity with respeleigatiains of
fraud” In re Rockefeller Ctr. Props. Sec. Liti®11 F.3d 198, 216 (3d Cir. 2002ge alsd-ed.

R. Civ. P. 9(b)(“In alleging fraud or mistake, a party must state with particularity the
circumstances constituting fraud or mistake. Malice, intent, knowledge, la@dooinditions of a
persons mind may be alleged generdlly.To satisfy this heightened pleading standard, a plaintiff
must state the circumstanceshas alleged cause of action with “sufficient particularity to place
the defendant on notice of the ‘precise misconduct with which [it is] chargeddérico v. Home
Depot 507 F.3d 188, 200 (3d Cir. 2007) (quotingm v. Bank of Ameri¢&861 F.3d 217, 2224

(3d Cir. 2004)). Specifically, the plaintiff must plead or allege the “date, timdeptace of the
alleged fraud or otherwise inject precision or some measure of substantiation fiatad a
allegation.”Fredericg 507 F.3d at 20Qciting Lum, 361 F.3d at 224). Indeed, the Third Circuit
has advised that, at a minimum, Rule 9(b) requires a plaintiff to allege thetifak$actual
background that would accompany ‘the first paragraph of any newspape+dtaayis, the ‘who,
what, when, where and how’ of the events at issreré Suprema Specialties, Inc. Sec. Ljtig.
438 F.3d 256, 276-77 (3d Cir. 2006) (quotinge Rockefeller311 F.3d at 216).

In addition to Rule 9(b¥ heightened pleading requirements, Congress enactes tivA,

15 U.S.C §/78uet seq.to require an even higher pleading standard for plaintiffs bringing private

securities fraud action$n re Suprema438 F.3dat 276. This heightened pleading standard is
12



targeted at preventingbusive securities litigatiorsee Ellabs, Inc. v. Makor Issues & Rights,
Ltd., 551 U.S. 308, 313 (2007)Rrivate securities fraud actions . . . if not adequately contained,
can be employed abusively to impose substantial costs on companies and individuals whose
conduct conforms to the laly; Merrill Lynch, Pierce, Fenner & Smith Inc. v. Daf47 U.S. 71,
81 (2006) (identifying‘ways in which the clasaction device was being used to injure the entire
U.S. economy and listing examples such dswuisance filings, targeting of deg@pcket
defendants, vexatious discovery requests, and manipulation by class aeyiers laf the clients
whom they purportedly represent .). (quotes and citations omitted).

The PSLRA provides two distinct pleading requirements, both of which must be met in
order for a complaint to survive a motion to dismisstitutional Investors Group v. Avaya, Inc.
564 F.3d 242, 252 (3d Cir. 2009). First, under 15 U.S.Z8U4(b)(1), the complaint must
“specify each allegedly misleading statement, why the statementmigeading, and, if an
allegation is made on information and belief, all facts supporting that belief withupeity.”
Winer Family Trust v. Queerb03 F.3d 319, 326 (3d Cir. 2007) (construing 15 U.S.Z88&
4(b)(1)). Second, the complaint mustith respect to each act or omission alleged to violate this
chapter, state with particularity facts giving rise to a strong inferéaté¢hte defendant acted with

the required state of mind.” 15 U.S.C. § 78)(2)8

8 The PSLRA states, in pertinent part:

(b) Reguirements for securities fraud actions

(1) Misleading statements and omissions

In any private action arising under this chapter in which the plaintiff allegeghté

defendant-
(A) made an untrue statement of a material fact; or
(B) omitted to state a aterial fact necessary in order to make the statements
made, in the light of the circumstances in which they were made, not
misleading; the complaint shall specify each statement alleged to have been
misleading, the reason or reasons why the statement is misleading, and, if an
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Both provisions of the PSLRA require facts to be pled Warticularity? Avaya 564
F.3d at 253. This particularity languaggechoes preciselffed. R. Civ. P9(b).” In re Advanta
Corp. Sec. Litig.180 F.3d 525, 534 (3d Cir. 1998geFed. R. Civ. P9(b) (*[A] party must state
with particularity the circumstances constituting fraud or mistdkimdeed, although the PSLRA
replaces Rule 9(b) as the pleading standard governing private securities class dahtonge’s
particularity requirementis comparable to and effectively subsumed by the requirements of
[8 78u4(b)(1) of] the PSLRA. Avaya 564 F.3d at 253 (citations omitted). This standeeduires
plaintiffs to plead the who, what, when, where and how: the first paragraph of any newspaper
stay.” In re Advanta 180 F.3d at 534 (quotationsarks omitted).
1. Analysis

A. Claimsunder Section 10(b) of the Exchange Act

The private right of action und&ection 10(b) and Rule 1&b“creates liability for false
or misleading statements or omissions of material fact that affect trading ondhdaganarket.”
Burlington, 114 F.3cat1417.In relevant part, Rule 166 makes it unlawful for an individual “[t]o
make any untrue statemesfta material fact or to omit to state a material fact necessary in order

to make the statements made, in the light of the circumstances under which theyade, not

allegation regarding the statement or omission is made on information and
belief, the complaint shall state with particularity all facts on which that belief
is formed.
(2) Required state of mind
In any private action arising underighchapter in which the plaintiff may recover
money damages only on proof that the defendant acted with a particular statd,of m
the complaint shall, with respect to each act or omission alleged to violateapter
state with particularity facts ging rise to a strong inference that the defendant acted
with the required state of mind.

15 U.S.C.A. § 78ub)(1), (2).
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misleading . . . in connection with the purchase or sale of any se¢urtyC.F.R. 8240.10b-5(b).
To state a claim under Section 10(b) of the Exchange Act and Rukg 1 plaintiff musallege
“(1) a material misrepresentation or omission, (2) scienter, (3) a cammedth the purchase or
sale of a security, (4) reliance, (5) eoamc loss, and (6) loss causatio@old v. Ford Motor Cq.
577 F. Appx 120, 122 (3d Cir. 2014¢iting Dura Pharms., Inc. v. Broud®44 U.S. 336, 3442
(2005)).

Here, Defendants argue, among other things, that Plaintiff fails to state a claim for
secuities fraud because Plaintiff does not sufficiently allege that Defen@i@ntsade a materially
false or misleading statement or (2) acted with sciebbeder Section 10(b) and Rule X6ba
misrepresentation or omission GHct is material“if there isa substantial likelihood that a
reasonable shareld@dr would consider it importanitt making an investment decisicand there
is a“substantial likelihood that the disclosure of the omitted fact would have been viewrssl by
reasonable investor asvag significantly altered the ‘total miof information made available.”
Basic Inc. v. Levinsqm85 U.S. 224, 21-32 (1988) (quotind SCIndus. v. Northway426 U.S.
438, 440449 (1976)) see alsdran v. Stafford226 F.3d 275, 282 (3d Cir. 200@nportantly,
to be actionable, a statement or omission must haverbatmiallymisleading at the time it was
made; liability cannot be imposed on the basis of subsequent duwe®NAHC, Inc. Sec. Litig.
306 F.3d 1314, 1330 (3d Cir. 2002).

Additionally, because rateriality is a mixed question of law and fao] nly if the alleged
misrepresentations or omissions are so obviously unimportant to an investordhaabda minds
cannot differ on the question of materiality is it appropriate for the distriet tmuule that the
allegations are inactionable as a mattelaef.” Shapiro v. UJB Financial Corp964 F.2d 272,

280 n.11 (3d Cir. 1992)(citation omitted).The Third Circuit haswarnedthat the taskof
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determining materiality can be especially difficult when the statement at isetanso“soft”
information, i.e. statements of subjective analysis or extrapolation, sognams, motives, and
intentions, or forward looking statements, such aseptigns, estimates, and forecaStsaftmatic
Sec. Litig. v. Kraftsopn890 F.2d 628, 642 (3d Cir. 1989)

However, regardless of whether a piece of information is material, Sectiorab@(Rule
10b5 “do not create an affirmative duty to disclose any and all material infiomiaMatrixx
Initiatives, Inc. v. Siracusan®63 U.S. 27, 44 (2011ndeed, fs]ilence, absent a duty to disclose,
is not misleading under Rule 10b-&ity of Edinburgh Counkv. Pfizer, Inc, 754 F.3d 159, 174
(3d Cir. 2014)(quotingBasic 485 U.S.at 239 n.17). Rather, “[d]isclosure is required . . . only
when necessary ‘to make . . . statements made, in the light of the circurmstadeewhich they
were made, not misdgling.” Matrixx, 563 U.S. at 44quoting 17 C.F.R. 240.10b5(b)); see also
City of Edinburgh 754 F.3cat 174;Burlington, 114 F.3d at 1432 (3d Cir. 1997)P]ossession of
material nonpublic information alone does not create a duty to disclose it.”).

Additionally, accordingo the Supreme Court’s opinion@mnicare, Inc. v. Laborers Dist.
Council Constrindus. Pension Fundvhen thealleged misleadingtatement at issue is apinion
or a belief,whether that statement ‘imisleading’ “depends on thperspective of a reasonable
investor: The inquiry (like the one into materiality) is objectiviE35 S. Ct. 1318, 1327 (2015).
Although the Supreme Court @mnicareexamined claims urat Section 11 of the Securities Act
of 1933,theseprinciplesare “notunique to 811.1d. at 1330Rather, [tlhey inhere, too, in much
common law respecting the tort of misrepresentdtitth, and arghereforearguably applicable
to claims under Section 10(hy well See In re Merck & CoCiv. No. 1658, 2015 U.S. Dist.

LEXIS 62983, at *65 n7 (D.N.J. May 13, 2015ffinding Omnicare’sanalysis of misleading
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opinions, instructive, to some extent, on the viability of claims regarding misteaginiors
under Section 10(b)As the Supreme Court observeddmnicare

TheRestatement of Torts, for example, recognizes that “[a] statement of opinion as

to facts not disclosed and not otherwise known to the recipient may” in some

circumstances reasonably “be interpreted by him as an implied statenantieth

speaker “knows fas sufficient to justify him in forming” the opinion, or that he at

least knows no facts “incompatible with [the] opinion.” When that is so, the

Restatement explains, liability may result from omission of fafts example, the

fact that the speaker fafldo conduct any investigatiernthat rebut the recipient’s

predictable inference.
Omnicare 135 S. Ct. at 1330 (quoting Restatement (Second) of T&39 &t 85, Comment at
86, Comment b at 87 (197@®jtations omitted) These princifes squarewith the Third Circuits
admonitionthatwhen evaluating Section 10(b) clainesurts must examine allegedly misleading
statements in context, to determimkether they were indeed misleadigge City of Edinburgh
754 F.3dat 167.Furthermorethe Third Circut has conclusivelyuled that“[o]pinions are only
actionable under securities laws[, including Section 10(b),] if they are not hondstlyebleand
lack a reasonable basisd. at 170.

Similarly, under the PSLRA forward-looking” statementsare not actionable if they are
“(1) identified as such, and accompanied by meaningful cautiotetgneents; or (2) immaterial;
or (3) made without actual knowledge that the statement was false or mislebdiegietna Sec.
Litig., 617 F.3d 272, 2789 (3d Cir. 2010).The PSLRA’s definition of “forwardooking
statement” includesnter alia, “projections of future performance, plans and objectives for future
operations, and assumptions underlying statements about future financial, economiatmmaper
performance.d. at 279 (citing 15 U.S.C. 8§ 78&(i)(1)). This safe harbor for forwaddoking

statements overlaps withe Third Circuits “bespeaks cautidrdoctrine, adopted im re Trump

7 F.3d 357 (3d Cir. 1993). Under this doctrineadtionarylanguage, if sufficient, renders the
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alleged[forward-looking] omissions or misrepresentations immaterial as a matter ¢f ldwat

371. Uhder both the PSLRA and the bespeaks caution doctrine, cautionary language must be
extensive, specific, andirectly related to the alleged misrepeesationto provide a safe harbor

See Inre Aetng17 F.3cat 282 Id. at 371-72.

In addition, like forwardooking statemeniopinionsand beliefsa defendant may not be
held liable for an alleged misrepresentatighat consist®f nothing more than vague and non
specific expressions of corporate optimidm re Advanta 180 F.3d at 538Such statements
“constitte no more thanpuffery and are understood by reasonable investors as”slach.
(quotingBurlington, 114F.3d at 1428 nl4). Thus,if afalse or misleading statement te6 vague
to ascertain anything on which a reasonable investor might ielg inactionableas corporate
puffery.In re Aetna 617 F.3cat 284.

Here,Defendants argue that Plaintiff has failed to allege that Defendants madeiallypater
false or misleading statemeih the SAC, Plaintifissertgshat Defendants made multiple sets of
materially false or misleading statements, including (1) statements that it wascessary to
completethe REDUCEIT study to receive the ANCHOR indicatio8AC 11209(i), 209(ii} (2)
statements regarding the required REDUICEstudy enrollment levels to file the ANCHOR
SNDA, SAC 1434 (3) statements regarding the JELIS {ri8AC 144; (4) statements ragding
the importance of the ACCORD and AIMIGH studies, SAC ®09(v) (5) statements regarding
the use of TG levels as a surrogate endp&AIC §9209(iii), 209(iv) (6) statements regarding
the mineral oil placebo in the ANCHOR stydyAC Y44; (7) claims that positive ANCHOR
resultswould stimulate additional interest from commercial partn&&C 209(vii); (8) claims

that Vascepa was designed to be firstlass for the treatment of higrGs, SAC 1209(vi), and

18



(9) statements regarding the sizetlodé anticipated market for the ANCHOR indicati®@AC
1 209(viii). The Court will examine each set of allegedly falsdmisleading statements in turn.
i. Claims That It Is Not Necessary to Complete the REDUCE-IT Study to
Receivethe ANCHOR indication

First, Plaintiffre-allegeghatit was materially false and misleading for Defendants to make
public statements “thdhe results of a CV outcomes study was not required for FDA approval of
the ANCHOR indication.” SAC 1.1.1 previously found in the June 26, 2015 Opinion that Plaintiff
had failed to sufficiently allege that such statements were materially false sleddirigbecause
the CAC contained no allegations that the FDB#&d expressly informed Amarin, prido its
application for theANCHOR indicdion, that completing the REDUCGH study was necessary to
attainthe indicationSee In re Amarin2015 U.S. Dist. LEXIS 84080, at *3hstead, under the
facts alleged in the CAC, the FDA ontyatedthat before the ANCHOR indication could be
consideredor Vascepa, Amarifiwould have to provide results from a-#&ek study with lipid
endpoints[,the ANCHOR study as well as initiate an appropriately designed cardiovascular
outcomes studythe REDUCEIT study].” CAC 113.Thus, the Court previously concluded that
Defendants'statements claiming that the FDA required the ANCHOR study results, butenot th
REDUCEIT study results, to receive approval for the ANCHOR indicatiere not misleading,
because they accurately stated the FDA'’s positirone Amain, 2015 U.S. Dist. LEXIS 84080,
at*21 n. 8, 30.

PresentlyPlaintiff attempts to address these deficiencies with new allegations th@8in 20
“the FDA informed Amarin that it would not commit to approve Vascepa for the ANCHOR
indication, based only othe 12week test of surrogate endpoints, and the commencement of the

REDUCEIT outcomes study,” but instead specified that “approval would be ‘a review.iss
19



SAC 110(b).In the 2009 SPA, Amarin asked the FDA, among other things, whether successful
reallts in the ANCHOR study would “provide an adequate basis for approval for the ioditati
SAC 1127. When the FDA responded “[t]his is a review issue,” Plaintiff contends that ifitgctua
“the FDA answered (in essence) ‘noSAC 1133, 128. In additionPlaintiff alleges that the
FDA'’s “review issue” language “clearly related to its earlier adtwcAmarin of the implication

of AIM-HIGH and ACCORD on the ANCHOR sNDA.” SAC2Y9. Therefore, Plaintiff contends

that because Defendants were informed by RB& that this matter was a “review issue,”
Defendants’ claims that the completion of the REDUTEtudy was not necessary to receive the
ANCHOR indication werenaterially misleading.SAC 1110(b), 27, 33, 34, 127, 137, 138, 209(i),
278, 279.

However,the Court does not agree with Plairisfinterpretation of the phrase “review
issue.”"When directly asked whether successful results in the ANCHOR study would pravide a
adequate basis for approval for the ANCHOR indication, the FDA did not answéiRaither,
the use of the language “review issuaplies that it is possible, although not guaranteed, that this
would be an adequate basis for approNaoes not indicate, as Plaintiff contends, that “given the
failure of the ACCORD and AIMHIGH trials, the REDUCEIT results] were almost certainly
going to be required by the FDA prior to approval of ANCHO8AC 209(i). Indeed, if the
FDA had wished to make the REDUGQE study results a prerequisite to approval for the
ANCHOR indication, they could havexpressly included those terms in the 2009 SPA.

Importantly, Plaintiff does not allege that Defendants claimed that fulfilmenteo2@®09 SPA

 Additionally, Plaintiff alleges that “[t]hereafter, in an SR#ated August 5, 2011, the FDA
reiterated that it would natommit to approve Vascepa for the ANCHOR indication, even if
REDUCEIT was substantially underway, but that approval would be a ‘review issu&C’ S
1 10(b) see als&AC 1132-33.
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terms would guarantee approval of the ANCHOR indication. Rather, under thealfagisd,
Defendants accuratebtated the position of the FDA as expressed to thethat the results of
the REDUCEIT study were not a prerequisite to approval for the ANCHOR indication.
Plaintiff alsoreassertsts argumentpreviously dismisseth the June 26, 2015 Opinion,
that “Defendants failed to disclose facts necessary to make steeenents madpsic] not
materially false and misleadirigHowever taking the facts alleged as a whole, Defendants’
statements regarding the necessity of completing the REBIUCHudy for approwal of the
ANCHOR indicationwere not misleading.These statements merely accurately reflected the
agreed terms of th2008 Meeting and th2009 SPA.Thus, as explained in the June 26, 2015
Opinion, Defendants did not have a duty to disclosd=IhA’'s comments from the 2008 ééting
regarding the importance of the AIM-HIGH and ACCORD studies. Likewise,ndafgs did not
have a duty to disclose the fact that the FDA considered the approval of the ANGHCHRIon
a “review issue.”See Oran 226 F.3dat 285 (finding that the defendant “did not make any
‘affirmative characterization’ that the FDA'’s approval was based on a completavrelvevery
piece of relevant medical information . . . . [but r]lather . . . made a simple (and gcfactaiz
assertionthat the FDA had found that Redux had an ‘acceptable safety profile’ following a
‘thorough review of more than 17 clinical tridly’ The Winer Family Trust v. QueeNo. Civ.
No. 03-4318, 2004 U.S. Dist. LEXIS 19244, at *7 (E.D. Pa. Sept. 27, 200d sub nom. Winer
Family Trust v. Queerb03 F.3d 319 (3d Cir. 2007) (“Rule 16b. . . prohibits only misleading
and untrue statements, not statements that are incomplete. Often, a statemeniglead even
if it is incomplete or does not include edlevant facts.”) (qQuotingrody v. TransitionaHospitals
Corp., 280 F.3d 997, 1006 (9th Cir. 2002¢j. In re Medimmune, Inc. Sec. Liti@.73 F. Supp.

953, 966 (D. Md. 1995) (“Mere questioning by the FDA imposed no duty upon Defendants either
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to trim back their opinions as to the efficacy of the drug or to report to the public the Bilgxst
guestions as they arose.”).

In sum, Plaintiff hafailed to allege that this first set of statements were materially false or
misleading thus, these statements do not supp&til@ 10b-5 action

ii.  Statements Regarding the Required REDUCE-IT Study Enrollment Levelsto
Filethe ANCHOR sNDA

Plaintiff alleges that “even though the 2008 Minutes and 2009 SPA clearly required that
REDUCEIT be at least 50% enrolled be¢othe FDA accepted the ANCHOR sNDA for filing,
Zakrzewski dissembled the truth and told investors that Amarin was negotiatingpeviEiDA to
require that REDUCHT be only 25% enrolled prior to submitting the sNDA.” SAQAR.
Specifically, Plaintiffpoints to the following comment made Bgpkrzewskion an April 18, 2011
conference call, regarding the phase Il trial results of the ANCHOR:stud

“[flor ANCHOR, we have that substantially underway as we talked about. The

FDA has signaled to us that, is tl2&96 of the patients, is that 50% of the patients

enrolled. What | was trying to signal on the past discussions, or on the past calls

are, because of the data we're seeing and because of the dialogues that we're having

with the agency, there are possileid that it could be negotiated differently. If. .

you take it at its face value, it's probably a quarter to half the patients prior to a

formal submission.”
SAC 1262.According to Plaintiff, Zakzewski's claim that 25%0 50% of patients needed be
enrolled in REDUCHT to apply for the ANCHOR indication was materially and knowingly false,
becauséthe July 6, 2009 SPA [and the 2008Mkes]clearlystated that 50% of patients needed
to be enrolled in REDUGHT before the FDA would accefite ANCHOR sNDA for filing” SAC
1 263.

However, Plaintiffundamentally mischaracterizes the language o2@&8 Minutes and

the 2009 SPA. The 2008iMutesdo not include a specific required percentage enrollment, but
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rather statehatthat the REDUCHT study mustbe “well underway” and have “approximately
half of the patients enrolledfefore Amarin may apply for the ANCHOR indicati@eeWuertz
Decl. Ex. A at 1Q Likewise the 2009 SPAs completely silent as to the specifics of this
requirement® SeeWuertz Decl. Ex. C.SeeSAC 1278. IndeedDefendants claim that the
definitive 50% requirement was not finalized until the 2011 SPA was executed on August 5, 2011
— almost four months after Zatawski’s allegedly misleading statement was made. Mem. of Law
in Supp. of Defs.” Mot. to Dismiss. (“Defs.” Supp. Br.”) IBefendants argue that because at the
time Zakrzewskispoke, thé=DA had not yet finalized the percentage enrollntkat would be
necessary for the REDUEIT study to be “well underway Zakrzewski'sapproximated range of
25% to ®% was not a mischaracterization of the FDA'’s position at the tine

Curiously, Defendants cite to Amarin’s August 10, 2011 Fork i@ support of this
assertion, rather than the text of the 2011 SBAat 16. The Form-& contains a press release
entitled “Amarin Announces Agreement from FDA on Special Protocol Assessoné&iR101
Outcomes Study,” which states in pertinent part that “[tihe Company antxifaé if, as

intended, it commences Outcomes study activities in 2011 that it will be positional teeachie

10 plaintiff counters in his briefings that according to a letter drafyeddichum on February 27,
2014, Ketchum admitted that “[a]n essential component of the [2009 SPA] Agreement is the
requirement that approximately 50% of patients be enrolled in [REDUCE-IT] khéi@ivision
would accept submission [of] the SNDA.” Howeysetting aside the fact that Plaintiff may not
amend his Complaint through his briefingegPa. ex rel. Zimmerman v. PepsiCo, |r&36 F.2d

173, 181 (3d Cir. 1988)t(is axiomaticthatthe complaint may not be amended by the briefs in
opposition to anotion to dismiss.)the 2008 Minutes and 2009 SPA speak for themselves. The
fact that Plaintiff cannot point to any part of these documents to support hisoasserd instead
relies on an aftethefact characterization of the document, belies thehttbat he alleges
insufficient facts to show that Zakrzewski’'s statement was materially dalsgsleading at the
time it was made.
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approximately 50% enroliment before the end of 20ta¥uertz Decl. Ex. W at 6. Although

am hesitant to rely on a document describing the 2011,3&®#er than the agreement itself,
Defendants’ claira regardng the content of the 2011 SPA are atspported byPlaintiff's
allegationthat in the 2011 SPA “Amarin sought the FDA’s agreement, that the ‘design and size’
of the CVOT REDUCHT study, ‘prior to completion, will support the indication (to be applied
for with adequate results from [the ANCHOR] study . . . and approximatelyesbétiment in
REDUCEIT.” SAC 132; see als®AC 1278.Furthermore, Defendants’ asserted timeline is also
consistent with other of Amarin’s SEC filings from the period prior to Zakski's statement,
which state that the REDUCH study must be “substantially underway,” and do not mention a
specific percentage enrollmeiseeWuertz Decl. Exs. E at 5 (Amarin’s Form-KOfiled March

16, 2011, which statebat“in order to seek approval for a potentially expanded indication, we
will be required to haveubstantially enrolled subjects in a medical ‘outcomes study’ at the time
of our NDA submission.”), H. at 71 (Amarin’s ForrakBdated April 18, 2011, which statdsat

“[iln order to obtain a separate indication for AMR101 based on the ANCHOR trials;ghelt
FDA requires that we have a clinical outcomes study substantially undetwiag time of the
NDA filing.”).

Taking into account the allegations and documentary evidence as a whole, the Court
disagrees with Plaintiff that 25%0 50% enroliment is amisrepresentatiorof the FDA’s
requirement in the 2008linutes that the study be “well underway” with “approximately half of
the patients enrolled.” Zakrzewski's percentage raxfggb% to 50%falls within theboundsof

“approximately half.”Therefore, condering he actual language of the 2008 Minutes and the

11 As matters of public record, | may consider Amarin’s filings with the $BGhis motion to
dismiss.In re Rockefeller184 F.3dat 292.
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2009 SPA Zakrzewski's statement is not a mischaracterization of the FDA'’s position as of the
date the statement was ma8eeln re NAHC 306 F.3dat 1330 @A statement or omission must
have been materially misleading at the time it was made.

Furthermore the Court does not find thatakrzewski's alleged misrepreatation is
material. It seems unlikely that a reasonable shareholder would changedsément choices, if
Amarin was only required to enroll 25%, rather than 50%, of the patients in the REOWREY
prior to application for the ANCHOR indicationSee Basic 485 U.S. at231-32 (A
misrepresentation or omission of fact is material “if there is a substantial likeblithad a
reasonable shareholder would consider it important” in making an investmenbwulgdisnder
the facts allegedhe crux of this litigationand the information that reasonable investors would
have considered important, was whether REDUTEeeded to becompletedbefore the
application for the ANCHOR indication could be filed. Given that Amarin had alreatyuaced
that the study needed te Isubstantially underway to apply for the ANCHOR indication, the
guestion of how many patients needed to be enrolled in the study for it to be considered
“substantially underwayWwould not be significantMoreover, Plaintiff doesiot allege that the
price of Amarin’s stock was affected bgither Zakrewski’'s statementr the ultimate revelation
of the“true facts” regarding the required enrollmektcordingly, the Court finds that considering
these facts as a whole, there is not a substantial likelih@bdtreasonable shareholder would
consider Zakrewski's statement important or that a disclosure of the exact wording uskd by
FDA in the 2008 Minutes “would have been viewed by a reasonable investor as having
significantly altered the ‘total mix’ of fiormation made available 3eeld. Thus, Plaintiff has
failed to allge facts under which Zatewski's statement is materially false or misleading.

Accordingly,this statementannot form the basis of a Rule 10b-5 action.
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iii.  Statements Regarding the JELIS Trial

In the SAC, Plaintiff realleges that prior to and throughout the Class Period, Defendants
falsely and misleadingly “cited the JELIS study as support for theaeffiof Vascepa for the
ANCHOR indication,” despite the fact that JELIS “was not sufficiently garable to the
ANCHOR trial to warrant Defendants’ comparisons.” SACL§9, 171. This same claim was
previously dismissed in the June 26, 2015 Opinion, because the Court found that the two such
statements, cited by Defendants in the CAC, “wetaematderially false or misleading” and did not
actually compare the JELIS trial to the ANCHOR trial.re Amarin 2015 U.S. Dist. LEXIS
84080, at *4750. In the SAC, Plaintiff attempts to buttress this claim with new allegations that
during the 2008 Meeting, the FDA advised Amarin that JELIS did not support the ANCHOR
indication for Vascepa, additional allegationsrafteriallyfalse statements concerning JELIS, and
allegations that Amarin corrected itgateriallyfalse and misleading statements with regaal
JELIS in its 2013 Form 8. SeeSAC 1172-74, 180, 292, 361, 381. However, for the reasons
set forth below, the Court again finds that Defendants’ statements regardibd lBestlidy were
not materiallyfalse or misleading.

The JELIS study was theirst largescale, prospective, randomized trial of combined
treatment with a statin and an ome&tatty acid originally derived from fish, i.e. EPA. SAQ §7.
The study tested the effects of letaym use of EPA, in combination with a statin, on Japanes
patients with hypercholesterolemia. SAQdF. Ultimately, the study demonstrated that “the
addition of EPA to statin therapy provides additional benefit in preventing ntammary events,

apparently through lipkihdependent mechanisms.” SACLE8. Although the FDA viewed the
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JELIS results as “encouraginé?’Wuertz Reply Decl. Ex. FF at 6, nonetheless, the FDA warned
Amarin at the 2008 Meeting that it could not rely on the results of the JELIS stuigy iafl
conducting its own outcomes stydye to differences in design, protocol, and patient popukation
SAC 11172-76; Wuertz Decl. Ex. A. Plaintiff identifies the differences between theSHidl
and the ANCHOR trial as follows: (1) “the ANCHOR trial was dodtlied (neither participants
nor resarchers were aware of which treatment each participant was receiving),” $AC )
“whereas over 90% of the patients in the ANCHOR trial were on medium to high dosaesf st
by design, all of the patients in the JELIS study were on low doses of stati@,Y $26, and (3)
“the study was conducted in a Japanese population which is very different [from exic#&im
population] in terms of fish intake and cardiac event rate.” SAC | 22.

Plaintiff alleges, that basexh the FDA'’s warning, “Defendants hadtual knowledge of
critical distinctions between JELIS and ANCHOR and REDUTEnNd knew that the JELIS
study was not indicative of efficacy of Vascepa for the ANCHOR indicati®AC 172. Thus,
Plaintiff asserts that “[w]hen Defendants chose to spdakit JELIS, they had an obligation to
disclose the whole truth, including the FDA'’s position that JELIS was not thaiaaf efficacy
of Vascepa for the ANCHOR indication.” SACLY7. Plaintiff cites to five allegediyaterially

false and misleading statements by DefendantghichDefendantglaimedthat “the JELIS study

121n minutes from a December 16, 2013 meeting between Amarin and the FDA, thadf&hA s

that “Regarding the JELIS trial . . . the results are encouraging and we hoREBACEIT will

produce similar results. JELIS does, however, have limitations . . . .” Wuertz ReglyEX. FF

at 6. The Court may properly consider the December 16, 2013 meeting minutes on this motion to
dismiss pecause thidocuments explicitly relied upon irthe pleadingsSee Burlington114F.3d

at 1426.
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was indicative otheefficacy of Vascepa for the ANCHOR indicatjbtut failed to disclose the

FDA'’s position on JELIS3 SAC Y212.

13 The five alleged statements at issue are as follows:

(1) “On a September 25, 2008 conference call, approximately 40 days after Amalyrig J
2008 meeting with the FDA, Amarin’s then Chairman and Chief Executive Officer,
mischaracterized Amarin’s Vascepa development program as “dememardowrisk, high
value development opportunity whose safety has been established and effiE®d o
based products proven in multiple studies around the world.” SAC | 184.

(2) “The [2010] 16K (at page 6) also discussed JELIS datdishing a successful outcomes
study for the ANCHOR indication of Vascepa:

Among the reasons why Phase Il trials were not conducted or required is thatitbe
ingredient in Vascepa, ethiPA of not less than 96% purity with no DHA, has been
approvel by regulatory authorities in Japan and marketed by Mochida Pharmaceatical C
for over a decade. In Japan, etBRA is marketed under the product name of Epadel and

is indicated for hyperlipidemia and peripheral vascular disease and which wetamdiers

has 2009 revenues in Japan that exceed $500 million per year. Clinical data from Japan
shows that Epadel is effective in reducing TGs. In addition, in an outcomes stiedly cal

the Japan EPA Lipid Intervention Study or JELIS Study (JELIS), whicly stoaksisted of

more than 18,000 patients followed over multiple years, Epadel, when used in conjunction
with statins, was shown to reduce cardiovascular events by 19% compared to the use of
statins alone. In this study, cardiovascular events decreased by apiebxiB3%
compared to statins alone in the subset of patients with triglyceride level® ofiglaL
(average 269 mg/dL at entry) and HDL-C <40 mg/dL.” SAC { 236.

(3) “The August 10[, 2011] press release quoted defendant Zakrzewski as making the further
materially false and misleading statement:

‘Based on the strong safety profile of [Vascepa],msitive Phase 3 results for [Vascepa]
and success in Japan with an outcomes study of hyglg EPA, we believe that
REDUCEIT is positioned for success.SAC 1292.

(4) On a May 9, 2013 conference call, “Zakrzewski concluded his remarks on the call by
saying, with respect to JELIS, that:

[A]t the end of the day for us it's about JELIS. That's the best comparator fetualy,

for our drug. And you know, JELIS is a study that in Japan saw a 19% reduction in
mortality with our sister drug Epadel. And when they looked at patients at higHevels,

they saw a 53% [reduction]. That's the one we should be thinking about, not supplements,
not poorly designed old studié SAC {361.

(5) Defendant Ketchum made the following statement on an August 8, 2013 conferénce cal

“While we believe we do not need the REDUOEstudy to be completed for approval of
the ANCHOR indication, we do believe that this study is positioneduocess. Highly
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The Court, however, does not firilesestatemerd to beeither materiallyfalse or
misleading Plaintiff does not allege facts demonstrating that the JELIS studyoetast leasin
some manneindicative ofthe efficacy of Vascepa for the ANCHOR indicatidmd indeed,he
FDA's description of the JELIS study results as “encouragugiionstratethat, to some extent,
the FDA considered JELI$dicative that Vascepamight eventually prove effective for the
ANCHOR indication.SeeWuertz Reply Decl. Ex. FF at &urthermore, althougm the 2008
Minutesthe FDA warnghat JELIS would be insufficient to form the basis for approval of Vascepa
for the ANCHOR indication, it doesot expressly deny that the success of JELIS has positive
implications for the possible success of Vascepa. Wuertz Decl. Ex. Alatddrtantly, Plaintiff
does notllege that Defendants ever represented to investors that the FDA would appcy@aVas
basedsolely on JELIS.Instead,under the fets allegedDefendants’ statements merely express
optimismthat the JELIS resultsauld ultimately be replicated in Amarin’s own outcomes study,
REDUCEIT. SeeSAC 1 292, 361, 381.

Plaintiff also argues that when Amarin acknowledged in its 2013 Fork (1i6ed with
the SEC on February 27, 2014) that there were “several limitations to th& 3HEIdy” it

essentially admitted that its prior optimistic statements weateriallyfalse or misleadingSee

pure EPA in the JELIS study, albeit in a Japanese population demonstrated significa
reduction in cardiovascular events over statin therapy alone. . . .

It is unfortunate that the authors of that med analysis did not identify that éhstualy

which was successful with the JELIS study of our sister drug Epadel ih Wiglaly pure

EPA was affected in improving cardiac outcomes on top of statin therapy in Japanese
patient population.

Overall, we have seen nothing presented anywhere hstdiminished our overall
confidence in the clinical opportunity provided by Vascepa. Our advisors and thought
leaders agree, and urge that we be focused on more relevant topics such as f@duced L
particle concentration from Vascepa, the -amilammatory response of Vascepa and
incremental efficacy of Vascepa on top of increased potency of statin theragy{f 381.
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SAC 1180. However, an examination of the document itself reveals that Amarin’s 2013 Form
10K is consistent with Defendants’ other alleged statements regarding Jdd®uertz Decl.
Ex. B at 35. In addition to acknowledging the limitations of the JELIS studyDiéendants’
other statements, the 2013 o 10K also cites to the JELIS study as evidence that EPA has
previouslybeen found to be effective in treating MACE, when used in conjunction with statins.
Id.

In sum, Plaintiff has failed to sufficiently allege that the JELIS studynetindicative &
least in some mannenf the potential efficacy of Vascepa for the ANCHOR indication.
Accordingly, as a matter of law, Defendants’ statemeagarding the positive implications of the
JELIS study results were notateriallyfalse or misleading anchnna form the basis of &ule
10b-5 action.

iv. Statements Regarding the Importance of the ACCORD and AIM-HIGH

Studies

In the CAC, Plaintiff previouslgllegedthatDefendantsnisrepresented that the lotgm
REDUCEIT study was not required to be completed FIPA approval of the ANCHOR
indication, when Defendants knew that such a study was likely to be redeeacAC §Y127;
158; 163; 164; 1689; 174; 187, 213; 261; 2834. According to Plaintiff, Defendants knew the
completion of the REDUCHT study was kely to be required, becauttee FDA indicated that
the outcomes of the loigrm ACCORD and AIMHIGH trials would provide “important
information,” andwhen both trials were ultimately unsuccessful, it becdswbstantially less
likely” that the FDA would approve the ANCHOR indication without the completion of the
REDUCEIT study. CAC {13, 119.n the June 26, 2015 Opinion, the Court rejected this theory,

because, among other thingBlaintiff had not alleged that Defendantade statements
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affirmatively dharacterizing the importance of the ACCORD and AHMVGH studies.In re
Amarin 2015 U.S. Dist. LEXIS 84080, at *33. Instead, the Court found that “Defendants are
merely alleged to have stated, correctly, that the studies were not requiestbtofiletedn order
for the ANCHOR indication application process to continie.”

In the SAC, Plaintiff attempts to remedy this deficiency by newly allegingaihdive
occasiongprior to andduring the Class Period, Defendants made statemmestbaracterizinghe

importance ofthe ACCORD or AIMHIGH studies!* See SAC 11124-25.In two of the

4 The five alleged statements at issue are as follows:

(1) “At a Thomson Reuters Future Leaders in the Biotech Industry Conferemaspril 8,
2010, Declan Doogan, as Interim Chief Executive Officer, stated, on behalfaofrtmat
whereas the ACCORD study had been a failure and demonstrated the disuiiitgtesf
in treating cardiovascular disease, JELIS had been a success and déeabtistratility
of ethyFEPA, the active ingredient in Vascepa, in treating CV disease.” SKX4(®).

(2) “In a presentation on May 3, 2010 at the Deutsche Bank Securities Health Care@enfere
defendant Thero stated that fibrates had been dealt a setb@iekting triglycerides by
virtue of the ACCORD study.” SAC 1 124(b).

(3) “Declan Doogan, in a presentation to the Rodman & Renshaw Global Investment
Conference, on May 19, 2010, as Chief Executive Officer of Amarin, again contrasted the
success of the JELISudy to the failure of ACCORD (“which failed to show significant
benefit in cardiovascular risk modification”).” SAC | 124(c).

(4) “Defendant Zakrzewski, on an April 18, 2011 Amarin conference call, stated that the
ACCORD failure provided a competitive bendbr Vascepa (“[I]n the ACCORD studies
and others, Trilipix and others didn’t perform very well, particularly in highnstides.

And so we think that’s another real benefit for us.”).” SAC § 124(d).

(5) “Defendant Ketchum presented on an August 8, 2013 conference call that the failure of
ACCORD and AIMHigh would not have implications on approval [sic] of Vascepa.” SAC
1 124(e). Specifically, Ketchum stated:

“Some investors have argued that because the-lAIGH study with Niacin failed, that
the FDA will change its view on Vascepa. As a reminder, Niacin is an HPO raising drug
not a triglyceride lowering drug and Niacin remains approved on the market. Same als
argue the Fenofibrate [sic] failed the outcomes studies and this will have agbeari
gettingthe FDA to reassess its requirement for Vascepa. Fenofibrate were not directl
studied in a patient population with alleviated triglycerides in an outcomes séttfagt,
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statementsDoogan Amarin’s interim chief executive officenpted that the ACCORD study (of
fibrates) had “been a failure” while the JELIS study (of EPA) had been a sué#esy 124(a),
(c). In two more of the statements, Thero atakrzewskieach expressed the view that fibrates
“didn’t perform very well” in the ACCORD trial, and had been “dealt a setback” &wtidy’'s
results.SAC 1124 (b), (d).Finally, in the fifth statement, Ketchuailegedlyclaimedthat “the
failure of ACCORD and AIMHIGH would not have implications on approysic] of Vascepa.”
SAC 1124 (e).

According to Plaintiff,”At no time did defendants disclose the truth that the FDA had
informed Amarin in July 2008 that the AHMIGH and ACCORD trials ‘will provide important
information on the incremental benefit of adding a second-#pttve drug to statin therapy,” and
therefore that the failure of the AINHIGH and ACCORD studies would bear on the willingness
of the FDA to approve ANCHOR based only on a tweleek study of surrogate endpoints.”
SAC 125. Notably Plaintiff did not explicitly explain in the SAC, why eadh these five
statements as misleadingsuch that a disclosure of this kind was neces&agWiner Family

Trust 503 F.3cat326 (To state a claim for securities fraud, a plaintiff msgsecify each allegedly

in the ACCORD study of fenofibrates, the subgroup of patients who had alleéaichb
triglycerides showed improved outcomes.

This has not been widely publicized because this was not thepecified primary
endpoint of the study and the study was not powered for this purpose, but it is supportive
of the value of lowering triglycede levels in patients with high triglycerides. In addition,
Vascepa not only lowers triglycerides but lowers distraction of other lipidnedeas
including, compared to placebo, LBL, a well established marker of outcomes and
Vascepa also lowered varmwther inflammatory biomarkers. Vascepa does this with a
safety profile which is comparable to placebo.

Today, patients with alleviated triglycerides are being treatddhloai or offlabel with a
variety of drugs which increase LDL or have various osiu effects. We find it difficult
to believe that given this environment and the safety and efficacy profile oépéstat
Vascepa won't be approved for this expanded indication.” SAC | 381.
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misleading statement” arfavhy the statement was misleadiigAnd indeed, the Couls at a
loss as to how, under the facts alleged, the first four ofitkestatements coulde considered
materially false or misleaay.

To that point Doogan’s two statementaccurately observethat the failure of the
ACCORD study had been a blow for fibrates, while the success of the JELySnstsi@vidence
of the utility of EPA. SAC 1124(a), (c) Plaintiff allegesno facts demonstrating that these
observations are untru€resumably, Plaintiff is attempting argue that by emphasizing the
potential upside of the failure of the ACCORD study -sethaclkfor acompettor drug (fibrates)
— Dooganmisleading impliedhat the ACCORD study has absolutely no downside for Amarin,
whenhe actuallyknew that it “would bear on the willingness of the FDA to approve ANCHOR
based only on a twelve-week study of surrogate endpoints.” SAC | 125. However, the Court does
not read Doogan’s statements in this manner. Taking Doogan’s statementsonténe of all
facts allegedhis remarks regarding thmotentialbenefits of the ACCORD studyould nothave
lead a reasonable investor to believe tltlaére were no corresponding potential negatve
Moreover, because Doogarstatements are his opinions on the implications of thHe@®&D and
JELIS studies, to state a claim, Plaintiff would have to allege facts showirggttiea (1) Doogan
did not honestly believe these opinions, or (2) the opinions hadasonabldasis.See City of
Edinburgh 754 F.3cat170 (3d Cir. 2014) (“[o]pinions are only actionable under securities laws],
including Section 10(b),] if they are not honestly believed and lack a reasonabl§.Risimtiff
has failed to plead such facts. Thus, because PladddEnot sufficiently allege that these
statemats were misleading, Doogan had no duty to disclose the FDA’s admonition at the 2008

Meetingthat the ACCORD study would provide “important informatioBée Matrixx563 U.S.
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at 44("Disclosure is required . . . only when necessary ‘to makstatements made, in the light
of the circumstances under which they were made, not misleading.”).

Similarly, the allegedly false or misleading statemdmgsThero and Zakrzewski were
neithermaterially false nor misleadinglaintiff does not allegéctsindicating that the failure of
the ACCORD study would not providebanefitto Amarin, by thinning the field of competition.
And, like Doogan’s statements, Thero and Zakrzewski’'s statements do not preclpdssibdity
that the ACCORD study might alsomehow harm Amarin. Finallflaintiff does not allegéhat
Thero and Zakrzewski did not honeshglieve these statements or that the statements had no
reasonable basi¥hereforeas withDoogan, Plaintiff does not alledgcts under which Thero and
Zakrzewski would have had a duty to disclose the FDA'’s posture at the 2€8&éiyl

As to the fifth allegedlyalsestatement, on its fac&etchum’sclaim “that the failure of
ACCORD and AIMHIGH would not have implications on approyaic] of Vascepa,” SAC
1 124(e), seems to directly contradict the FDA’s statement at the 2868ngthat the ACCORD
and AIM-HIGH studies “will provide important information on the incremental benefit ofreddi
a second lipieactive drug to statin theragySAC 120. Howeverjnspection of the transcript of
Ketchum’s statement, reveals that he did not actually claim that ACCORD antHFA3M were
irrelevant, or would nohaveimplicationsfor VascepaSAC 381. InsteadKetchum observed
that ‘[sJome investors have argued thathuse the AIMHIGH study with Niacin failed, that the
FDA will change its view on Vascepa,” andntrasted that view with the fact that Niacin could
be distinguished from Vascepa in certain waySNiacin is an HPO raising drug not a triglyceride
loweringdrug.” SAC 381.In that connection, Ketchum also noted that despite the failuhe of
AIM -HIGH study,“Niacin remains approved on the mark&&AC 381. Additionally, Ketchum

notedthat“[s]ome [investorsalso argue the Fenofibrgtac] failed theoutcomes studies and this
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will have a bearing on getting the FDA to reassits requirement for Vascepayit thengave
counterarguments as to why that might not come to p8#eC 1381. Specifically, Ketchum
pointed to the fact that “[@nofibratg¢s] were not directly studied in a patient population with
alleviated triglycerides in an outcomes setting” and the facthiose patients in the ACCORD
study who did have alleviated triglycerides showed improved outc3#e¢s 381.

Essentially, in hisstatementKetchum acknowledgkinvestor concerns that the AR
HIGH and ACCORD studiesnight prevent FDA approval of Vascepa for the ANCHOR
indication and gave reasonable arguments as to why this was not likely to be tIi#2A2§881.

He did not, as Plairftialleges,claim that these studies would not have any implicationtghfor
approval of Vascepa.

Plaintiff argues that Ketchum’s statemeras “materially false and misleading because it
conflicts with the FDA’s advice to Amarin that the ACCORD and AHWGH studies will
provide important information on the incremental benefit of adding a seconédifne drug to
statin therapy. Pl.’s Opp’n Br. at 12However, Ketchum’s statement does detythatthe FDA
ever gave Amarin such advice, and theref@aotan outrightmisrepresentatiorMoreover,it
strains the bounds of credulity to argue that a reasonable investor wauldléaby Ketchum’s
statement, when he expressly acknowledged that others disagreedmwih these point8ut,
even assummthat Ketchum'’s statement was somehow misleading, it issationable statement
of opinion, because Plaintiff does not alldigat it was not honestly believed or lacked a reasonable
basis City of Edinburgh754 F.3cat170. IndeedPlaintiff does noallege facts demonstrating that
Ketchunis counterarguments distinguishing the ACCORD and AIMIGH studies are
objectivelyunreasonable or are not based in actual fact. Moreover, Plaintiff does not allege that

Ketchum did not honestlgelieve these argumemn The fact thaKetchum was ultimately wrong
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in his beliefs is not a basis, by itself, to bring a claim under Section B¥&ln re NAHG 306
F.3dat 1330.

In sum, the Court finds th&faintiff has failed to sufficiently allege that the five statements
regarding the importance of t®CCORD and AIM -HIGH studieswere materially false or
misleading. Therefore, these statements do not suBfaontiff's Section 10(blaim.

v. Statements Regarding the Useof TG Levelsasa Surrogate Endpoint

Plaintiff alleges thatin correspondencesubmitted in the NY Action, Ketchum
acknowledged that “the July 2009 SPA reflected that the FDA ‘recognized substantia
uncertainties around the connection between the potential effects of Vascephe ANCHOR
population and cardiovascular risk reductibrfSAC 110(c). However, according to Plaintiff, in
spite of Defendants’knowledge of the FDA’S substantial uncertaintigsthey madefalse and
misleading‘[s]tatements that Amarin had reached an agreemiéimthe FDA onthe analysis of
the ANCHOR study” andthat the FDA was receptive to T@wWering as a surrogate endpoint.”
SAC 1209(iii). Additionally, Plaintiff alleges that Defendants falsely and misleading stated that
the “reduction of TGs was an accepted surrogate for the reduction of CYLG."209(iv).
Plaintiff cites totwentysevenallegedly materiallyfalse or misleading statements made by
Defendantgo this effect!®> SAC 11185, 187, 189, 191, 192, 193, 194, 240, 241, 258, 261, 270,

284, 287, 298, 311, 313, 322, 323, 324, 325, 331, 336, 358, 359, 379, 381.

15The twentyseven statements at issue were made on thviall occasions:

(1) a September 24, 2008 conference call, SA8] (2) a July 9, 2009 press release, SACIHA]

189, 191, 192, 193, 194; (3) a March 17, 2011 conference call, SAC 1 240, 241; (4) an April 18,
2011 conference call, SAC %8, 261, 261(5) a May 10, 2011 conference call, SAQTD; (6)

an August 9, 2011 press release, SAZB4; (7) an August 10, 2011 earnings call, SAZ3Y; (8)

a January 3, 2012 letter to shareholders, SRG8] (9) a May 8, 2012 press release, SAZLY],

(10) a May8, 2012 conference call, SAC313; (11) a July 26, 2012 conference call, SAGY,

323, 324, 325; (12) an August 8, 2012 press release, S8C;{13) an August 8, 2012 earnings
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However,Plaintiff hasfailed to pleadacts rendering these statememisteriallyfalse or
misleading.Under the facts alleged, it is clear thathe time the 2009 SP#nd 2011 SPA were
executedthereduction of TGavasstill an acceptegurrogate for the reduction of MACBee
SAC 1132, 12627, 137,141. According to a letter frondr. John Jenkins, thBirector of the
Office of New Drugs at the FDA'’s Center for Drug Evaluation and Resealoth Plaintiffcites
in the SAC: “at the time of the prdND meeting on July 18, 2008, (as well as at the time of the
ANCHOR SPA agreement) DME [the FDA's Division of Metabolism and Endocrinology
Productsjwas still willing to accept TG lowering as a validated surrogate for redudingsk.”

SAC 1137.To that point the 2009 SPA originally specified that Amarin could apply for the
ANCHOR indiation based only on the results of the ANCHOR study, which utilized lowering
TG levels as a surrogate endpoint for lower MACE. SHIQ26-27.Importantly, both the 2009
SPA and the 2013%PA didnot mandate theompletion of a MACE outcomes study (REDUCE

IT) as a prerequisitéor applicationfor the ANCHOR indication SAC {132, 12627. This
demonstrateshat prior to and during the period in which these SPAs were signed, the FDA
accepted the use of TG levels as a surrogate endpoint for MACE outcomes.

Furthermore, this fact is also cleiom the language the FDA used when it ultimately
rejected Amarirs ANCHOR applicationSeeSAC 1141.In its Special Protocol Assessment
Rescind Agreementated October 29, 201the FDA stated that it had rejected the application
because “a substantial scientific issue essential to determining the effectniEYiassepa in this
[high TG] population was identifiedfter testing begah SAC 1141 (emphasis added)his

emergentsubstantial scientific issue wdkat “the results from the ACCORMIpid and AlM-

call, SAC 1336; (14) a May 9, 2013 press release, SAGY] (15) a May 9, 2013 conference call,
SAC 359; and (16) an August 8, 2013 press release, SAC 1 379, 381.
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HIGH trials, as well as the publicly presented results from the HRSAVE trial, failled] to
support the hypothesis that a triglycerlderering drug significantly reduces ehrisk for
cardiovascular events among statisated patients!® Reply Decl. of Allison M. Wuertz in
Further Supp. of Defs.” Mot. to Dismiss the SAC (“Wuertz Reply Decl.”) Ex.a€ 1.Because
accordingo the FDA,the TGsassurrogate hypothesis was only undermined after the ANCHOR
study was already underwaiymust have been accepted prior to that discovidrys, ontrary to
Plaintiff's assertias, it is clear that when the 2009 SBAd 2011 SPAvereexecuted, TG levels
were an accepted surrogate ttoe reduction of MACE.

Presumably, Plaintiff would argue that although TG levels were prelyi@an accepted
surrogate, at the time Defendants made statenterttss effect, this was no longer the case.
However, Plaintiff allegesno facts indicating that during this period the FDA expressly
communicated t®efendantghat it would no longer accept TG levels as a surrogate. Instead,
underthe facts alleged, the FDA did not officially reverse its policy towards theeabGurrogate
hypothesis until October 2013, when it considered and rejected Amarin’s application for the
ANCHOR indication.None of the statements at issue were made after October SE4SAC
19185, 187, 189, 191, 192, 193, 194, 240, 241, 258, 261, 270, 284, 287, 298, 311, 313, 322, 323,
324, 325, 331, 336, 358, 359, 379, 3Bherefore, Plaintiff has failed to allege that Defendants’
statements “that Amarin had reached an agreement with the FDA on the analys&NCIHOR
study, that the FDA was receptive to TG lowering as a surrogate endpoint,” e thraduction

of TGs was an accepted surrogate for the reduction of CVD” were eiaterially false or

16 The Court may properly considiie Special Protocol AssessmeiRescind Agreememn this
motion to dismisshecause thidocuments explicitly relied uporn the pleadingsSee Burlington
114 F.3d at 1426.
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misleading.SeeSAC 11209(iii), 209(iv). Accordingly, these statements cannotridhe basis of
Plaintiff's Section 10(b) claim.
vi. Statements Regarding the Mineral Oil Placebo in the ANCHOR Study

In the CAC,Plaintiff dlegedthat“Defendants suppressed concerns regarding the use of
mineral oil as the placebo in tRdNCHOR study’ SeeCAC 1] 7285; 143; 249. Specifically,
Plaintiff alleged that Defendants stated, on numerous occasions;(thttte use of mineral oil as
a placebo did not raise any specific concerns with respect to the anticipatedaambrthe
ANCHOR sNDA [supplemental new drug application] by late 2013, (ii)tttANCHOR study
achieved its primary and secondary endpoints, and (iii) that Amarin anticipatex/apgpir the
ANCHOR sNDA without completing an outcomes stidsl] of which was materially false and
misleading, becausyga]lccording to the FDAs statements at tH©ctober 16, 2013RAdvisory
Committee Meeting, the FDA [concerns] with the use of mineral oil as placebo[siafshared
with Amarin prior to the AdCom.CAC 1 143(iii).

In the June 26, 2015 Opiniohdismissed these claims, finding tliat multiple reasons,
Defendants’ alleged statements were neithateriallyfalse nor misleadingn re Amarin 2015
U.S. Dist. LEXIS 84080, at *385. First, | observed thaPlaintiff hadnot allegedthat any FDA
concerns about the mineral oil placeberg/so serious as to place tidCHOR study and thus
FDA approval of the ANCHOR indication, in jeopardg. Moreover,| noted that under the
alleged factsthe FDAhadapproved the use of mineral oil as a placebo in its SPA with Arifarin.
Id. Second | found thatPlaintiff had failedto plead when the FDA expressed its concerns to

Amarin about the mineral oil placeblal. at *45. Therefore,l reasoned, thatven if | were to

17 Indeed, the 2008 Minutes appear to indicate that any FDA concerns expressed at that time
regarding the mineral oil placebo were resolved at the me&a#yVuertz DeclEx. A at 8.
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conclude that positive statements aboutghelyin the wake of such concerns were materially
false or misleading, | would be unable to determine which statemer@snwaele after the concerns
were expressedd.

In the SAC Plaintiff re-pleads claims, nearly identical to those previously dismissed by
the Court, based on Defendants’ statements regarding the use of mineral oibesba ph the
ANCHOR study Plaintiff only makes two new allegations in soppof these claimg1) that the
discussions in which the FDA expressed its concerns to Amariththatineral oil placebo was
not inert “likely took place between April 18, 2011 and August 5, 2011, subsequent to the release
of the ANCHOR study and prior to thugust 5, 2011 REDUCHET SPA” SAC 1104,and (2)
that “[tlhe FDA had informed Amarin atehJuly 2008 meeting that test results would have to be
‘robust’ to justify consideration for approval based on one stidsurrogate endpointsSAC
1 1®. These new allegations do not provide a sufficient basis for Plaintiff to allege tha
Defendants’ sttementsegarding the use of mineral oil as a placel®ye materially false or
misleading. And indeed, in his brief, Plaintiff even concedes that “theggmatns are not likely
to be sufficient for this Court to reconsider its Opinion with respect to mineraPhis Opp’n
Br.at4 nb5.

First, | note that alleging that discussions “likely” took place between twae dste
insufficient to satisfy the heightened pleading standard of Rule 9(b) and tRAPSke Avaya
564 F.3d at 253 (Rule 9(b)’s paiarity requirement “is comparable to and effectively subsumed
by the requirements of [88u4(b)(1) of] the PSLRA.”)jn re Suprema438 F.3d at 2787 (Rule
9(b) requires a plaintiff to allege the “essential factual background that wocddnpany ‘thérst
paragraph of any newspaper sterghat is, the ‘who, what, when, where and how’ of the events

at issue.”). Hrthermore, if Plaintiff was to allege these dates on information and belwfuid
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also need to allege “all facts supporting that belief with particulaniiier Family Trust503
F.3d at 326 (construing 15 U.S.C. Bu4(b)(1)). Plaintiff has not satisfied this pleading
requirement.

Additionally, Plaintiff's new allegations do not cure the primary deficiency in his claim
namely that heloes not allegéhat the FDA’s concerns about the mineral oil placebo were so
serious as to place the ANCHOR study and, thus, FDA approval of the ANCHORiomioa
jeopardy.Seeln re Sanofi Secs. Litig87 F. Supp. 3d 510, 533 (S.D.N.Y. 2016hding that
defendants’ omissions regarding FDA concerns about a clinical trial to not baafhafalse or
misleading statement because “[d]espite the concerns the FDA had expressddeatbesign of
the clinical trials, it allowed those trials to procégdct. In re MedimmuneB73 F. Supp. at 966
(“Continuous dialogue between the FDA and the proponent of a new drug is the esseece of t
product license application process . . . . Requiring ongoing disclosure of FDA’'®gsesbuld
not only be disruptig to the review process; it could easily result in misleading the public more
than not reporting the questions.”). Plaintiff argues that “the added uncertaustydcby the use
of mineral oil, and the adverse test results experienced by patients whikcehd, caused the
test results to beahything butrobust’™ and thereby put the ANCHOR study in jeopar@®AC
9 105.However, this argument is tenuous at best, asdpointed out in the Court’s previous
Opinion, is directly contradicted by the fadtat the FDA approved the use of mineral oil as a
placebo in the 2008PA.

Accordingly, the Court finds that Plaintiff hasgainfailed to plead that Defendahts
statements regarding the use of mineral oil as a placebo in the ANCHORustudgterially fise

or misleading so as to sustaiRRale 10b-5 action.
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vii.  Claims that Positive ANCHOR Results Will Stimulate Additional Interest
from Commercial Partners

Plaintiff alleges thatooth Amarin andThero madematerially false and misleading
statements claiminthat “the positive ANCHOR resultswvill stimulate additional interest from
commercial partners. SAC 1209(vii). Plaintiff claims that these statements waegeriallyfalse
and misleading because ftjtjse tommercial partnerswould certainly have reviewed the
regulatory record prior to committing resources to Amarin, and having done so, @eocadphize
that approval of the ANCHOR indication would require the completion of the REBIUGHIdy,
and would[therefore]be dissuaded from investing in AmarirsAC 1209(vii). Plaintiff cites to
two allegedlymateriallyfalse and misleading statemetdshis effectone made by Amarin, in its
January 6, 201Rrogpectus Supplement on Form 424B5, and the other made by Thero, on an April
18, 2011 conference caft. SAC 11229, 260.

At the outset, | note that Plaintiff completely mischaracterthesnature ofAmarin’s
alleged statemenfmarin does not, as Plaintifissertsclaim that positive ANCHOR results will

stimulate additional interest from commercial parsni@ather, Amarin merely notes that if it elects

18 (1) Amarin allegely stated that “[ijn order to obtain a separate indication for Vascepa based on
the ANCHOR trial results, the Food and Drug Administration, or FDA, resjtirat we have a
clinical “outcomes study” substantially underway at the time of filing a Newg Bpplication, or

NDA. If we elect to seek this separate indication in our initial NDA filing ansimence an
outcomes study, we will need to seek additional financing, through a commeadiaér or
otherwise. The results of an outcomes study are not required for FDA appfdkel broader
indication, and an outcomes study is not required for the indication being studied in RI&IEIA
trial.” SAC 1 229.

(2) Thero allegedly stated that “[w]e anticipate that the positive ANCHORsesill stimulate
additioral interest from potential commercial partners. [Gliven the strongly positiueenaf the
ANCHOR results, we anticipate that the pace of such discussions may accealedategether
with our advisors, we are taking steps to accelerate such discussions.” SAC { 260.
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to seek the ANCHOR indication for Vascepa, it “will need to seek additional fim@rtbrough a
commercial partner or otherwiseSAC 229. This statement in nevay comments on the
likelihood thatcommercial partners will be interested in Amarin, or ties this interest to the success
of the ANCHOR studyln fact, it leaves an open question as to whether Amarin will even seek
additional financing through a commercial partidaintiff has noexplained whya statement of

this nature would have been materially false or mistea See Winer Family Trusb03 F.3d at

326 (To state a claim for securities fraud, a plaintiff must “specify each aNegesleading
statement” and “why the statement was easling.”). Andfurthermore based on the facts alleged

in the SAC, the Court can see no reason why such a statement might be consisiered fa
misleading.

Thero’s statement, on the other hasdh conformity with Plaintiff's characterizatioand
clearly predicts that the positive results of the ANCHOR study will stimulate additionedshte
Amarin from commercial partners. SAC Y 260. However, Plaintiff's aesdtiat this statement
is materially false or misleading ligckingfor a number of r@sons. First, Thero’s statement is a
forward looking expression of his opinidfor such a statement to be actionable, Plaintiff would
need to allege that Thero did not honestly believe his statement at the time it veanthdt
Thero could have had measonable basis to make such an asse@ies.City of Edinburglv54
F.3dat170. Plaintiff does not allegbat Thero did not honestly believe that the ANCHOR study
results would lead to increased commercial partner intédestdoes Plaintiffallegethat the
ANCHOR studywas not a success or did not provide positive resalesidition,there is no direct
contradiction betweeRlaintiff's allegation that potential commercial partners would be dissuaded
from investing in Amarin based on the regulat@gord andrhero’s statement. Indeed, under the

facts alleged it would be perfectly reasonable for Thero to opinsdhad potential commercial
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partners might be attracted by the ANCHOR results, in spite of th&ateg record. Thus, taking
into consieration the allegations as a whole, the Court finds that Plaintiff has failedge ik
Thero’s statement had no reasonable basis or was not honestly believeidat itheds delivered.
Accordingly, his statement cannot be considered materialig tal misleading.

In sum, Plaintiff has failed to stateSection 10(bxlaim on the basis of either Amarin or
Thero’s statements regarding potential future commercial partners, bandeséhe facts alleged,
these statements are neither materially fatgemisleading.

viii.  Claims that Vascepa was Designed to be First-in-Class for the Treatment of

High TGs and Statements Regarding the Size of the Anticipated Market for
the ANCHOR Indication

Plaintiff alleges that Defendants’ statemdifs‘that Vascepa waslesigned to be first in
class’ for the treatment of high triglyceridesid (2) that the anticipated market for the ANCHOR
indication was a “36 million patient populatiowére “materially false or misleading wherade,
and/or omitted material informatiamecessary to make the statements not misleadidgr the
circumstances in which they wemade.” SAC fR09(vi), 209(viii). Plaintiff alleges that

Defendants made statements to this effect on multiple occaSidosvever, nowhere in the SAC

19 Defendants are alleged to have made the statements to this effect on the falooesigns:
(1) A November 29, 2010 conference c&AC 11217-18 220; (2) a December 16, 2010 press
release SAC 1224; (3) a March 16, 2011 press releassC ¥ 233; (4) an April 18, 2011 press
release, SAC 953; (5) an April 18, 2011 conference call, SAQ5Y; (6) a May 10, 2011
conference call, SAC %69; (7) an August 9, 2011 press release, SR83f (8) an August 10,
2011 earnings call, SACZB5; (9) a November 7, 2011 press rele&kC 1129495; (10) a
November 8, earnings call, SAQ97; (11) a January 3, 2012 letter to shareho|@AE 1298;
(12) aFebruary 26, 2013 press releaSAC 1349; (13) a February 28, 2013 press rele8#eC
1350; (1) aFebruary 28, 2013 conference ¢c&IAC 1352; (15) a May 9, 2013 Press Release
SAC 357; (16) a May 9, 201&nferencecall, SAC 1360; a (17) June 19, 20]8ess release,
SAC {367; and (18) an August 8, 2013 press releaa€ 11380-81.
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does Plaintiffexplain why such statements would be materially false or misleaegPSLRA
requires that in addition to specifying each alldgedsleading statement made by the defendant,

a plaintiff must also allege “why the statement was misleaditvgner FamilyTrust 503 F.3cat

326 (construing 15 U.S.C. Bu4(b)(1)). Because Plaintiff has failed to explain why these
statementavere materially false or misleading, these statements cannot form the basis of his
Section 10(bglaim.

In sum, because the existenaf a materially false or misleading statement is an essential
element of &Kkule10b5 action, and | have found that none of the statements identified by Plaintiff
qualify, Plaintiff's Section 10(bklaim isdismissed without prejudice for failurestate a claint?

B. Claimsunder Section 20(a) of the Exchange Act

In Count Two, Plaintiff alleges that the Individual Defendants viol&@ttion 20(a) of the
Exchange Act:Section 20(a) of the Exchange Act creates a cause of action against ifdividua
who exercise control over aontrolled person,including a corporation, who has committed a
section 10(b) violatiofi.City of Edinburgh 754 F.3dat 177 (citing 15 U.S.C. § 78t(3) Section
20(a) liability “is derivative of an underlying violation of Sectib®(b) by the controlled person.”
Rahman v. Kid Brands, Inc/36 F.3d 237, 247 (3d Cir. 201@juotingAvaya 564 F.3d at 252)
Thus,because Plaintiff fails to state a claim under Section 1b@Individual Defendants cannot
be liable under Section 20(&eeCity of Edinburgh 754 F.3cat 177. Therefore, Count Two must

also be dismissedithout prejudicdor failure to state a claim.

20 Becausd have already determined that Plaintiff has failed to plead any materially false or
misleading statements, | need not reach the question of whether Plairgifitelg alleges that
Defendants had the necessary scienter to violate Rulé.1Dlkewise, | need not address
Defendants’ arguments that the alleged false or misleading statememsctanable, pursuant

to the truthon-themarket doctrine.

45



V. Conclusion
For the foregoing reasons, Defendantstion to dismiss is graed. TheSACis dismissed

without prejudicé! and this matter shall be marked closed.

Date:April 26, 2016

/sl Freda L. Wolfson
Freda L. Wolfson
U.S. District Judge

21 Defendants argue that Plaintiff's claims should be dismissed with prejudiaadeett]his is
Plaintiff's third pleading in this case, and his failure to add any new substantivalfattegations
at this late stage shows that his claim will never have merit.” Defs.” Suppt BO. However, |
am not convinced that any attempt to amend the ComplaRinytiff would be futile. Therefore,
it is not appropriate to dismiss Plaintiff’'s claims with prejudice at this juncture.
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