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*NOT FOR PUBLICATION*

UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

IN RE AMARIN CORP. PLC., SECURITIES|
LITIGATION | Civil Action No. 13-cv-6663 (FLW)(TJB)
| OPINION

WOLFSON, U.S. DISTRICT JUDGE:

Presently before the Court is a motion tendiss the Consolidated Amended Class Action
Complaint (*CAC”) filed by Lead Plaintiff Jamds. Reiss (“Plaintiff’) against Amarin Corp.,
PLC (“Amarin”), Joseph S. Zakrzewski (“Zakrzeki’), John F. Thero (“Thero”), and Steven
Ketchum (“Ketchum”) (Zakrzewski, Thero, and t€bum known collectively as “the Individual
Defendants”) (Amarin and the Individual Defent& known collectively as “Defendants”).
Plaintiff's lawsuit stems from alleged misrepnesgions Defendants ma@ébout the progress of
Amarin’s ultimately unsuccessfalpplication to the FDA topgprove its drug Vascepa for the
treatment of patients with high triglyceride levelslso before the Couis Plaintiff’'s motion to
strike certain references made in Defendargply brief to a document known as the Special
Protocol Assessment (“SPA”").

For the following reasons, Defendants’ motiordismiss is granted and Plaintiff's motion to
strike is denied. Plaintiff's Complaint is disssed without prejudice. &htiff is given thirty
days to re-file his Complaint.

l. Background

The following allegations are taken as true floe purposes of this motion. Amarin is a

biopharmaceutical company focused on the comnea&ismn and development of therapeutics
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to improve cardiovascular health. CAC { 41. Vascepa is Amarin’s primary product offering and,
according to Amarin’s SEC filings, “is an wtpure, EPA [ethyl eicosapentaenoic acid]-only
omega-3 fatty acid product” fahe treatment of patients witrery high and high triglycerides.
CAC 1 52. During the period from Novemb2®, 2010 through October 16, 2013 (the “Class
Period”), Amarin sought FDA approval to rkat Vascepa, based on a 12-week Phase Il
registration trial (the “ANCHOR study”), to trepatients with high trigylceride levels (“TGs”)
when co-administered with a stdtifa treatment purpose knownthe “ANCHOR indication”).
CAC 11 7, 64. According to Plaintiff, “Amarin’s only prospect for profitability during the Class
Period was the approval of \apa for the ANCHOR indicatiorf.’CAC § 8. During the Class
Period, defendants estimated that the potepadient population for the ANCHOR indication
was 36 million patientld. In support of this indicain, during 2009—2010, Amarin conducted
the ANCHOR study, which was a twelweek, Phase 11l clinical trighat enrolled 702 patients,
“to determine if administration of Vascepa t@ tpatient population already optimized on statin
therapy reduced TGs.” CAC 11 11, 14.

In July 2008, senior officers of Amarin met with the FDA for the purpose of discussing the
ANCHOR study for testing of Vascepa. CAC { 12airtiff alleges that “[a]t that meeting, the

FDA expressed reservations Agnarin about approving Vasceased only on the 12-week

1 According to Plaintiff, “[s]téins are a class of drugs that work in the liver to prevent the
formation of LDL (bad) cholestekothus lowering the amount @holesterol circulating in the
blood.” CAC at viii.

2 However, Plaintiff does indicate that on July 12, 2012, Vascepa was approved by the FDA
for the MARINE indication. CAC at viii. Acading to Plaintiff, “[u]nlike ANCHOR, the
MARINE indication was intended to treat a musimaller and sicker patient population and to
treat a different disease (pancreatitthea than heart disease).” CAC  71.

3 Amarin’s ANCHOR study was based on a hypothésa reducing TGs in patients, when
co-administered with a statin, would lead tetatistically significant reduction in major adverse
cardiac events (“MACE"). CAC 1 10.



ANCHOR trial, and in the absea®f the completion of a longfte outcomes study that tested
the reduction of MACHmajor adverse cardiovascular evenfsAC 1 13. Plaintiff alleges that
the FDA advised Amarin at that meeting tthab long-term outcomes studies, the ACCORD-
Lipid and AIM-HIGH studies, wereongoing and were expected test the hypothesis that
reducing TGs would lead to fewer MACE. The &ARdvised Amarin that it could proceed with
the ANCHOR study, but that if the ACCORM@&AIM-HIGH outcomes studies (which were
then underway) failed to demonstrate a survivakig the FDA would be less likely to approve
Vascepa based only on the ANCHOR trial. CAQ4] Plaintiff further alleges that the FDA'’s
reservations with respect to approving &gsa for the ANCHOR indication based only on a 12-
week trial were reflected in written minutestbat meeting created lilge FDA and provided to
Amarin. CAC | 15. Plaintiff also alleges that Am&sifuture profitability at the time of that
meeting was dependent on obtaining FDA apgl to market Vascepa based on the ANCHOR

study without first being required tmnduct a long-term outcomes study.

4 Specifically, Plaintiff alleges that aactng to the FDA’s October 11, 2013 Briefing
Document, the FDA informed Amarin in July 2008 as follows:

During a pre-IND meeting witthe applicant in July 2008 . the Division noted that
there was a lack of prospective, controllelihical trial data demonstrating that
pharmaceutical reduction of non-HDL-C (or TG) with a second drug, in patients with
elevated TG Levels at LDL goal on statinerapy, significantlyreduces residual
cardiovascular risk. The Division referd trials ongoing at the time (e.g., AIM-
HIGH, ACCORD-Lipid) that, while not abléo assess the effect of specifically
lowering non-HDL-C (or TG) orclinical outcomes, would be expected to provide
important information on the incrementalnedit of adding a semd lipid-active drug

to statin therapy. It was ated that before an indication would be entertained for
Ethyl-EPA as add-on to statin therapy patients with elevated TG levels, the
applicant at a minimum would have toopide results from d2-week study with
lipid endpoints as well as initiate appaopriately designed cardiovascular outcomes
study.

CAC 1 13.



Both the ACCORD-Lipid and AIM-HIGH studies proved unsuccessful, with the test results
for ACCORD-Lipid announced in March 2010, and the discontinuation of AIM-HIGH
announced in May 2011. CAC 1 17. Plaintiff alleglat, “[n]otwithstading Defendants’ actual
knowledge, initially, that the success of the ANCHOR trial was dependent on the success of the
ACCORD-Lipid and AIM-HIGH trials, and subsequently, that the ACCORD-Lipid and AlM-
HIGH trials had been unsuccessful, defendantsiinieally failed to infem investors of the
connections drawn by the FDA among the three etUdCAC § 18. Rather, Plaintiff alleges that
“Defendants misrepresented facts with respedhe likelihood of ol#ining FDA approval for
the ANCHOR indication without REDUCE-IT,”Amarin’s own long-term prospective
cardiovascular outcomesusly in high-risk paents on statin therapy that was not initiated until
November 2011. CAC { 19; CAC at viii.

According to Plaintiff, these misrepresentaowere made “to induce Class Members to
make in excess of $226 million of investmemsAmarin securities through two secondary
offerings — on January 6, 2011 — 13.8 millidBS at $7.60 per ADS, and on July 10, 2013 —
21.7 million ADS at $5.60 per ADS.” CAC { 19. Plaintiff additionally alleges that “Defendants
were motivated to commit the fraud because #rew that Amarin was required to raise cash in
public offerings to conduct the long-term REDUCE-IT study ahat investors would be
unwilling to buy Amarin ADSs in these public ofiegs if they knew that Amarin would be
required to conduct the long-term REDUCE-ITdst at an expense in excess of $100 million to
get FDA approval.” CAC { 20. Further, “[tjheng-term REDUCE-IT study introduced an
element of cost, risk, and del#tyat would have been unacceptabd public investors.” CAC 1
21. Plaintiff alleges that “Defalants misrepresented facts with respect to the likelihood of

obtaining FDA approval for #th ANCHOR indication withouREDUCE-IT to induce Class



Members to make in excess of $260 millionimfestments in Amarin securities through two
secondary offerings — on January 6, 2011 — 13.8 million ADS at $7.60 per ADS, and on July 10,
2013 — 21.7 million ADS at $5.60 per ADS.” CAC { 22.

Plaintiff also alleges that Defendants ismepresented facts concerning the [Japan
Eicosapentaenoic acid (EPARipid Intervention Study (“*JELIS] . . . study conducted in Japan .
...m CAC 1 24. According to Plaintiff, theELLIS study, in which inveagators “concluded that
JELIS showed that the addition of EPA [very ganto the active ingredient in Vascepa, ethyl-
EPA|] to statin therapy provides additional benief preventing major coronary events,” differed
in two material ways from the ANCHORusly. CAC 11 120-25. However, Plaintiff alleges that
Defendants held out the tvetudies as equivalent in their pubdiatements to falsely indicate the
efficacy of Vascepa for the ANCHOR indication. CA 146(ii). Further, Plaintiff alleges that
Defendants misrepresented “facts concerning the use of mineral oil as a placebo in the
ANCHOR study.” CAC 1 24. Specifically, Plaintifilleges that Defendants did not express
concerns raised by Plaintiff's Confidential Wass A (“CWA”) and the FDA about the viability
of mineral oil as a placebo for the ANCHOR tribkcause the mineral oil “may not be inert.”
CAC 11 72-85, 146(iii). Plaintiff asde that due to these misregentations, “and unbeknownst
to the investing public, Amarin sedties traded at materially irdted prices throughout the Class
Period.” CAC 1 24.

On October 11, 2013, the FDA released itefbrg document for the Endocrinologic and
Metabolic Drugs Advisory Committee (“AdComineeting scheduled for October 16, 2013 (“the
Briefing Document”). CAC { 26. écording to Plaintiff, the Brieng Document revealed that
“Amarin had been informed by the FDA inly2008 that the FDA’swillingness to approve

Vascepa for use by a 36 million patient populabased only on a 12-week trial, was dependent



on the ACCORD and AIM-HIGH test results, afarther that those test results had been
unsuccessful.” CAC { 27. Plaintiéflso asserts that “the Bria§f Document called into question
whether Vascepa offered any meaningful clinibanefit to patients with high triglyceride
levels.” CAC 1 28. Upon the release of the Bng Document, Amarin’s shares declined by
$1.28 per share — from $6.37 to $5.09 — over 20% -- on volume of over 37.9 million shares. CAC
1 29. On October 16, 2013, the AdCom voted 2 tagainst approval of Vascepa for the
ANCHOR indication citing, among other mattexxncerns regarding the failure of recent
cardiovascular outcomes tria(encluding ACCORD-Lipid ad AIM-HIGH) to demonstrate
meaningful cardiovascular benefit from redantiin triglyceride levels. CAC { 30. Plaintiff
asserts that “[o]n this news, Amarin shareslihed an additional $3.16 per share—over 61% on
volume of over 105.6 million shares.” CAC | 3lairtiff further asserts that “Individual
Defendants, and other senior Amarin executivesh knowledge of tB undisclosed facts,
exercised stock options and sold Amarin AD&sunsuspecting investors on the open market,
garnering unlawful profits aéxcess of $15 million.” CAC | 32.

On November 1, 2013, Plaintiff fiflethis lawsuit. Plaintiff allges in Count One of the CAC
that Defendants’ actions amounted to securiti@ad and a violation of Section 10(b) of the
Securities Exchange Act of 1934 and Rule 10r&mulgated thereunder (“Rule 10b-5"). In
Count Two, Plaintiff asserts aaiin pursuant to Section 20(a) thie Exchange Act against the
Individual Defendants. On Jul®9, 2014, the Court consolidatéte various securities actions
against Amarin intothis single case and appointed Plaintiff as Lead Plaintiff. Thereafter,
Defendants moved to dismiss the CAC. Specificdllefendants assert that Plaintiff's claims

must fail because (1) Plaintiff has not allegeat tbefendants made a false statement or omission



and (2) Plaintiff fails to allege particularized facts giving rise to a strong inference that the

individual defendants acted with scienter.

> On March 12, 2015, Plaintiff moved to strikerppans of Defendants'eply brief in support
of Defendants’ motion to dismiss, arguing thatfdhelants’ references to the special protocol
assessment (“SPA”) governing the ANCHOR triahdt are outside pldiiff’'s Class Action
Complaint and unsupported by the tadtrecord” should be strickeRl.’s Mot. to Strike at 2.
Plaintiff indicates that the SPA “is a writteagreement between the Company, as the trial's
sponsor, and the FDA regardingetidesign, endpoints, and planngdtistical analysis of the
Phase 3 [ANCHOR] trial.” CAC 1 130. Plaintiffgues that Defendants’ references to the SPA
are inappropriate because “without the actual S&Aendments to the SPA, and the text of
communications between the F@#d Amarin, including minutes of those communications, the
public record is ambiguous whetheetBPA concerned the criteria filing of the NDA [new
drug application] or whetheétrconcerned the criteria fapprovalof the NDA.”Id. at 6.

Whether to grant a motion 8irike is within the disict court’s sound discretiodMcElroy v.
Sands Casino593 Fed. App’x 113, 116 (3d Cir. 2014) (citiMeditz v. City of Newark658
F.3d 364, 367 n.1 (3d Cir. 2011)).

As a threshold matter, motions to strike are bhbuig federal court putgnt to Rule 12(f) of
the Federal Rules of Civil Procedure&n-R. Civ. P.12(f). Rule 12(f) statem relevant part that
“[t] he court may strike from pleadingan insufficient defense @any redundant, immaterial,
impertinent, or scandalous matteld” (emphasis added).

Here, the Court denies Plaffis motion, because Plaintifioes not move to strike any
statements from a pleading; rather, Plaintiff seeks to strike statements made in a re@gébyief.
e.g, In re Schering-Plough Corp./Enhance Sec. Ljtijo. 08-CV-397 (DMC), 2009 WL
1410961, at *2 (D.N.J. May 19, 2002}, United States v. Cone§89 F.3d 365, 379 & n.5 (5th
Cir. 2012); 5C @ARLES ALAN WRIGHT ET AL., FEDERAL PRACTICE AND PROCEDURE§ 1380 &
n.8.50 (3d ed. 2012) (“Rule 12(f) motions only maydoected towards pleiéings as defined by
Rule 7(a); thus motions, affidavits, briefs, asttier documents outside of the pleadings are not
subject to Rule 12(f).”)see alsdeD. R.Civ. P. 7(a).

In the alternative, Plaintiff argues that in #neent that Defendants attached the SPA in their
opposition brief, “the Court ‘must’ convert the motion to a motion for summary judgment
pursuant to Fed. R. Civ. P. 12@hd allow Plaintiff plenary discowg” Pl.’s Br. at 9. However,
Defendants did not provide the SPA to the Cotwdst Plaintiff's alternatie request is denied as
moot.

Finally, 1 note that Defendants’ reply brief dorot materially relyon the substance of the
SPA. Rather, Defendants make limited referertoethe SPA, mostly to argue that Plaintiff
failed to allege that the SPA statedatththe success of the ACCORD, AIM-HIGH and
IMPROVE-IT studies was a condition to approving the ANCHOR indication. Defs.” Reply Br. at
5-6. Given the several substantive referenceth@oSPA that Plaintifhimself makes in his
Complaint,seeCAC 11 69, 79, 99, 129, 130, 143, 194, 198, 199, 211-13, 215, 233, 249, 260,
262, 282, 286, 322, the Court does not find Defatelareferences to the SPA to be
inappropriate on its face. In any event, the Coull of course examine Defendants’ arguments
under the Rule 12(b)(6) standard discussé@, which assumes Plaiffts factually supported
allegations to be true unless explicitly contradicted in documents which (1) are integral to, or
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. Standard of Review

When reviewing a motion to dismiss on the giags, courts “accept lalactual allegations
as true, construe the [compldinh the light most favorable to the plaintiff, and determine
whether, under any reasonable iagf the [complaint], the platiff may be entitled to relief®’
Phillips v. Cnty. of Allegheny515 F.3d 224, 233 (3d Cir. 200&itation and quotations
omitted). InBell Atlantic Corp. v. Twomb}\650 U.S. 544 (2007), the Supreme Court clarified
the Rule 12(b)(6) standard: tifectual allegations set forth im complaint “must be enough to
raise a right to relief above the speculative leviel.”at 555. As the That Circuit has stated,
“[tIhe Supreme Court'§womblyformulation of the pleading andard can be summed up thus:
‘stating ... [a] claim requires @omplaint with enoughaictual matter (taken drsue) to suggest’
the required element. This ‘domet impose a probability requiremt at the pleading stage,’ but
instead ‘simply calls for enough facts to raiseasomable expectation that discovery will reveal
evidence of' the necessary elememtiillips, 515 F.3d at 234 (quotingwombly 127 U.S. at
555); see also Covington v. Int'l Ass'n of Approved Basketball Offictdie F.3d 114, 118 (3d
Cir. 2013) (“[A] claimant does ndtave to set out in detail éhfacts upon which he bases his
claim. The pleading standard is not akinatgrobability requirement; to survive a motion to

dismiss, a complaint merely has to state a plausible claim for relief.” (citations omitted)).

relied upon, in Plaintif's Complaint and (2) publichvailable, attached tine parties’ moving
briefs, or indisputably authenti re Burlington Coat Factory Sec. Litigl14 F.3d 1410, 1426
(3d Cir. 1997);Mayer v. Belichick 605 F.3d 223, 230 (3d Cir. 2010) (Courts may consider
"exhibits attached to the complaint, matters public record, [or]undisputedly authentic
documents if the complainant's cle are based upon these documents&e also, e.g.
Cichonke v. Bristol Twp.No. CIV.A. 14-4243, 2015 WL 1345439, at *7 (E.D. Pa. Mar. 25,
2015).

® Though Defendants did not attach the SPA @irthriefs, they do atth 27 other exhibits.
The Court will only consider, when relevant, the @ttd documents that are integral to, or relied
upon, in Plaintiff's Complaint and will note when it doesIsore Burlington Coat Factoryl14
F.3d at 1426.



In affirming thatTwomblys standards apply to all motiorte dismiss, the Supreme Court
explained several principles. Firehe tenet that a court must accept as true all of the allegations
contained in a complaint is inapplicable to legal conclusiofsticroft v. Igbgl 556 U.S. 662,
678 (2009). Second, “only a complaint that statesagible claim for reliesurvives a motion to
dismiss.”ld. at 679. Therefore, “a coucbnsidering a motion to disss can choose to begin by
identifying pleadings that, because they aremmre than conclusions, are not entitled to the
assumption of truth.ld. Ultimately, “a complaint must do more than allege the plaintiff's
entitlement to relief. A complaint has tdh®n’ such an entitlement with its fact&zowler v. U
PMC Shadysides78 F.3d 203, 211 (3d Cir. 280 However, “a districtourt ruling on a motion
to dismiss may not consider matters extranetmushe pleadings . . . [although a] limited
exception exists for documents that are integrairtexplicitly relied upon in the [complaint].”
W. Penn Allegheny Health Sys., Inc. v. URME7 F.3d 85, 97 n.6 (3d Cir. 201€9rt. denied
132 S.Ct. 98 (2011) (citation and imal quotation marks omitted).

The Third Circuit has reiteratl that “judging the sufficiencef a pleading is a context-
dependent exercise” and “[sJome claims requirgenfactual explication than others to state a
plausible claim for relief.Id. at 98. That said, the Rule 8 pleading standard is applied “with the
same level of rigor in all civil actionsld. (quotinglgbal, 556 U.S. at 684).

“Independent of the standard applicable to Riéb)(6) motions,” Rul®(b) of the Federal
Rules of Civil Procedure requires a heightenedging standard for claims sounding in fraud or
mistake.In re Rockefeller Ctr. Properties, Inc. Sec. Litigl1l F.3d 198, 216 (3d Cir. 2003ge
also Fep. R. Civ. P. 9(b) (“In alleging fraud or mistake, party must state with particularity the
circumstances constituting fraud or mistakelitdg intent, knowledge, and other conditions of a

person's mind may be alleged generally.”).



In addition to Rule 9(b)’'s heightened plaagl requirements, Congress enacted the Private
Securities Litigation Reform Act of 1995 (“PSLRA”) 15 U.S.C § &uiseqto require an even
higher pleading standard for plaintiffsitoging private securities fraud actioris. re Suprema
Specialties, Inc. Sec. Litig438 F.3d 256, 276 (3d Cir. 2006). The purpose of requiring
particularized pleadings is to prevent abusive securities litigaties.Tellabs, Inc. v. Makor
Issues & Rights, Ltd551 U.S. 308, 313 (2007) (“Private securities fraud actions . . . if not
adequately contained, can émployed abusively to impose substantial costs on companies and
individuals whose conduct conforms to the lavWierrill Lynch, Pierce, Fenner & Smith Inc. v.
Dabit, 547 U.S. 71, 81 (2006) (identifying “ways which the class-action device was being
used to injure the entire U.8conomy” and listing examples suah “nuisance lings, targeting
of deep-pocket defendants, xatious discovery requestsnda manipulation by class action
lawyers of the clients whom they purportedlypnmesent . . . ") (internal quotes and citations
omitted).

The PSLRA provides two distinct pleading regments, both of which must be met in order
for a complaint to survive a motion to dismissstitutional Investors Group v. Avaya, In664
F.3d 242, 252 (3d Cir. 2009). First, under 15 U.8C8u—-4(b)(1), the complaint must “specify
each allegedly misleading statement, why theesiaht was misleading, and, if an allegation is
made on information and belief, all factgoporting that belief wh particularity.” Winer Family
Trust v. Queern03 F.3d 319, 326 (3d Cir. 2007) (constgiil5 U.S.C. 8§ 78u—4(b)(1)). Second,
the complaint must, “with respetd each act or omission alleged to violate this chapter, state
with particularity facts giving riséo a strong inferendiat the defendant at with the required

state of mind.” 15 U.S.C. § 78u—4(b)(2).

" The PSLRA states, in pertinent part:
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Both provisions of the PSLRA require fadb be pled with “particularity.Avaya,564 F.3d
at 253. This particularitjanguage “echoes preciselgd: R. Civ. P. 9(b).”In re Advanta Corp.
Sec. Litig.,180 F.3d 525, 534 (3d Cir. 1999geFeD. R.Civ. P. 9(b) (“[A] party must state with
particularity the circumstances constitutinguilaor mistake.”). Indeed, although the PSLRA
replaced Rule 9(b) as the pleading standard gowgprivate securities class actions, Rule 9(b)'s
particularity requirement “is comparable to arffbetively subsumed by ehrequirements of [8
78u—4(b)(1) of] the PSLRA.Avaya,564 F.3d at 253 (citations omitted). This standard “requires
plaintiffs to plead the who, what, when, whened how: the first paragraph of any newspaper
story.” Advanta,180 F.3d at 534 (internal quotation marks omitted).

1. Analysis

Defendants argue that Plaintiffiliato state a claim for sectias fraud because Plaintiff does
not sufficiently allege that Defelants (1) made a materially falstatement or omission or (2)
acted with scienter. “To state claim under Section 10(b) ofettExchange Act and SEC Rule

10b-5, the plaintiff must prove: Yl material misrepresentai or omission by the defendant;

(b) Requirements for securities fraud actions
(1) Misleading statements and omissions
In any private action arising under this chapter in which thetpgfaatieges that the defendant-
(A) made an untrue statement of a material fact; or
(B) omitted to state a material fact necessary in order to make the statements
made, in the light of the circumstancesuinich they were made, not misleading; the
complaint shall specify each statement alklegehave been misleading, the reason or
reasons why the statement is misleading, arat) dllegation reganag the statement or
omission is made on information and belief, ¢benplaint shall state with particularity all
facts on which that belief is formed.
(2) Required state of mind
In any private action arising under this chapter in which the plaintiff may recover money
damages only on proof that the defendant aciddawparticular state of mind, the complaint
shall, with respect to each actamnission alleged to violate thihapter, state with particularity
facts giving rise to a strong imence that the defendant acteidbwthe required state of mind.

15 U.S.C.A. § 78u—4(b)(1), (2).
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(2) scienter; (3) a connection bet@n the misrepresentat or omission and the purchase or sale
of a security; (4) reliance upon thesrepresentation or omissigi®) economic loss; and (6) loss
causation.”Universal Am. Corp. v. Partners Highcare Solutions Holdings, L.P61 F. Supp.
3d 391, 395 (D. Del. 2014yuotingAmgen Inc. v. Conn. Ret. Plans & Trust Funds; U.S. —
—, 133 S.Ct. 1184, 1191-92 (2013)).
a. Whether Plaintiff Has Aliged that Defendants Mada False Statement or
Omission

Defendants argue that Plaintiff has failed tege that Defendants made a materially false
statement or omissioThe CAC asserts that Defendants mttee sets of false statements or
omissions, and the Court will examine each set in turn.

1. First Set of Statements — Importanof the ACCORD and AIM-HIM Studies

First, Plaintiff asserts that “on no fewer than nine occasfdbsfendants misrepresented that

8 The nine statements at issughie first set of allegedly false statements or omissions are as
follows. The first three statemisnpre-date the Class Period.

(1) On September 11, 2009, Amarin held a caeriee call in which it stated, “And we're
also in discussion with the FDA about — pube long-term this is not required for
approval, but a CV outcome study to demonstthe reduction in cdiovascular risk.”
CAC 1127 n.10.

(2) On May 13, 2010, Amarin issuedl press release stating, ifesant part, that “[tlhe
results of an outcome study are not requiced=DA approval of the broader indication.”
CAC 1127 n.10.

(3) On August 10, 2010, Amarin issued a preslease stating, in relevant part, that
“[oJutcomes study are not required foDA approval of this broader [ANCHOR]
indication for VASCEPA.” CAC 1 127 n.10.

(4) On January 6, 2011 Amarin issued a Progpe Supplement on Fo 424B5 for an

offering of 12 million American Depositary Slearat a price to the public of $7.60 per
ADS which stated in relevant part:

12



In order to obtain a separate indicatifor Vascepa based on the ANCHOR trial
results, the Food and Dru@dministration, or FDA, rquires that we have a
clinical “outcomes study” substantialljnderway at the time of filing a New Drug
Application, or NDA. If we elect to seethis separate indation in our initial
NDA filing and commence an outcomes stude will need to seek additional
financing, through a commercial partner dnestvise. The results of an outcomes
study are not required for FDA approvaf the broader indication, and an
outcomes study is not required for the cadion being studied in the MARINE
trial.

CAC 1 158.

(5) “On March 16, 2011, Amarin filed its Form Xfor the period ending December 31,
2010. CAC 1 162. The Form 10-K sdi ‘[ijn order to obtaira separate indication for
Vascepa based on the ANCHOR trial resuhg, FDA requires that we have a clinical
outcomes study substantially underway at theetof the NDA filing.The results of an
outcomes study are not required for FDA apait of the broader indication.” CAC
163. “In further describing the ANCHOR trighe Form 10-K reitetad, ‘[ijn order to
seek approval of this potentially expaddadication, we will be required to have
substantially enrolled subjects in a medicaitcomes study at the time of our NDA
submission. We are in the praseof defining the clinical il design for the outcomes
study. We do not anticipate initiating the canes study until after the ANCHOR trial is
complete. The results of this outcomstidy are not required for approval of the
indication studied in the ANCHOR trial; the lgmequirement is that the outcomes study
is substantially underway.” CAC | 164.

(6) “On April 18, 2011, prior to the opening of theS. securities markets, Amarin released
results from the ANCHOR trial . . . CAC § 171. “The April 18, 2011 press release
contained the . . . statement that ‘the hssaf an outcomes study are not required for
FDA approval of the broader [ANCHOHhdication . . . .”” CAC { 174.

(7) “During the First Quarter 2011 earnings callkZaewski . . . went on to discuss plans for
submitting the MARINE NDA and referenceNCHOR stating that “[a]Jn outcomes
study must be substantially enrolled, busuies are not requirech order to secure
approval of an indication based o tANCHOR trial results.” CAC { 186-87.

(8) On February 29, 2012, Amarin filed its Annual Report on Form 10-K for year ended
December 31, 2011. The company stated that “[b]Jased upon feedback from the FDA and
in accordance with the SPA for the ANCHG@Ridy, we do not believe that the results of
the REDUCE-IT outcomes study are requireddpproval of the indication studied in the
ANCHOR trial.” CAC 1 213 (interal quotation marks omitted).

(9) “In its Form 10-K for fiscal 2012, filedvith the SEC on February 28, 2013, Amarin
reiterated its prior misrepresentatiomsl amissions with respect to the ANCHOR study.
The Form 10-K stated that:
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the long-term REDUCE-IT study wawt required to be completed for FDA approval of the
ANCHOR indication, when Defendants knew thatts@a study was likelyo be required, per

Amarin’s July 2008 meeting with the FBAn which the FDA indicated that the outcomes of the

Based on communications with the FDA, Welieve that we are required to be
“substantially underwaywith a cardiovascular outooes study at the time of the
submission of our sNDA [supplementalwnérug application] seeking approval
of the ANCHOR indication. We believedhwe achieved this requirement prior
to submitting the sNDA. However, there che no assurance that the FDA will
agree with our assessment or thaythvill accept our sSNDA for the ANCHOR
indication. We do not believihe final results of #n REDUCE-IT study will be
required for FDA approval of Vaspa for the ANCHOR indication.

CAC 1 261.

® Plaintiff filed his complainby relying on the FDA’s Oober 16, 2013 Briefing Document,
which was prepared in advance of the Endoalic and Metabolic Drugs Advisory Committee
Meeting at which the FDA brought the supplemental application for Vascepa to the Advisory
Committee. The Briefing Document was madelijpavailable in Otober 2013. The Briefing
Document stated, irelevant part, that

During a pre-IND meeting with the appdict in July 2008 . . . the Division noted
that there was a lack of prospective, cadigrbclinical trial data demonstrating that
pharmacological reduction of non-HDL-Cr(@G) with a second drug, in patients
with elevated TG levels at LDL goal orash therapy, significaly reduces residual
cardiovascular risk. The Division refersd trials ongoing at the time (e.g., AIM-
HIGH, ACCORD-Lipid) that, while not abléo assess the effect of specifically
lowering non-HDL-C (or TG) orclinical outcomes, would be expected to provide
important information on the incrementalnedit of adding a semd lipid-active drug
to statin therapy. It was atd that before an indication would be entertained for
Ethyl-EPA as add-on to statin therapy patients with elevated TG levels, the
applicant at a minimum would have toopide results from d2-week study with
lipid endpoints as well as initiate appopriately designed cardiovascular outcomes
study. This outcomes study, known as REDUCEis ongoing ands investigating
whether the addition of AMR1014 g daily ehorates residual cardiovascular risk
among patients at high CV risk who hawederate hypertriglyceridemia at LDL-C
goal on statin therapy. The study desi¢msboth ANCHOR and REDUCE-IT were
agreed to by the Division undspecial protocol assessments.

CAC 1 13;see alsd-DA October 16, 2013 Brimmg Document at 37.
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long-term ACCORD and AIM-HIGH trial§ would provide “importaninformation,” and both
trials were ultimately unsuccessf@leeCAC {1 127; 158; 163; 164; 16836174, 187; 213; 261,
281-84Defendants attach the FDA's Meeting Minutestheir motion and contend that their
allegednon-disclosure of the FDA’s 2008 comment\@ actionable because (1) they had no
duty to disclose the FDA comments and (2) stegements Defendants did make were not false
or misleading.

In response, Plaintiff argues tHfiihe FDA’s statements to Amarin regarding the importance
of the ACCORD and AIM-HIGH studies[Jweressential to any discamn of approval of

Vascepa, and thus Defendants had a duty teatethat information.” Pl.’s Opp. Br. at 13-14.

Defendants also attach to their motion fhly 2008 FDA meeting mutes, which are not
publicly available and were not available to Ridgi at the time he filed his Complaint. The
meeting minutes indicate that thB A stated, in releant part, that:

Although levels of non-HDL-C correlate wittisk for CVD in some studies, we
are not aware of any prospective, contblinical trial data demonstrating that
pharmacological reduction of non-HDL-C (or Y®ith a second drug in patients with
elevated TG levels at LDL goal on statlrerapy significantlyreduces the residual
risk for CVD. The AIM-HIGH, ACCORD and IMPROVE-IT studies, while not
designed to address this specificpgan knowledge, will provide important
information on the incremental benefit afding a second lipid-active drug to statin
therapy.

Thus, before we would entertain graugtiEthyl-EPA an indication as add-on to
statin therapy in patients with elevated T&sels, Amarin would at a minimum have
to provide us with the results from 12-week study similar to what you have
proposed with Study B, and you would haeeinitiate an apmpriately-designed
cardiovascular outcomes study such thatttia¢ was well under way at the time we
reviewed the results from Study B.

July 14, 2008 FDA Pre-IND Meeting Notes at 9-10. The Court finds that the Meeting
Minutes are integral to Rintif's Complaint, and, accordingly, may consider the
document without converting this motionto a motion for summary judgmenn re
Burlington Coat Factory114 F.3d at 1426.

10 According to Defendants, the results frahe third long-term study referenced in the
Meeting Minutes, the IMPROVE-IT study, weneot released until November 17, 2014;
Defendants assert that the IMPROVESlidy was successful. Defs.’ Br. at 1.
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Plaintiff acknowledges that the FDA did not stdthat the success of the two trials was a
‘condition’ to approval.” Pl.’s Opp. Br. at 10 n.8owever, Plaintiff argue “that the failure of
the trials was ‘important information’ that made it ‘substantially less likely’ that Amarin would
obtain approval* Id.

Section 10(b) and Rule 10b-5 “dwt create an affirmative dutto disclose any and all
material information.”Matrixx Initiatives, Inc. v. Siracusane— U.S. ——, 131 S.Ct. 1309,
1321 (2011). Rather, “[d]isclosure is required only when necessary ‘to make . . . statements
made, in the light of the circumstances unddich they were made, not misleadingld.
(quoting 17 C.F.R. § 240.10b-5(b3gee alscCity of Edinburgh Council v. Pfizer, Inc/54 F.3d
159, 174 (3d Cir. 2014)n re Burlington Coat Factory Sec. Litigl14 F.3d 1410 (3d Cir. 1997)
(“[P]ossession of materiaonpublic information alone does not create a duty to disclose it.”).

Here, the Court does not find that Defendants dnauty to disclose the FDA's full comments
from the 2008 meeting. The Briefing Documentiahe Meeting Minutes characterize the FDA's
position as: “thdrials ongoing at the time (e.g., AIM-BH, ACCORD-Lipid) . . . , while not
able to assess the effect of specificallwdoing non-HDL-C (or TG) on clinical outcomes,
would be expected to providenportant information on the incremental benefit of adding a
second lipid-active drutp statin therapy CAC { 13;see alsd-DA October 16, 2013 Briefing
Document at 37Qct. 16, 2013 AdCom Testimony of MaRoberts (“Specifically, the sponsor

was told the AIM-HIGH, ACCORD, and [IMJROVE-IT studies will provide important

11 Plaintiff's characterization othe FDA’s position in his opposition brief shifted slightly
from his position in the Complaint, in which Rigff asserted that “the success of the ANCHOR
trial was dependent on the success of the ARDQIipid and AIM-HIGH trials.” CAC { 18.

2 Similarly, the FDA July 2008 meeting minutetate that “[tihe AIM-HIGH, ACCORD,
and IMPROVE-IT studies, while not designed tideess this specifigap in knowledge, will
provide important information on the incremertiahefit of adding a sead lipid-active drug to
statin therapy.” July 14, 2008 FDRre-IND Meeting Notes at 9-10.
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information to the incremental benefit of addimgecond lipid active drup statin therapy.”).
Meanwhile, Defendants’ statements indicatat tvhile the FDA woud require an outcomes
study to be completed before entertaining ariegion for a more specific indication than the
ANCHOR indication, such a study was metuired to be completed to obtain approval for the
ANCHOR indication itself* SeeCAC 1 127 n.10, 158, 163, 164, 174, 187, 213, 261.

Plaintiff argues that even though the FDAd dnot require the outcomes studies to be
completed, Defendants had a duty to disclosedbethat the FDA consided the results of the
outcomes studies that were underway toifeortant, and failure to do so, constitutes a
misleading statement or omission such that @suistain a securities fraud action. However, the
case law does not supporabitiff's assertion.

The Third Circuit's recent decision @ity of Edinburghis instructive. In that securities
litigation case, which involved Pfizer's statememtade to investors in connection with the FDA
approval process involving an expeental Alzheimer’'s drug, thelaintiffs argued that the
“defendants had a duty to speak fully and tritlif about the [experimental drug’s] Phase 2
interim results because they put the subjecplay’ by discussing those results publicly. Instead
of concealing material information about theor Phase 2 interim results, the Funds allege
defendants should have either disclosed thase pesults or admitted they had changed their
criteria for initiating the Phase 3 trialCity of Edinburgh 754 F.3d at 174. However, the Third

Circuit found that “[n]Jone of these statementsigatie] characterized or made affirmative claims

13 According to the July 2008 Meeting Minute&marin met with the FDA to discuss
potential development plans fawo indications: (1) “[a]s an adjunct to diet to reduce triglyceride
(TG) levels in adult patients with very hidiG levels” (the ANCHORndication) and (2) “[a]s
an adjunct to diet to reduce TG levels in agaltients with high TG levs not controlled by diet
and HMG CoReductase (statin) therapy” (an uwmed and more specific indication than the
ANCHOR indication, which Amarin apparently abandon&geJuly 14, 2008 FDA Pre-IND
Meeting Notes at 4, 9-10.
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about the Phase 2 interim results” and, thueféddants did not have a duty to disclose
additional information because they mentionedRhase 2 interim results as one factor in their
decision to initiate Phase 3Id. at 174-75. Similarly, here, gded, none of Defendants’
statements affirmatively characterized the imgace of the outcomes studies; Defendants are
merely alleged to have stated, correctly, that studies were not required to be completed in
order for the ANCHOR indication gpcation process to continuéiough they would have to be
completed if Amarin wished to applpr a new, more specific, indicatoBee also Oran v.
Stafford 226 F.3d 275, 285 (3d Cir. 2000) (findingaththe defendant “did not make any
‘affirmative characterization’ that the FDA'pf@oval was based on a coletie review of every
piece of relevant medical information . . . . [Ijather . . . made a simple (and accurate) factual
assertion that the FDA had found that Redud bha ‘acceptable safety profile’ following a
‘thorough review of more thad7 clinical trials™); The Winer Family Trust v. Queeilo.
CIV.A. 03-4318, 2004 WL 2203709, at *7 (E.D. Pa. Sept. 27, 2@0J sub nom. Winer
Family Trust v. Queerb03 F.3d 319 (3d Cir. 2007) (“Rule 16b-. . prohibits only misleading
and untrue statements, not statements thainaoemplete. Often, a statement will not mislead
even if it is incomplete or does nibiclude all relevanfacts.”) (quotingBrody v. Transitional
Hopsitals Corp, 280 F.3d 997, 1006 (9th Cir. 2002)) In re Medlmmune, Inc. Sec. Liti73
F. Supp. 953, 966 (D. Md. 1995) (“Mere qtiesing by the FDA imposed no duty upon
Defendants either to trim badhkeir opinions as to the efficacf the drug or to report to the
public the FDA staffers' quasns as they arose.”).

Plaintiff relies onin re Viropharma Inc. Securities Litigatipr21 F.Supp. 3d 458 (E.D. Pa.
2014), in which the district court examined, idek@ant part, the defendants’ statements “that

based on the changes|tbeir drug’s] label, tb Company expected to reap record sales on their
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exclusivity-protected” drudd. at 470. The district court in thaase found that the plaintiffs had
adequately alleged that defendants’ omissioegarding the FDA’s conclusions regarding
deficiencies in a pharmaceutical study weretemal because the FDA’s conclusions “bore
directly on the exclusivity issue.” 8pifically, the plaintiffs alleged thatthe FDA told
Defendants that the studies upon which Defendaad¢ed their new labelid not and could not
meet the QI Act standards for exclusivityd. at 470. HoweverYiropharmais distinguishable.

In that case, the defendants made affirmativeesaprtations about the probability that their new
label would be approved in spite of the FDA@nclusion that the studhat defendants wanted
to use in support of their label changes “was not adequate and well contradledt” 469
(internal citations and quotation marks omittedere, however, the FDA did not issue any
conclusions about the studiesiggue, nor did they make angquirements about how far along
or successful the studies had to be in pfde the FDA to consider approving the ANCHOR
indication. Rather, as pled Wylaintiff, the FDA merely comented that the studies would
provide important information. Such a commentsloet transform defendants’ statements into

material omissions as Wiropharma*

14 0On April 13, 2015, Plaintiff submitted a supplenta letter to the court, arguing that the
Supreme Court’s March 2015 decision @mnicare, Inc. v. Laborers Dist. Council Constr.
Indus. Pension Fund135 S.Ct. 1318 (2015) supports itsspion that Defendants made
materially false or misleading statements regarding the importance of the ACCORD and AlIM-
HIGH studies. InOmnicare the Supreme Court examined @&t 11 of the Securities Act of
1933, which provides a private right action for any person acquig security in a company
making a public offering and whose registratioatestnent, “when such part became effective,
contained an untrue statement of a material fact or omitted to state a material fact required to be
stated therein or necesgdo make the statements thereiot misleading.” 15 U.S.C. § 77k(a).
The Supreme Court considered hopinion statements made irethegistration statement should
be treated under Section 11 dodind that (1) “a sincere statentesf pure opinion is not an
‘untrue statement of material fact,” though amsincere statement of opinion or a statement
supplying an underlying untrue fact may be; and“{f2a registration stament omits material
facts about the issuer's inquiry into or knowledgacerning a statement of opinion, and if those
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Therefore, Plaintiff fails to ale that the first set of statements were materially false or
misleadingt® and, thus, the first set of statemeuis pled, do not support at 10b-5 action.
2. Second Set of Statements — Mih@# Placebo in ANCHOR trial
Second, Plaintiff asserts that “Defendants seggped concerns regardithe use of mineral
oil as the placebo in the ANCHOR trialSeeCAC 1Y 72-85; 143; 249. 8gifically, Plaintiff
alleges that Defendants stated, on numerous iecsasthat “(i) the use of mineral oil as a
placebo did not raise any speciftoncerns with respect to the anticipated approval of the

ANCHOR sNDA [supplemental new wly application] by late 2013, (ii) that the ANCHOR study

facts conflict with what a reasonable investawhd take from the statement itself, then § 11's
omissions clause creates liabilitymnicare 135 S.Ct. at 1326, 1329.

While the Court noted that the principles considere@mnicare “inhere, too, in much
common law respecting the tat misrepresentationjd. at 1330, | do not find thaDmnicare
changes my analysis in this cablere, assuming, without deciding, til@mnicareapplies in the
Section 10(b) context, | find that the omitted fact in Defendants’ opinion statements at issue—
that the FDA commented that the ACCORBd AIM-HIGH studies’ outcomes would produce
“important information”—does notanflict with what a reasonablevestor would take from the
statements themselves. Again, Defendants metabted that a long-term outcomes study, which
was already underway, was not required tocbmpleted for the ANCHOR indication to be
approved; that the completion of any othechtsistudies underway auld provide important
information does not conflict with those statements.

15 Defendants also separately argue that their first set of statements is not materially false or
misleading because Plaintiff “does not identfyy statement rendered false or misleading by the
information Amarin actually omitted.” Defs.” Br. at 12—-13. The Court does not view this
argument as separate from Dadants’ underlying argument thitere was no duty to disclose
the FDA’s comment that the outcomes studiesild provide important information. Because
“[d]isclosure is required . . . only when necesséaoymake . . . statements made, in the light of
the circumstances under which they were made, not misleadtagrixx, 131 S.Ct. at 1321,
Defendants had no duty to discldsere because the statements they made on the subject were
not misleading; inherent in that conclusionthe notion that Plairffi “does not identify any
statement rendered false or misleading by tf@nmation Amarin actually omitted.” Defs.” Br.
at 12.

16 pDefendants further allege that the first set of statements were not materially false or
misleading because (1) Amarin’s statements avegepted by the safe harbor for forward-looking
statements, (2) the allegedly false statemargsinactionable puffery, and (3) the truth on the
market doctrine bars Plaintiff’'s claims. Besa | have found that the statements are not
materially false or misleading, | need notsider Defendants’ @rnative arguments.
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achieved its primary and secondanydpoints, and (iii) that Amar anticipated approval of the
ANCHOR sNDA without completing an outcomes studfl of which was materially false and
misleadingt’ because “[a]ccording to@hFDA’s statements at thvisory Committee Meeting,
the FDA'’s [concerns] with the use of mineddl as placebo was shared with Amarin prior to the

AdCom.™® CAC { 143(iii). Defendants argue that thaileged omissions about the mineral oil

17 Plaintiff alleges that Defendantsade statements to this effect at least thirty times, on the
following occasions: (1) the November 29, 2010 press release, (2) the December 16, 2010 press
release, (3) the January 6, 2(Hrbspective Supplement, (4) the 2010 Form 10-K, (5) the March
17, 2011 conference call, (6)ettApril 18, 2011 press release announcing the ANCHOR trial
results, (7) the April 18, 2011 conferencdl,cg8) the May 10, 2011 press release announcing
first quarter 2011 operating rdts) (9) the May 10, 2011 confarce call, (10) the August 9,

2011 press release, (11) tAegust 10, 2011 earnings calll?) the November 7, 2011 press
release, (13) the November 8, 2011 earnings call, (14) the January 3, 2012 letter to shareholders,
(15) the 2011 Form 10-K, (16) the Febru@8; 2012 press release, (17) the February 29, 2012
conference call, (18) the May 8012 conference call, (19) a cordace call following the July

26, 2012 announcement that Amarin had receiygudaval for the MARINE indication, (20) the
August 8, 2012 press release announcing seconceqrértl operating results, (21) the August

8, 2012 earnings call, (22) the November 8, 26a@ference call, (23) the February 26, 2013
press release, (24) the Febwu@8, 2013 press release, (26 February 28, 2013 conference

call, (26) the 2012 Form 10-K, (27) the W&, 2013 press release, (28) the May 9, 2013
conference call, (29) the June 19, 2013 annement of an Advisory Committee for the
ANCHOR sNDA, (30) the July 10, 2-013 Prospectus Supplement, and (31) the August 8, 2013
press release and conference call. CAC  146@9;alsaCAC 11 146-147, 149, 153, 158, 162—

164, 168-169, 172, 174-175, 180, 181, 183-187, 194-198, 201-202, 204-208, 211-213, 215-
217, 220-222, 224, 231-234, 240, 241, 243-245, 2492836 266, 268, 274, 275, 281, 286—

288.

18 Plaintiff’'s specific allegations about the viatyilof mineral oil as a placebo are detailed
below. The ANCHOR trial utilized mineral odls a placebo. CAC  74. “The ANCHOR study
demonstrated adverse lipidsteresults on placebo compared to baseline statin therapy —
including an increase in LDL-Gf 8.8% and TGs of 5.9% -- rang the possibility that mineral
oil was not inert and had an adverse impact on absorption of the statin.” CAC | 76. “Moreover,
the treatment arm (Vascepa plstsitin) resulted in a 1.5% drease in LDL-Cover baseline.
Therefore, in absolute terms, Vascepa diddexdrease the reading of LDL-C in the ANCHOR
study, but rather only decressthe reading relatiie placebo.” CAC  77.

In September 2011, Confidential Witness £YWA”"], a senior director of clinical
research and medical affairs at Amarilmonreported to Paresh Soni, Senior Vice
President, Head of Development, was @ned that the mineral oil placebo was not
inert and had an adverse impact on the absorption of the statin, which resulted in the
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placebo used in the ANCHOR trial are not mialey false or misleading because (1) “[a]
company has no duty to discloSaternal debate” regarding its trials (especially so when the

position management has taken is consistetit a/ negotiated protocol approved by the FDA)

8.8% increase in LDL-C and 5.9% increasel & readings in the control arm. Soni
informed [CWA] that he too was concechéhat mineral oil was not inert and had
discussed his concernstivdefendant Zakrzewski.

CAC 1 78.

Because of his concernittv mineral oil as the placebo, [CWA] recommended to
[] Soni and Rene Braeckman (Head of Depenent Operations) that Amarin conduct
a . .. study to compare mineral oil placebadon oil and oliveoil to determine if
there were effects on results [and potentially modify the newer REDUCE-IT study].
Other similar studies of drugs with similar viscosity and taste to Vascepa at the time
were using olive oil or corpil placebos. Soni and Braenkn rejected any potential
study or modifications to the REDUCE-Iprotocol because the SPA had been
approved by the FDA and the ANCHOR stuiyd been conducted with mineral oil
as the placebo. Zakrzewski told [CWA] that he would not allow any change to
REDUCE-IT and that this study would mesetbudget number and not to answer a
scientific question and that Amarin ‘wa®t moving backwards.” Zakrzewski told
[CWA] that he was not changg any studies that would affect the time line of when
Amarin could file the sNDA with the FDA for the ANCHOR indication.

CAC 1 79.

“As stated . . . in the [FDA’s] Octobetl, 2013 Briefing Document to the Advisory
Committee and at the Advisory Committee meetiself, the FDA shared [CWA's] concern that
mineral oil was not inert and stated that it had with Amarin to discuss the issue in advance of
the Advisory Committee hearing — thus confirmjplgintiff's allegations that Defendants’ had
actual knowledge of the risk that mineral oil wast inert and misreprese the true facts to
investors.” CAC { 83see alsoCAC { 313 (Plaintiff's allegationguoting an FDA official's
testimony at the AdCom meeting in which th&iomal allegedly staéd, “we discussed our
concerns with the sponsor and asked that tasly the REDUCE-IT data monitoring committee
with evaluating the accruing lipid data with thegsncern in mind”). Therefore, according to
Plaintiff, “Defendants knew thahe ANCHOR test results indicatéidat mineral oil may not be
biologically inert, refused to conduct further testad misrepresented the truth with respect to
the ANCHOR results to investors.” CAC 1 84.

However, Plaintiff does not specify in the CAvhen Defendants allegedly became aware of
the FDA'’s concernsSee generallCZAC.

The credibility of CWA's allegations is examingdra in the Court’s disgssion of scienter.
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and (2) “Plaintiffs also fail to allege thahyaffirmative statement was rendered misleading by
the alleged omission.” Defs.’ Br. at 18-19.

At the outset, to the extent that the moranttthirty statements highlighted by Plaintiff
indicated “that Amarin anticgged approval of the ANCHOR sNDA without completing an
outcomes study,” such statements are opiniornishwdio not contain underlying untrue facts and
are thus not materially false or misleadingless Defendants knew them to be false or
misleading at the time they were ma&ee, e.g.Dutton v. Harris Stratex Networks, In@70
F.R.D. 171, 178 (D. Del. 2010).

Here, the Court does not find Defendants’ statements about the progress and likelihood of
success of the ANCHOR trial to be materially false or misleading at the time they were made, for
multiple reasons. First, Plaintiff does not plagadt any FDA concerns about the mineral oil
placebo were so serious agtace the ANCHOR trial andhais, FDA approval of the ANCHOR
indication, in jeopardy; in fact, &htiff indicates thathe FDA approved the af mineral oil as
a placebo in its SPA with AmarigGeeCAC { 79. Because Plaintiff faite plead that the FDA’s
concerns were so concrateserious as to derail the ANCHOR trial or indicattd®Jaintiff fails
to plead that Defendants’ statements expressing optimism about the ANCHOR trial's progress
were materially false or misleading so asdquire the disclosuref those concern§ee, e.glin
re Sanofi Sec. LitigNo. 13 CIV. 8806 PAE, 2015 WB65702, at *18 (S.D.N.Y. Jan. 28, 2015)
(finding that defendants’ omigsis regarding FDA concerns abaatclinical trial to not be
materially false or misleading statement becd{despite the concerns the FDA had expressed

about the design of the clinical trialsallowed those trials to proceed.®f. In re Medimmune,

¥ ndeed, the July 2008 Meeting Minutes indictdtat any FDA concerns expressed at that
time regarding the mineral oil placekvere resolved at the meetir®eeluly 14, 2008 FDA Pre-
IND Meeting Notes at 7-8.
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Inc. Sec. Litig.873 F. Supp. at 966 (“Continuous dialodnetween the FDA and the proponent
of a new drug is the essence of the produch$ieeapplication process . . . . Requiring ongoing
disclosure of FDA's questions would not only beraiptive to the review pcess; it could easily
result in misleading the public more than ngiarting the questions.”). Meover, Plaintiff fails
to plead when the FDA expressed its concerns to Amarin about the mineral oil pl&eebo.
generallyCAC. Therefore, even if the Court weredonclude that positivetatements about the
trial in the wake of such concerns were matbrifalse or misleadingl would be unable to
determine which statements were matter the concerns were expressed.

Therefore, the Court finds that Plaintiff hasldd to plead that Defendants’ second set of
statements are materially false or m&ling so as to sustain a 10b-5 action.

3. Third Set of Statements — JELIS Trial

Plaintiff states that “Defendants repeatedly miscited J®LaS support for the efficacy of
Vascepa, despite their actual knowledge dfcad distinctions baveen JELIS and ANCHOR
and REDUCE-IT."SeeCAC 11122-25; § 146(ii), 165; 202; 28Bpecifically, Plaintiffs allege
that on two occasions, Defendants “representatittte JELIS study was indicative of efficacy

of Vascepa for the ANCHOR indication,” whiatas “materially false and misleading because

20The Japan Eicosapentaenoic acid (EPA) dLilmitervention Study, or JELIS study, was the
first large-scale, prospective ndomized trial of combined treaémt with a statirand an omega-
3 fatty acid originally derivé from fish, eicosapentaenoic dofEPA). The study tested the
effects of long-term use of EPA in additi to a statin in Jjmnese patients with
hypercholesterolemia.” CAC § 120. “The JELIS imigestors concluded thatELIS showed that
the addition of EPA to statin therapy providegditional benefit in preventing major coronary
events, apparently through lipid-eendent mechanisms.” CAC { 121.

Plaintiff identifies the differences betweertBELIS trial and the ANCHOR trial as follows:
(1) “the ANCHOR trial was double-blind (neither participants rnesearchers were aware of
which treatment each participant was receiving), whereas JELIS was open-label (both
participants and researchers knew which treatmes being administered),” and (2) “whereas
over 90% of the patients in the ANCHOR trial rweon medium to high doses of statins, by
design, all of the patients in the JELIS stueBre on low doses of statin.” CAC {1 123, 125.
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they failed to disclose material distinctionghwespect to JELIS. Defendants were aware of the
distinctions between [the] JERland ANCHOR [trials] and knew that the results of the JELIS
study (high LDL-C at baseline arow statin administration) wereot indicative of efficacy of
Vascepa for the ANCHOR indicatiod” CAC  146(ii). Defendast however, argue that
“Amarin . . . never represented that the studiesevidentical or that the JELIS trial could serve
as a proxy for a Vascepa outcome study.” DeBs.’ at 20. Defendantfurther argue that

“Plaintiffs’ claim is also barred by the truth-on-the-market doctrine because the information

21 Specifically, Plaintiffs pointo the following statements:

(1) The 2010 Form 10-K “discussed JELIS as establishing a successful outcomes study for
the ANCHOR indication of Vascepa:

Among the reasons why Phase Il trials weoé conducted or reqed is that the
active ingredient in Vascep ethyl-EPA of not less #im 96% purity with no DHA,
has been approved by regulatory authesitin Japan and marketed by Mochida
Pharmaceutical Co. for over a decade. In Japan, ethyl-EPA is marketed under the
product name of Epadel and is indicated hyperlipidemia and peripheral vascular
disease and which we understand 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 doomes study called the Jap@PA Lipid Intervention Study
(JELIS) study, which study consisted wiore than 18,000 patients followed over
multiple years, Epadel, when used in conjunction with statins, was shown to reduce
cardiovascular events by 19% comparedh® use of statins alone. In this study,
cardiovascular events decreased by appraein®3% compared to statins alone in
the subset of patients withiglyceride levels of 150 nmidL (average 269 mg/dL at
entry) and HDL-C <40 mg/dL.”

CAC 1 165.

(2) At the August 8, 2013 conference call g€f®ndant Steven B. Ketchum, AMRN'’s
head of R&D sought to downplay any risk to the approval of Vascepa for the ANCHOR
indication based on the outcomes of recent studies: . . . . ‘While we believe we do not
need the REDUCE-IT study to be completed for approval of the ANCHOR indication,
we do believe that this study is positionfed success. (inaudible) EPA and the JELIS
study, albeit in a Japanese populati@emonstrated significant reduction in
cardiovascular events ewstatin therapy alone . .. .”” CAC { 288.
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Plaintiffs allege was omitted was part of the tota of information available to the marketd.
at 21.

Upon review of Plaintiff's allegations, the Court concludes tlaat,a matter of law,
Defendants’ statements regarding the JELIS wiare not materiallyfalse or misleading. The
first statement merely notes thgistence of the JEB! trial and its successful outcome, without
comparing the JELIS trial to the ANCHOR trifeeCAC { 165. The second statement is not
even pled as a complete statement, andpthrion that was audible and transcribed in the
Complaint merely states that the JELIS studgerfionstrated significant reduction in
cardiovascular events over statin therapgnal” again without nlang comparisons or
highlighting similarities between the JE.land ANCHOR studies. GA  288. Indeed, the
second statement actually notes a distinction éetvthe two studies: thtte JELIS study tested
a Japanese populatioln. Therefore, as pled, Defendantsateiments regarding the JELIS trial
are not materially false or misleading as to sustain a 10b-5 &¢tion.

Because the existence of a mathyifalse or misleading statenteas an essential element of
a 10b-5 action, and | have found that none ef statements identifieby Plaintiff qualify,
Plaintiff's Complaint is disnssed without prejudice for failure to state a claim.

b. Whether Plaintiff Has Allged Particularized FactsGiving Rise to a Strong
Inference that the Individual Dendants Acted with Scienter

Plaintiffs Complaint also faildo state a claim because Pt#infails to allege that the

Individual Defendants acted witbcienter, another essentelement of a 10b-5 action. “[I]n

determining whether the pleaded fagive rise to a ‘strong’ infenee of scienter, the court must

22 Defendants further argue that their statetmeout the JELIS study are protected by the
“truth on the market” doctrine. Because | finatlDefendants’ statements regarding JELIS are
not materially false or misleat, | need not reach this issue.
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take into account plausible oppogiinferences . . . . A plaintifflleging fraud in a § 10(b) action
.. . must plead facts rendegi an inference of scientat least as likelyas any plausible opposing
inference. Tellabs, Inc. v. Makolssues & Rights, Ltd551 U.S. 308, 323-29 (2007) (emphasis
in original). “While we will aggregate the allagans in the complaint to determine whether it
creates a strong inference of scaniplaintiffs must create thisference with respect to each
individual defendant in multiple defendant cas&afliner Family Trust v. Quee 503 F.3d 319,
337 (3d Cir. 2007) (quotinilakor Issues & Ridis, Ltd. v. Tellabsinc., 437 F.3d 588, 603 (7th
Cir. 2006)rev'd on other ground$51 U.S. 308 (2007)).

Plaintiff alleges that the folleing facts that, according to Piff, support a strong inference
that the Individual Defendants acted with saen{1l) Vascepa is Amarin’s “core” business,
supporting a strong inference that the IndividDafendants knew what transpired at the July
2008 meeting; (2) financial motives of the indival defendants support a strong inference of

scienter; (3) key senior employees left Amasoon before the FDA ruling on the sNDA for

23 Defendants argue that Plaththas failed to plead thahe Individual Déendants acted
with scienter. Regarding corporate scientesoaknown as collective scienter, in which “a
plaintiff . . . plead[s] an inference of scientggainst a corporate defeardt without raising the
same inferences required to attribute scienteantandividual defendant,” the Third Circuit has
“neither . . . accepted nor rejected the doctrineapporate scienter in serities fraud actions.”
Rahman v. Kid Brands, Inc736 F.3d 237, 246 (3d Cir. 2018nternal citation omitted).
Plaintiff argues that the doate should be used febecause the ThirCircuit acknowledged
that other Circuits have adoptdte concept of corporate scientand indicated a willingness to
adopt the concept as well. Pl.’s Ofgy. at 36. However, the Court readahmanas neutral, not
positive, towards the corporate scienter docti$ee Rahmary36 F.3d at 246.

Nevertheless, in his Complaint, Plaintiff dorot plead any specific facts raising a strong
inference of scienter against Amarin; at most, riiffistates general, conclusory allegations that
both Amarin and the Individual Defendants acted with scieBeeCAC 1Y 327-380. Instead,
Plaintiff raises specific corporate scientelegations for the first time in his opposition to
Defendants’ motion to dismiss by alleging that Amarin (1) had knowledge of the July 2008 FDA
meeting and (2) was economically motivated to canfraud. It is axiomatic that a plaintiff may
not amend his Complaint through an opposition b@eimmonwealth of Pa. ex rel. Zimmerman
v. PepsiCo, In¢.836 F.2d 173, 181 (3d Cir. 1988). Therefothe Court will not consider
Plaintiff's allegations otorporate scienter.
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ANCHOR; and (4) CWA confirmed that Defendantsrevaware of but chose to ignore concerns
with the outcomes trials. CAC | 327-80. While tGourt will examine the totality of the
inferences supporting and opposing scienter to nitakiinal determination, | will examine the
allegations regarding Defendants’ motive ampportunity before proceeding to allegations
regarding Defendants’ consciomssbehavior or recklessnesee Institutional Investors Grp. v.
Avaya, Inc.564 F.3d 242, 268 (3d Cir. 2009).
1. Motive and Opportunity

The Court will first examine Plaintiff's conteon that the Individual Defendants acted with
scienter because they had financial motind apportunity. While the Third Circuit recognizes
that “‘motive and opportunity’ mayo longer serve as andependent route tscienter” in the
wake ofTellabss instructions to consider the complaintits entirety, particularized allegations
regarding motive and opportunity may, in condtian with other allgations, support a strong
inference of scienterAvayag 564 F.3d at 268see also Tellahs551 U.S. at 323-29. In that
connection, Plaintiff alleges @ (1) Defendants Zakrzewskind Thero were “financially
motivated to commit the fraud and artificially inflate the market price of Amarin stock, [because
w]hile in possession of material, nonpublic information regarding the prospects for approval of
Vascepa for the ANCHOR indication, [they] soltbstantial Amarin ADSs atrtificially inflated
prices, reaping huge profit$”’CAC 11 343, 346. “Stock sales unakin time and scope may
give rise to an inference of scientehi re Urban Outfitters, Inc. Sec. LitigNo. CIV.A. 13-
5978, 2015 WL 2069222, at *12 (E.D. Pa. May 4, 2015) (cifiwgya 564 F.3d at 279). Put
another way, “insider trading in suspicious@amts or at suspicious times” giving rise to an

inference that the trader engaged in wrongdoing; bealso inferred to the company as well.

24 As to Defendant Ketchum, Plaintiff doest allege that Ketum sold any stock.
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Advanta 180 F.3d at 54Gsee also Urban Outfittey2015 WL 2069222, at *12. “Whether a sale
is ‘unusual in scope’ depends on factors suchthasamount of profit made, the amount of stock
traded, the portion of stockholdings sotd,the number of insiders involved.lih re Suprema
Specialties, Inc. Sec. Litigd38 F.3d 256, 277 (3d Cir. 2006) (quotMglson v. Bernstogkl95
F.Supp. 2d 619, 635 (D.N.J. 2002)). “Other factolsvant to scope and timing are whether the
sales were ‘normal and routine,’ cahether the profits were substantial relative to the seller's
ordinary compensationld. (quotingin re Burlington Coat Factoryl14 F.3d at 1423).

Here, Plaintiff alleges that, “[a]s part @akrzewski's remuneratiorhe was granted an
option on December 21, 2009 to purchase 1,170,000 ordinary shares under the Amarin 2002
Stock Option Plan (the options were to vestfonr equal installments over four years). On
November 11, 2010, Zakrzewski was granted optionsurchase an additional 1,750,000 shares
under the same Plan (also to vest over four years in equal installments). During 2011, 730,000 of
his shares became exercisable and he sold 460,083%@00f his total shas available to sell.
During 2012, another 730,000 of his shares beoaxrecisable and he sold 610,000, or 84% of
his total shares avable to sell. In sum, from Beuary 22, 2011 through October 1, 2012,
Zakrzewski sold 1,070,000 shares of Amarin AD&stotal net proceeds of $11,898,553.” CAC
19 344-45. However, none of theseté suggest that Zakrzewsdold his stocks at unusual
times or in unusual amounts; Zakrzewski soldgtigks at prices webhelow Amarin’s high of
$19.50, sold them in increments throughout 2011 and 2012, sold them well before the October
2013 Briefing Document was released, and s&thined hundreds of thousands of Amarin
sharesSeeCAC 1 4. Further, Zakrzewski’'s stock optiamere a portion of hisalary, and, thus,
it is not unusual for him to have exercised &iock options when they became availaBee In

re Advanta Corp. Sec. Litigl80 F.3d 525, 541 (3d Cir. 1990A large number of today's
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corporate executives are compensated in ternsoock and stock options. It follows then that
these individuals will trade those securities in the normal course of events.”) (gBotlmgyton
Coat Factory 114 F.3d at 1424%xee also In re Astea Int'l Inc. Sec. Litijo. CIV.A. 06-1467,
2007 WL 2306586, at *14 (E.D. Pa. Aug. 9, 200City of Edinburgh Council v. Pfizer, Inc.
754 F.3d 159, 176 (3d Cir. 2014). (“The mere fact [t defendants] solstock is insufficient
to establish scienter.”).

Similarly, Plaintiff alleges that[a]s part of Thero’s remumation, he was granted an option
on December 21, 2009 to purchase 900,000 ordinary shares under the Amarin 2002 Stock Option
Plan (under which the options wete vest in four equal insiments over four years). On
November 10, 2010, Thero was granted an option to purchase an additional 1,200,000 ordinary
shares under the Amarin 2002 Stock Option Plan (also to vest over four years in equal
installments). During 2012, 625,000 of his shares became exercisable and he sold 451,852, or
approximately 72% of his total shares availableell. In sum, from April 9, 2012 through July
27, 2012, Thero sold 451,852 shares of Am&iDSs for total net proceeds of $4,901,434.”
CAC 11 347-48. However, the same reasoning apphiePlaintiff's allegations about Thero’s
motive and opportunity. Thero sahis stocks at prices well below Amarin’s high of $19.50, sold
them in increments throughout 2012, sold them well before the October 2013 Briefing Document
was released, and still retained several hundredisoosands of shares. Further, Thero’s stock
options were a portion of his salary, and, thuss mot unusual for him to have exercised his
stock options when they became availaBlee In re Advanta Corpl80 F.3d at 541see also In
re Astea Int'l Ing.No. CIV.A. 06-1467, 2007 WL 2306586, at *14.

Plaintiff further alleges thaZakrzewski, Thero, and Ketchum also received bonuses,

additional stock options, and high salaries. Spedi§icda]ll three defendants were paid, in the
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aggregate, from 2010-12, in excess of $24.5ionilbf executive compensation—an enormous
sum considering that the compamgd hardly any revenue and little no prospect of success on
getting FDA approval for Vascepa basedtba ANCHOR indicationwithout conducting the
‘bet the ranch’ $100 plus million REDUCE-ITstg’ CAC { 360. However, this fact simply
reveals a generic corporate motive to continue Amarin’s success, which is insufficiently
supportive of scienteSee GSC Partners CDO Fund v. Washing®68 F.3d 228, 237-38 (3d
Cir. 2004) (finding insufficient the pintiffs’ allegations that “thelefendants' motive to commit
fraud was that Washington ‘would not have beele &b acquire [the target company] without
the successful issuance of the Ngtand would not have been able to sell any of the notes at or
near the price sought ‘had the true financial condition of the [target company] been revealed’).
Courts have found even more specific pecuniaryivations, such as the possibility of receiving
performance-related bonuses wrderwriting fees on behalf dhe company, to fall short of
demonstrating scienterld. (underwriting and finanal advisory fees);California Pub.
Employees' Ret. Sys. v. Chubb Coln. CIV. NO. 00-4285 (6B, 2002 WL 33934282, at *22
(D.N.J. June 26, 2002) (a higher salary and bonug)idNio sufficient to allege a general desire
to inflate, increase, or maintain the stock pridat’l Junior Baseball Leagye&’20 F. Supp. 2d at
551-52;In re Bio-Technology General Corp. Sec. Lit®80 F. Supp. 2d 574, 595 (D.N.J. 2005).

Therefore, Plaintiff has failed to alleghat Defendants had motive and opportunity, or
engaged in sock sales unusuatime or scope, such that wdusupport a strong inference of
scienter.

2. Conscious Misbehavior or Recklessness
| next turn to Plaintiffs’ scienter alletians regarding Defendasit alleged conscious

misbehavior or recklessness. “The standardcifmmscious misbehavior aecklessness’ requires
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misrepresentations to be ‘so recklessly mads the culpability attaching to such reckless
conduct closely approaches that which attaches to conscious decepgtiore’’Radian Sec.
Litig., 612 F. Supp. 2d 594, 622 (E.D. Pa. 2009) (qudtnge Digital Island Sec. Litig.357
F.3d 322, 332 (3d Cir. 2004)). t@scious misbehavior involvémtentional fraud or other
deliberate illegal behavior.'In re Radian Sec. Litig612 F. Supp. 2d 594, 613 (E.D. Pa. 2009)
(quoting In re Advanta 180 F.3d at 535). Recklessness invelVieot merely simple, or even
inexcusable negligence, but an extreme depafitone the standards of ordinary care, and which
presents a danger of misleading buyers or sellatsigheither known to the defendant or is so
obvious that the actor must have been aware dhité Advantal80 F.3d at 539.

In that connection, Plaintiff alleges thél) Vascepa is Amarin’s “core” business, and,
therefore, “it is simply not plausible that Amn’s most senior management, including those
directly responsible for overseeing, managing eambrting on its financial state, were not privy
to the internally known adversacts disclosed to the Company by the FDA in July 2008,” CAC
1 331; (2) “two key senior employees withokvledge of Amarin’s communication with the
FDA” left Amarin soon before the FDA rulingn the sNDA for ANCH®, CAC 1 361; and (3)
CWA confirmed that Defendants were aware of dhuse to ignore concerns with the outcomes
trials.

| will first address Plaintiff's “coe business” allegation. “While it is true that false or
misleading statements by keyeexitives regarding a companiesad product or core business
practices will weigh in favor dinding a strong inference of saigr, [courts] will not make such
an inference ‘absent particularized allegati@m®wing that defendants had ample reason to

know of the falsity ottheir statements.’City of Roseville Employees' Ret. Sys. v. Horizon Lines,

Inc., 686 F. Supp. 2d 404, 423 (D. Del. 2009). In that connection, Defendants argue that the
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Individual Defendants joined Aamin years after the 2008 Maaji, and, thus, Plaintiffs do not
sufficiently allege that thentividual Defendants knew abouetkDA’s comments regarding the
ACCORD and AIM-HIGH trials. Defs Br. at 23. The Court agreeSee Nat’l Junior Baseball
League 720 F. Supp. 2d at 556 (“[l]t is not autoncatly assumed that a corporate officer is
familiar with certain facts just because these facts are important to the company’s business; there
must be other, individualizeallegations that further suggeabtat the officer had knowledge of
the fact in question.”)see also In re Bio—Technology General Corp. Sec. LB80 F.Supp.2d
574, 596 (D.N.J.2005)n re Advanta 180 F.3d at 539 (“[A]llegationthat a securities-fraud
defendant, because of his position within theapany, ‘must have known’ a statement was false
or misleading are precisely the types of infees which courts, on numerous occasions, have
determined to be inadequate to withstand R(g scrutiny.”). Here, tht the FDA expressed its
opinion at one point that the results thle ACCORD and AIM-HIGH studies would be
“important information” withrespect to the ANCHOR indicatias not even a specific enough
statement to qualify as a fact that was importar&n@arin’s business; even if it were, Plaintiff
has not adequately alleged thia¢ individual defendants had kniedge of the FDA’'s comment.
Thus, Plaintiff's allegations that Vascepa is &mn’s core business are insufficient to support a
strong inference of scienter.

Next, | examine Plaintiff's argument that two key employees with knowledge of the FDA'’s
July 2008 comments left Amarin befotbe FDA ruled on the ANCHOR sNDA. “[A]
defendant's resignation could congtt a ‘piece to the scientpuzzle’ if the resignation both
takes place within a couple of months o& tannouncement of the errors committed and is
accompanied by an extraordinary corporate punishment measure, e.g., denial of severance

payment.”In re Intelligroup Sec. Litig.527 F. Supp. 2d 262, 347 (D.N.J. 20G8e also City of
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Roseville Employees' Ret. Sys. v. Horizon Lines,4d2. Fed. App'x 672, 679 (3d Cir. 2011).

Here, Plaintiff alleges that Paresh Soni, &m’s Senior Vice President and Head of
Development since September 2008, left ingAst 2013, two months before the Briefing
Document was releasedreflecting his lack of confidencen Amarin’s ability to get FDA
approval of Vascepa for the ANCHOR indicatio@AC 9§ 368. Further, Plaintiff alleges that
Paul Duff, who joined Amarin in February 2044 Chief Commercial Offer and was thereafter
promoted to Senior Vice Presidentesigned from Amarin without public comment in July
2013, prior to the AdCom Hearingeflecting his signitant lack of confidence in Amarin’s
ability to get FDA approval oVascepa for the ANCHOR indicatiod>’CAC 9§ 377. Neither
Soni nor Huff are named as Individuaéfendants in Plaintiff's Complaint.

Here, though Soni and Huff diésign just a few months be&the Briefing Document was
released, in which it was “realed” that the FDA had concerabout the studies underpinning
Vascepa’'s ANCHOR sNDA, Plaiffitidoes not allege that any texordinary corporate punitive
actions were taken against Soni or Huff, nay ather specific facts & suggest that they
resigned because they fearedlofi@ from Amarin’s false ormisleading statements about
Vascepa. Based on Plaintiff'sledations, is more plausibleahSoni and Huff resigned for
various other reasons, such as to pursue other topjtcs, for family reasons, etc., than it is
that they resigned due to knowledge that Amarfalse or misleading statements were soon to

be exposedSee Tellahss51 U.S. at 323-29. Thus, those exes’ resignations, without more,

%5 The CAC also alleges that in 2011, Senid 200,000 of his 400,00§tock shares that
became exercisable and that in 2012, Huff sold 100%sofestricted stock units that vested, as
well as an unspecified percentage of his stock options that also vested. To the extent that Plaintiff
alleges these facts to suggest that Soni andlekcked confidence in th@ossibility that Vascepa
would be approved for the ANCHOR indication,cBua suggestion must fail, for the same
reasons discussedupra regarding Plaintiff's scienterallegations about the Individual
Defendants’ exercise of their stock options.
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are insufficient to gpport a strong inference of scient8ee, e.g.n re Intelligroup Sec. Litig.
527 F. Supp. 2d 262, 347 (D.N.J. 20G6®e also City of Roseville Employees' Ret, 842.Fed.
App’x at 679.

Finally, Plaintiff also alleges that scienteryrize inferred from the fact that CWA confirmed
that Defendants were aware of but chosgtore concerns with the outcomes tri@@eeCAC
19 378-80. Defendants argue that the majorityC@HA’s allegations pertain to the use of
mineral oil as a placebo and “establish the higihgdible non-fraudulent inferences that Amarin
was comfortable with the mineral oil placebodaesistant to runningew trials using a new
placebo ‘because the SPA had been apprdyethe FDA and the ANCHOR study had been
conducted with mineral oil as the placebo.”f®&Br. at 26 (quoting CAC | 79). Defendants
further argue that “CWA'’s allegians regarding Zakrzewski's digeeement with an unspecified
Senior Director of Investor Raions likewise fail to raise any inference of scienter, instead
bolstering the notion that Zakrzewski beliewédscepa would be approved for the ANCHOR
Indication,” in part because Plaintiff has ralteged that Zakrzewski did not believe his own
statements. Defs.’ Br. at 26-27.

The Third Circuit has counseled that when examg the allegations afonfidential sources,
district courts should examine “the detail provided by the cenfidl sources, the sources’ basis
of knowledge, the reliability othe sources, the corroborativetura of other facts alleged,
including from other sources, the coherence plaisibility of the allegations, and similar
indicia.” Calif. Public Employees' Retirement Sys. v. Chubb C8§% F.3d 126, 147 (3d Cir.
2004). “If, after that assessment, ‘anonymomsree allegations are found wanting with respect
to these criteria . . . courtaust discount them steeplyRahman v. Kid Brands, Inc736 F.3d

237, 244 (3d Cir. 2013) (quotingvaya 564 F.3d at 261). “We explained Avayathat such a
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discount ‘is consistent witfellabss teaching that omissionsné ambiguities count against
inferring scienter under the PSLRA's particitlarrequirements,” but if ‘a complaint’s
confidential witness allegations are adequatelyi@darized, we will not dismiss them simply
on account of their anonymity.Id. (quotingAvaya 564 F.3d at 261).

Here, Plaintiff has identified CWA as “a senidirector of clinical research and medical
affairs at Amarin who reported to Paresh Sonni@eVice President, Head of Development . . .
" CAC 1 78. The Court finds that CWA'’s sourceskabwledge (his clinicalesearch position at
Amarin and his conversations wittenior executives at the mapany), the reliability of the
sources (high, by virtue of his pasit at Amarin), the corroboratvnature of other facts alleged
(fairly corroborative, given that Amarin made aleanges to placebo used in the ANCHOR trial
and the FDA stated it had expressed concerns about the placebo as well) and the coherence and
plausibility of the allegationghigh, by virtue of the FDA'’s siifar concerns and his position at
Amarin), are not wanting; thus, the Court abit discount CWA's allegations simply because he
is anonymousSee Calif. Public Employees' Retirement, 384 F.3d at 14/Rahman 736 F.3d
at 244.

However, the Court finds that CWA’s alldégms do not support a strong inference of
scienter. CWA's allegations stateat (1) Zakrzewski was open abovdnting to sell Amarin at a
high price, (2) the Senior Director of InvesRelations and Communications “would tell CWA
that he tried to get Zakrzewski be less optimistic ipublic statements”ral that CWA tried to
do the same, and (3) “the Senior Director told CWA that the Senior Director was ‘at the end of
his rope,” and “[tlhe SenioDirector left Amarin in Marh 2013.” CAC { 379. “CWA also said
that he has spoken to two different MedicaleBce Liaisons (the “i8Ls”) who worked with

Amarin, and specifically defendant Ketchum,aidvance of the October 16, 2003 AdCom. The
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MSLs told CWA that defendant Ketchum knée would receive questioning from the AdCom
on the use of mineral oil on placebo and the relevance of ACCORD-LIPID and AIM-HIGH to
approving Vascepa for the ANCHOR indicationtheut an outcomes trial and was concerned
that he would be unable totsdly the FDA’s and the AdCom'’s concerns.” CAC 1 380. However,
these statements—even coupledhwPlaintiff’'s statements elger in the Canplaint about
Amarin senior executives rejecting any change their studies because the SPA had been
approved and Amarin “was not moving baekds"—merely create the inference that
Zakrzewski and other executives were optimisilmout the success of Vascepa and about
Amarin’s success, despite sonwcerns raised about the minesdlplacebo. The statements do
not indicate that Zakrzewski any other executive did not belietlee statements Amarin made
about Vascepa were fals8eeCAC {§ 78-79; 378-80. Therefore, CWA’s statements do not

raise the strong inference of sciertter.

2% Finally, to the extent that allegations by Confidential Witness B (“CWB”) are raised in
support of scienter, Defendants agghat the allegations “are speculative and egnuated as to
have no credibility.” Defs.” Br. at 27.

“[CWB] was a Senior Medical $ence Liaison for Amarin based in a mid-Atlantic state.
[CWB] was employed by Amarin from July022 to October 2013. dbfidential Witness B
reported to Sephy Philip, Senior Director of MmdiAffairs, and to Christina Copeland, Medical
Director.” CAC | 294. Plaintiff “has confirmegCWB'’s] job descriptionand employment with
Amarin on LinkedIn.” CAC { 298 n.11. “When [C\W}Rttended the prep session for the FDA
meeting, he was under the impression that Dr. Garigllantyne, the pritipal investigator on
the ANCHOR study, would be presenting the hssof the study and speaking on behalf of
Amarin at the FDA meetingd week before the FDA meeting, however, [CWB] learned that
Ballantyne had declined to participate and wasgoaig to present the data or speak on behalf of
Amarin.” CAC { 301. “Ballantyne’s decision suiged [CWB] because principal investigators
usually are willing to present their data and spealbehalf of the company at FDA meetings.”
CAC 1 302. “l found that odd,” [CWB] said. ‘I'm sa it's happened before but not in my 20
years in the industry. It clearly raid a red flag for me.” CAC { 303.

Assuming without deciding tha€WB’s allegations should ndte discounted due to the
witness’s confidential status, the Court findat CWB’s allegations do not create a strong
inference of scienter. Plaintiff does not allege that Dr. Ballantyne chose not to testify because he
knew Amarin’s public statements about Vascepaewsaterially false or misleading, and CWB
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Further, reading Plaintiff's algg@tions of scienter holisticallyjo strong inference of scienter
may be imputed, either. None of Plaintiff's glions individually raise a strong inference of
scienter, and, even when combined, Plaintiff fads“plead facts rendering an inference of
scienterat least as likelyas any plausible opposing inferenc&gllabs 551 U.S. at 323-29.
Rather, it is more plausible to infer from thdaldy of Plaintiff's allegations that, at most,
Amarin executives were simply overly optimistibout the success of the ANCHOR trial and the
likelihood of FDA approvalfor the ANCHOR indication. See Rahman736 F.3d at 247.
Therefore, Plaintiff's 10b-5 cle fails as a matter of law fdiailure to sufficiently allege
scienter?’

Because Plaintiffs 10b-5 claim fails to sufeeoitly allege either a material false or
misleading statement or that Defendants actall scienter, Count One of the CAC must be
dismissed for failure to state a claffn.

c. Count Two

himself acknowledges that he’s “suit’'s happened before” that principal investigator would
not present his or her studytssults before the AdCom.

27 Defendants also argue that their risk ttisares negate an inference of sciertf@eDefs.’
Br. at 24-25. However, Defendants do not citang cases in this ciud for that proposition,
and the Court is unable to find authority withire circuit addressing ¢hexistence and content
of risk disclosures in connection with scientealgsis. Rather, case law in this circuit appears to
address risk disclosures in the context of thdiegiplity of the safe harbor to forward-looking
statementsSee, e.g.In re Anadigics, Inc., Sec. LitigNo. CIV.A. 08-5572 MLC, 2011 WL
4594845, at *24 n.7 (D.N.J. Sept. 30, 20aff)d sub nom. In re Anadigics, Inc. Sec. Ljt§B4
F. App'x 742 (3d Cir. 2012)Bldg. Trades United Pension Trust Fund v. Kenexa Cdp.
CIV.A. 09-2642, 2010 WL 3749459, at *14 (E.D. PapS@7, 2010). Therefore, the Court will
not consider this argument.

28 In a footnote of their moving brief, Defendamiso argue that Plaintiff fails to plead loss
causation, another essential edgmof a 10b-5 action, as to feadants’ allegedly misleading
statements about the JELIS stu®geDefs.” Br. at 20 n.6. However, the Court need not reach
this issue, as | have alreadyuhd that Plaintiff's claim is defient as to two othe required
elements of a 10b-5 action and because theepalo not adequately argue the issue.
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In Count Two, Plaintiff alleges a violation 8kection 20(a) of the Ekange Act against the
Individual Defendants. “[S]uch l@lity ‘is derivative of an undeying violation of Section 10(b)
by the controlled person.’ Inasmuch as there cabe@&ection 10(b) liabtly here, the individual
defendants cannot be liable” under Section 2Bahman 736 F.3d at 247 (quotingvaya 564
F.3d at 252). Therefore, because @ourt finds that Plaintiff failto state a claim under Section
10(b), Count Two must also be dissed for failure to state a claim.

V.  Conclusion

For the foregoing reasons, Defendants’ motiodismiss is granted and Plaintiff's motion to
strike is denied. Plaintiff's Complaint is disssed without prejudice. &htiff is given thirty

days to re-file his Complaint.

Dated:June26,2015 /sFredalL. Wolfson
United States District Judge
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