Bayney v. QRX Pharma LTD et al

USDC SDNY
DOCUMENT

UNITED STATES DISTRICT COURT

SOUTHERN DISTRICT OF NEW YORK DOC #:

ELECTRONICALLY FILED

X DATEFILED: __ D /llp
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similarly situated, : 15 Civ. 4868 (PAE)
Plaintiffs,
OPINION & ORDER
_V_
QRX PHARMA LTD. and JOHN HOLADAY,
Defendants. 3
X

PAUL A. ENGELMAYER, District Judge:

In this putative class action under the federal securities laws, lead plaintiffs Marsha
Gillis, Carl Bayney, and Daniel Rehmsmeyer (collectively, “plaintiffs”) claim that the Australian
pharmaceutical company QRx Pharma Ltd. (“QRX” or the “Company”) and its former CEO
John Holaday made false and misleading statements about MoxDuo IR (“MoxDuo”), QRX’s
leading drug candidate, while it was under review by the U.S. Food and Drug Administration
(“FDA”™).

Plaintiffs bring this lawsuit on behalf of all persons who purchased QRX American
Depository Receipts (“ADRs”) between December 6, 2010 and April 23, 2014, inclusive (the
“Class Period”). They allege violations of §§ 10(b) and 20(a) of the Securities Exchange Act of
1934 (the “Exchange Act”), 15 U.S.C. §§ 78j(b), 78t(a), and the corresponding rule of the
Securities and Exchange Commission, 17 C.F.R. § 240.10b—5 (“Rule 10b-5"). The United

States Bankruptcy Court for this District, recognizing QRX’s Australian insolvency proceeding
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as a foreign main proceeding, has dismissedctsg as to QRX pursuant to the resolution of
that proceeding, leaving Holagas the only defendant hefre.

Pending now is Holaday’s motion to digsiplaintiffs’ Second Amended Class Action
Complaint (“SAC”) for failure to state a claimnder Federal Rules of Civil Procedure 12(b)(6)
and 9(b). For the following reasons, the Camants the motion and dismisses the SAC in its
entirety.

l. Background?

A. The Parties

QRX is a specialty pharmaceutical compaegdquartered in Australia that focuses on
the development and commercialization of treatments for pain management. SAC { 2. Its

ADRS? trade over the counter in the United Statels. From April 2007 until May 3, 2014,

1 For ease of reference, the Court uses “defestizmtollectively refeto QRX and Holaday.

2 These facts are drawn primarflypym the Second Amended Complaint. Dkt. 44 (“SAC”). For
the purpose of resolving the motion to dismise,@ourt assumes all well-pled facts to be true
and draws all reasonable infeces in favor of plaintiffs.See Koch v. Christie’s Int'l PL&99
F.3d 141, 145 (2d Cir. 2012). The Court alsagidered the documents attached to the
declarations of Peter A. Stokes in supporthef motion to dismiss, Dkts. 40, 46 (together,
“Stokes Decl.”). Because these documents are incorporated into the SAC by reference, or are
matters of public record, they are prdperonsidered on a motion to dismisSee City of

Pontiac Policemen’s & Firemen’s Ret. Sys. v. UBS 282 F.3d 173, 179 (2d Cir. 2014) (in
resolving motion to dismiss, the court “may considartér alia, “any statements or documents
incorporated in [the complainily reference, as well as pubtisclosure documents required by
law to be, and that have been, filed with 8C, and documents that the plaintiffs either
possessed or knew about and upon whiely telied in bringing the suit”fort Worth Emp’rs
Ret. Fund v. Biovail Corp615 F. Supp. 2d 218, 223 nn.1, 3 (S.D.N.Y. 200D)e Regeneron
Pharm., Inc. Sec. LitigNo. 03 Civ. 3111 (RWS), 2005 WI23288, at *2 n.1 (S.D.N.Y. Feb. 1,
2005).

3 “The ADR system is the means by which Amerigarestors hold and trade equity interests in
foreign companies.’Gas Nat. v. E.ON AGI68 F. Supp. 2d 595, 596 n.1 (S.D.N.Y. 2006). In
order to trade on an American stock exchaadeyeign corporation must issue and deposit
American Depository Shares (*“ADSs”) widm American financial institutionld. The
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Holaday was QRX’s CEOmnal Managing Directorld. 1 13. Plaintiffsaare individuals who
purchased QRX ADRs during the Class Perilmt.{{ 10-12.

B. MoxDuo and the Combination Rule

Throughout the Class Period, QRX’s main focus was advancing MoxDuo, its lead
experimental drug candidate, through the FDA appnonacess, so that it could be marketed and
sold in the United StatesSee id{[ 2—3, 74. MoxDuo is a combinati of morphine sulfate and
oxycodone hydrochlorideld. { 2. If approved, it would haueeen the first combination drug
product to contain two ackvopioid ingredientsld. § 15. The intended purpose of the
combination was to provide effective analgeshale reducing the frequency and severity of
opioid-related side effects, such as naudzajness, oxygen desatticm, and respiratory
problems.Id. | 2; Stokes Decl., Ex. 2.

Because MoxDuo combined two existing dru@QfX was required to satisfy the FDA'’s
“Combination Rule” in order to gain approvad. {1 3, 15. That rule states that “[tjwo or more
drugs may be combined in a single dosage form when each component makes a contribution to

the claimed effects and the dosage of each componers such that the combination is safe

depository institution issues ADRs to the beneficial owners of the ADSs, who may then sell the
ADSs on American securities exchangés.



and effective for a significant population reqagisuch concurrent therapy.” 21 C.F.R.
§ 300.50(a); SAC 1 15.

The Combination Rule “does not specificadigdress the issue of combining two drugs
from the same pharmacological class.” StokeslIDEx. 24 (“FDA Memo”), at 12. Nor, as of
the start of the Class Period, had the FDA publicly opined on how the rule would apply to a
prescription dual-opid like MoxDuo. See id.Decades earlier, however, the FDA had set forth
a more stringent standard foon-prescription drug products thedmbine two ingredients from
the same categonySee idat 5, 12. In a 1978 guidance documemtitiedOTC Drug
Combination General Guidelingthe FDA stated that “active ingredients from the same
therapeutic category that have ttame mechanism of action sltbabt ordinarily be combined
unless there is some advantagerdkie single ingredients in temof enhanced effectiveness,
safety, patient acceptance, or quality of formulatioal.”

C. Overview of Plaintiffs’ Claims

The SAC’s core allegations are that: fEfore the Class Period, the FDA privately
articulated to QRX a “Superiority RequirementatlQRX had to meet in order to satisfy the
Combination Rule in the novel caxt of a prescription dual-opioarug, to wit, that QRX must
demonstrate a safety or efficacy benefithe combination (MoxDuo) compared to
“comparable” or “equi-analgesic” dosekits components (morphine and oxycodohajd (2)
QRX concealed this information and related aekls from investors, knowing that QRX could

not satisfy the Superiority Requirement. SAC JA3.result, plaintiffs claim, QRX’s optimistic

4 This meant that QRX was required to shoat tiloxDuo was superior to doses of morphine
and oxycodone that were twice as poterthasespective doses encapsulated in the
combination. SeeFDA Memo, at 12. For example, MoxD 12/8 mg (12 mg morphine; 8 mg
oxycodone) would have to be shown to be supddin to 24 mg morphine and, separately, to
16 mg oxycodone.



statements regarding its clinical studies ardgiospect of FDA approval gave investors the
“false impression that QRX had a clear p@tlgetting MoxDuo approved,” when, in reality,
according to plaintiffs, it was at all times virtually certain that QRX’'s New Drug Application
(“NDA”) for MoxDuo would be rejectedld.

Plaintiffs claim that QRX’snisrepresentations caused QRX ADRs to trade at artificially
inflated prices throughout the Class Peritdl.§| 6. They allege that these misrepresentations
were partially dispelled on June 27, 2012, wigX announced that the FDA had issued a
Complete Response Letter decliningafgprove MoxDuo at that timdd. § 62. Upon that
announcement, QRX’s ADRs declined 47%, from $7.37 to $3.88 per ddardowever,
plaintiffs claim, that was “only a partial disslare of the true state of affairs and a partial
materialization of the concealed risks,” beca@Q8X continued to conceal the true basis for the
FDA's refusal to approve MoxDuo: that QRaxas required, but had failed, to satisfy the
Superiority Requirement of the Combination Rullg.

Plaintiffs allege that the ére truth was not exposed urpril 22, 2014, when, during a
trading halt on QRX securés, the FDA released a memorandum (the “FDA Memao”)
recommending against approval of MoxDuo because QRX had not satisfied the Superiority
Requirement.See idf 1 4, 64. According to plaintiffs,efFDA Memo also revealed that: (1)
long before the Class Period, the FDA had infedr®@RX of the Supesrity Requirement; and
(2) throughout the development process, Q¥ encountered setbacks stemming from its
inability to satisfy that requiremengee idf{ 4, 65. Later that day, QRX announced that an
FDA Advisory Committee had voted tecommend against approval of MoxDud.  67. As a
result of these disclosures, plaintiffs allegdaen trading resumed on April 23, 2014, the price of

QRX ADRs declined more than 83—from $3.40 to $0.42 per sharikl. 11 5, 68-69.



D. Factual Background
1. Overview of the FDA Review Process

FDA regulations require that drug manufactarengage in three phases of clinica.(
human) trials before presentingnew drug to the FDA for approvabee?1 C.F.R. § 312.21.
Phase | studies typicallgvolve 20—80 volunteerdd. § 312.21(a). They are designed to
ascertain the pharmacology and safety of the dnady,ibpossible, to gaiearly evidence of its
effectivenessld. Phase Il trials typically involve groums “no more than several hundred
subjects” and are conducted to “mate the effectiveness of tdeug for a particular indication
.. . and to determine [the drug’s] commshort-term side effects and risksd. § 312.21(b).
Phase Il clinical trials are evearger studies, “performed aftpreliminary evidence suggesting
effectiveness of the drug has been obtained, [which] are intended to gather the additional
information about effectiveness and safety thateeded to evaluglt whether the “overall
benefit-risk relationship ahe drug” supports approvald. § 312.21(c).

Before commencing a Phase Il trial, a dragnufacturer may, but is not required to,
request a Special Protocol Assesstn(“SPA”) from the FDA. An SPA is a written agreement

which sets out the design and size parameters for clinical trials of a new drug, and

the conditions under which the FDA wowaldprove the drug. For the manufacturer,

such an agreement minimizes deyghent risk by proding regulatory

predictability: Provided that the manufawr follows the procedure set in the SPA

and the drug [ ] meets the benchmarks for effectiveness set in the agreement, the
FDA must approve the drug.

Amarin Pharma, Inc. v. U.S. Food & Drug Admih19 F. Supp. 3d 196, 210 (S.D.N.Y. 2015)
(citing U.S. Food and Drug AdminGuidance for Industry: Special Protocol Assessni2dd?2),
at 2, http://www.fda.gov/downloat3rugs/.../Guidances/ucm080571.pdf).

Once a pharmaceutical company has compldtédrae phases of clical trials, it can

submit an NDA to the FDASee generalll C.F.R. 8 314. The FDA may refuse to accept an



NDA for a variety of techmial reasons, such as that the aggtion does not include the requisite
components or was not filed in the proper fornta¢e id§ 314.101(d). Once the FDA has
accepted an NDA, it may refuse to approve itdfeariety of substantesreasons, including that
“[t]here is a lack of sultantial evidence consisting aflequate and well-controlled
investigations . . . that the drpgoduct will have the [safety @fficacy] effect it purports or is
represented to have under tlomditions of use prescribedcammmended, or suggested in its
proposed labeling.ld. § 314.125(b)(5).

If the FDA determines that it will not approaa NDA in its present form, it will send the
applicant a Complete Response Letter (“CRL") thedcribes the deficiencies in the application
and, where possible, provides recoemdations for achieving approvebee id§ 314.110.

2. QRX’s Early Communications with the FDA

In January 2004, QRX met with the FDA intiaipation of filing aninvestigational New
Drug (“IND”) application seekingrermission to begin clinicaliads for MoxDuo. SAC § 17. At
the meeting, QRX explained that the rationaddind MoxDuo was thdthe individual
components were expected to act synergisti¢aflgfficacy” such that “the combination is
better than the sum of tiparts.” FDA Memo, at 9—-1&ee als®SAC § 17. The FDA advised
that “reduced doses of opioidsdombination cannot be assumedbéoof clinical benefit alone.”
FDA Memo, at 10see als6SAC 1 17.

Sometime thereafter, the FDA authorized>XQi® perform clinical trials for MoxDuo,
and QRX conducted two Phase Il studies, Sa@0 and 021, which it later included in its

NDA. SeeSAC 1 18; FDA Memo, at 11, 13.



3. Study 008 and the “No Agreement” Letters

On May 1, 2009, QRX requested an SPAtha clinical protocols for Study 00&ee
Stokes Decl., Ex. 17 (“NAL”), at 1. That studsas a double-blind Phase lll trial comparing the
efficacy and safety profiles of MoxDuo 12mgi§ against component doses of morphine (12
mg) and oxycodone (8 mg), administered alonetHfermanagement of moderate to severe post-
operative pain.SeeFDA Memo, at 11. The study’s purgowas to “demonstrate that the
individual components of Moxduo each made abution to the efficacy of the productld.

On June 19, 2009, the FDA sent QRX a “Naégment Letter” (the “NAL”), declining
to enter into an SPA with QRX because it dat approve of QRX'’s “pposed efficacy endpoint
and statistical approach” for Study 008. at 9;seeNAL. Specifically, the FDA took issue
with QRX’s proposed primary efficasndpoint for the trial, SPID24.¢., measuring efficacy
after 24 hours). NAL, at 1-2t advised that:

It is incumbent on you to find a pattgmopulation that requires the additional

benefit that you anticipate from yoproposed formulation and demonstrate

superiority of the combination over thedividual components in an adequate and

well-controlled study. l{you cannot demonstrateddference in treatment

response beyond 24 hours, the question besavhether there is any need for the

combination.

Id. at 2. Holaday, who retained a copy of the letter in his personal files, highlighted this passage.
Id.; SAC 1 20.

Notwithstanding this feedback, the FDA affirmed in the NAL that, “[i]n principle, the
Combination Rule would be satisfied” if Moxid were found to be “statistically significantly
superior to each of itsdividual components on [an appra@ie] primary endpoint” for Study
008. NAL, at 3.

On July 10, 2009, QRX submitted a second request for an SPA for Stud$ee8.

Stokes Decl., Ex. 18, at 1; SAC 1 21. On August 27, 2009, the FDA responded by issuing a



second No Agreement Letter. SAC 1 24 it, the FDA confirmed that QRX’s revised proposed
primary efficacy endpoint for Study 008, SPID4&.( measuring efficacy after 48 hours), was
acceptable, and that QRX had adequately addressed of the statisticedsues raised in the
FDA's first letter. Stokes Decl., Ex. 18, at 1-2. It still declined to enteran SPA with QRX,
however, because QRX had not adequatesgmleed the primary efficacy analysisl. at 2.

On September 3, 2009, QRX submitted adtihdquest for an SPA for Study 008ee
Stokes Decl., Ex. 19, at 1; SAC 1 21. Oridber 5, 2009, the FDA notified QRX that, due to
resource constraints, it would rextcept the Company’s request for a third review cycle. Stokes
Decl., Ex. 19, at 1; SAC | 21.

QRX did not publicly disclos#hat it had requested, ordiedenied, an SPA for Study
008. SeeSAC 1 22. Nor did it disclose any of the mite feedback that it had received in the No
Agreement LettersSee id.

On November 30, 2009, QRX issued a pregsase announcing the commencement of
Study 008.1d. In it, QRX stated that it had “incorpated input from the FDA regarding the
design and statistical apals of [the] study.”ld.

On December 6, 2010 and January 24, 2011X @Rued press releases touting the
results of Study 008, which it referréalas a “combination rule” studysee idff 30, 32. QRX
stated that Study 008 had met “both primamg secondary endpointsMoxDuo “not only
demonstrated a statistically sujpe analgesic effect comparéa component doses of morphine
(p=0.02) and oxycodone (p=0.02) but, also, a favdarside effect profile despite delivering

twice the opioid dos of its individual components.Id. I 30;see also id] 32.



On December 6, 2010, QRX issued a pret=mase announcing that it had completed
patient enrollment for its third Phase Ill trial, Study G0®L § 30. In it, QRX stated that, with
the completion of that study and Study 008,Gmenpany “believe[d] it ha[d] met the basic
requirements for clinical data emable NDA filing for MoxDuo [ ] asargeted for the first half
CY2011.” Id. In press releases issued on Jayn@d and 27, 2011, QRX reiterated this
statement.See id 11 32, 34.

4, Study 022

At an “end of phase 2” meeting withe FDA in 2009, QRX asked “about the
requirements to support a claim for a synergistfect on efficacy red about demonstrating
improved safety of MoxDuo compared to enalgesic doses of morphine sulfate and
oxycodone hydrochloride aloneltl. § 19; FDA Memo, at 10. The Company later designed a
“dedicated [Phase Il1] safety study,” intendedshow a safety advantage for MoxDuo. SAC
1 19 That study, Study 022, was a doettllind, fixed-dose compiaon of MoxDuo (12 mg
morphine/8 mg oxycodone) vs. equivalent dogsEmorphine (24 mg) and, separately,
oxycodone (16 mg)SeeStokes Decl., Ex. 2, at 1.

On January 24, 2011, QRX issued a press release announcing the commencement of
Study 022, the purpose of which, QRX stated, wasd6tapare the tolerabilitgnd safety profile
of MoxDuo [ ] to equi-analgeés doses of either morphir@ oxycodone given alonefd. The
press release stated that QRXgect[ed] to complete dosing @2 CY2011” and that the results

of the study would be included its application for markting approval in Europed.

> The Company had previously completed Study 008, and Study 007, a double-blind, Phase IlI
study, which compared four dose levels of MoxDuo to placeBesFDA Memo, at 11.
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5. QRX’s First Submission of the NDA

On July 22, 2011, QRX issued a press releas®uncing the initiation of its NDA filing
with the FDA. SeeSAC { 36.Holaday was quoted as stating thaith this milestone, “[the
Company] continue[s] to maksgnificant progress towakmbmmercialising MoxDuo IR."ld.

On August 25, 2011, QRX issued a press rel@mouncing its submission of the NDA.
Id. § 38. The NDA included full reports from tviRlhase Il clinical tris, Studies 020 and 021,
and three Phase Il clinictdals, Studies 007, 008, and 00@. 1 23. It did not include the full
study report for Study 022, because rtbgults were not yet complettd. In the August 25,
2011 press release, QRX stated that Study 022dAmisubmitted to the FDA “as part of a 2011
NDA update filing.” Stokes Decl., Ex. 6, at Ploladay was quoted as saying that QRX was
“pleased to have met this sige#int NDA milestone in just foyrears, and look[ing] forward to
the regulatory approval process thay enable product sales in 2012 at 1; SAC { 38.

QRX later, in its 120-day safety update, submitted preliminary analyses from Study 022
to the FDA. SeeFDA Memo, at 13.

6. The FDA'’s First Complete Response Letter

On June 25, 2012, the FDA sent QRX a CRL (the “June 2012 CRL"), declining to
approve the NDA in its present forseeSAC { 24; Stokes Decl. xE20 (“6/25/12 CRL").
The FDA identified one deficiency with QRX'gpglication: It had “ot provided adequate
evidence to support that thereaipatient population that reges treatment with Moxduo, as
required by the Combination Rule 21 CFR 300.56/25/12 CRL, at 1. To correct this issue,
the FDA recommended that QRX submit evidence that MoxDuo has either greater efficacy or

superior safety to comparaldeses of morphine and oxycodond.
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The FDA Memo stated that the FDA review team found that Study 008 had met its
primary endpoint by demonstrating that Maxd®was more effective than each of its
components.SeeFDA Memo, at 11. Accordingly, the FDA Memo stated, the review team
concluded that Study 008 had satisfiegl finst prong of the Combination Ruie., by showing
that “each component makes a cdnition to the claimed effectsd. (quoting 21 C.F.R.

8 300.50(a)). However, the FDA Memo stated,rtheew team determinetiat to satisfy the
second prong of the Combination Rulee that the “dosage of each component . . . is such that
the combination is safe and effective faignificant patient popalion requiring such

concurrent therapy—QRX would have to show that Moxi» offered a safety or efficacy
advantage ovesomparable dosesf morphine and oxycodonéee idat 12 (quoting 21 C.F.R.

8 300.50(a)) (emphasis added). The review teantluded that, because subjects in the
morphine and oxycodone arms of Study 008 receaiwadhly half of the amunt of opioid that
subjects in the MoxDuo arm had received, tisilts from Study 008 did not satisfy this portion
of the rule. Id.

As to safety, the FDA Memo stated, the esviteam found that theevailable data from
Study 022 did not “demonstrate|] either a satetyantage or disadvantage for Moxduo . . ., but
rather that Moxduo was comparable to the irdiial components when taken at . . . equivalent
doses.”ld. at 20.

On June 27, 2012, QRX issued a press rel@aseuncing its receipt of the CRL. SAC
1 40. It stated that the “Company is preseatinsidering its respoago the requests for
additional information with regard to the sigfand effectiveness of MoxDuo and has been
granted a meeting with the FDA to dfgithe steps required for approvalld. Later that day,

QRX’s ADRs declined 47%, from $7.37 to $3.88 per shite] 62.
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7. QRX’s Post-Submission Communications with the FDA

In August and September 2012, QRX issued multiple press releases in which it
acknowledged the Company'’s disappointmertbabe CRL, while stating that, based on its
post-submission communications with the FDA, it remained optimistic about MoxDuo’s
prospects for approvaGee idf{ 42, 44. A press releaassued on August 20, 2012 is
representative. Init, QRX reported that:

[The FDA had] clarified to Compamgpresentatives during a post submission

review meeting the steps required &mproval of immediate release MOXDUO.

The FDA requested further informatiorgeeding data filecs part of the

MOXDUO [NDA] and additional analysis of trials completed to date, including

Study 022 which evaluated oxygen desataralevels in paents receiving

MOXDUO compared to those administemadrphine or oxycodone alone at equi-

analgesic doses.
Id. § 42. Holaday was quoted there as stating:

We were encouraged by our reception at the FDA; the Agency confirmed our

Combination Rule Study (Study 008}iséied efficacy requirements and there

were no unexpected or problematic safety issues in any of the studies submitted as

part of the MOXDUO NDA. . .. Additionallyat the FDA'’s invitation, we agreed

to submit more extensive information on Study 022 and believe the results of this
study provide further safety daiasupport approval of MOXDUO.

In October 2012, QRX appealed the revieam’s decision to the FDA Office of Drug
Evaluation Il (“ODEII"). FDA Memo, at 20SAC { 27. Along with the appeal, it submitted
more complete analyses of Study 022. FDA Memo, at 20; SAC ff argued that (1) the
Combination Rule does not require that QRXnhdeastrate a safety or efficacy advantage for

MoxDuo over its components at comparable déses] (2) even if such an advantage were

®1n the SAC, plaintiffs state that QRX tooketposition that MoxDuo should not be subject to
the Combination Rule. SAC { 27. However, BBA Memo, on which plaintiffs rely to support
this allegation, indicates that QRX, while #baging the Superiority Rpiirement that the FDA

13



required to satisfy the rule, QRX had demonstiat safety advantage for MoxDuo compared to
morphine and oxycodone. FDA Memo, at 20.response, the ODEII rejected QRX'’s
interpretation of the Combination Rule and caned with the review teais decision to issue

the CRL. FDA Memo, at 20; SAC { 21 declined to review the new Study 022 analyses, and
instead directed QRX to file a revised NDA. FDA Memo, at 20; SAC. | 27

In November 2012, QRX appealed this resuithe FDA Office of New Drugs (“OND”).
The OND upheld the ODEII's decision on all grounds. FDA Memo, at 20-21; SAC | 27.
However, like the ODEII, the OND “recognizecethmportance of [the Study 022] analyses and
strongly recommended that [QRX] submit thenpa# of [its] response to the CRL.” FDA
Memo, at 21.

On October 26 and November 7, 2012, QRX isqueds releases, in which it reiterated
its earlier statements regarditige post-submission feedbackad received from the FDASee
SAC 11 46, 48. QRX did not disclose that it haarfally appealed the CRL to the ODEII or the
OND. See idf1 47, 49.

However, in press releases issued on Jgrildand 24, 2013, QRX stated that “[d]uring
the Company’s most recent FDA review meetiityypresented a position that although the
Combination Rule does not require a demonsitnadif greater efficacgr safety, the data
submitted to date indicate a safety advantage for MOXDUO compared to either morphine or
oxycodone alone.’ld. § 52; Stokes Decl., Ex. 12, atid;, Ex. 13, at 1. QRX fiher stated that:

The FDA also voiced for the first time that no precedent exists for their review of

combination products where two drugs in the same category are combined (e.g.

morphine and oxycodone as “opioids”). Téfere, despite the Agency previously

confirming that there were no safety issureany of the studies that were part of
the original NDA, the resubmitted apiton, including new results from Study

had read into the second prong of the rule, dicchallenge the applicabilitgf the rule itself.
SeeFDA Memo, at 20.

14



022, will likely undergo review by andvisory Committee in late Q2 2013.
Stokes Decl., Ex. 12, at Id., Ex. 13, at 1.

8. QRX’s Resubmission of the NDA and the FDA’s Second Complete
Response Letter

In February 2013, QRX submitted a revisedAvhich, it represented, was intended to
show that MoxDuo offered a safety advamtayer morphine and oxycodone. SAC T 28. On
February 28, 2013, QRX issued a predsase announcing its resubmissidoh.  54. In it,
Holaday stated:

We believe the revised documentsefively address the FDA'’s request for

additional data resulting from their rew of the initial MOXDUO NDA filed in

mid-2011. ... To this end, and as recommended by the FDA, a comprehensive

analysis of Study 022 was included a# jph the resubmitted NDA. This study

demonstrated the lower risks operatory depressn for MOXDUO when
compared to either morphine or oxycodone.

In an April 29, 2013 press esdse, the Company announced that the FDA had formally
accepted its resubmissiofd. § 56. The press release qubkéoladay as stating that,
“[a]ssuming approval, we anticifaproduct launch . . . beforeetlend of this calendar yearld.

In June 2013, QRX notified the FDA thattle were errors ithe electronic oxygen
saturation data from Study 0281. 1 28; FDA Memo, at 7. Because QRX was unable to correct
this data before the FDA's review, the reviaam could not relgn it in considering the
application. SAC 1 28; FDA Memo, at 7.

On August 26, 2013, the FDA issued a sedSRid., declining to approve the amended
NDA. SAC 1 28seeStokes Decl., Ex. 21 (“8/26/13 CRL"). According to the FDA Memao, the
review team found that the safety data andlyses in the resulission—including the non-

tainted data from Study 022 and pooled analjises the overall development program—did
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not evince a “meaningful safety advantag®”MoxDuo, and thus “did not address the
deficiency . . . articulated in the CRL frautme first review cycle.” FDA Memo, at 7-8.

On November 25, 2013, QRX submitted acsetrevised NDA, which contained new
data-sets and analyses of Study 02Zkstronic oxygen saturation datal. at 8, 22; SAC { 29.
The next day, QRX issued a pserelease announcing its resutsion and expressing hope that
the FDA would approve itSeeSAC | 60. As to Study 022, QRX sdtthat it “believe[s] [that
the oxygen desaturation] data demonstratgrifgiant respiratory safety advantage for
MOXDUO over equi-analgesic doseEmorphine or oxycodone.ld. Holaday was quoted as
saying:

We are confident that our refiled ND#&ill confirm the validity of the data

defining the product’s respiratory safeigvantages and we are hopeful that the

FDA will view them favouraly in their consideratin of the benefits of

immediate release MOXDUO as a therapeafition for the millions of patients
who suffer from acute pain.

9. The FDA Memo and the AADPAC Meeting

On April 17, 2014, the Australian Stock Excharagel the over-the-counter market in the
United States suspended trading in QRX’s stiegrat QRX'’s request, due to pending news
from the Companyld. 1 63.

During the trading halt, on April 22, 2014etkDA published the FDA Memo, which it
had prepared as background maieior a meeting later that day its Anesthetic and Analgesic
Drug Products Advisory Committee (“AADPAC” or “Committeed. { 64;seeFDA Memo.

The SAC claims that the memo, which recoended against approving MoxDuo, “painted a
very different picture of MoxDu@' history than QRX had led instors to believe.” SAC { 64.

Specifically, the SAC alleges, it disclosedtti{a) the FDA had previously advised QRX that

16



MoxDuo must satisfy the Superity Requirement of the Cormiation Rule; (2) the FDA had
sent QRX two No Agreement Letters priorth@ Company’s initiation of Study 008; (3) QRX
had twice unsuccessfully appedlthe June 2012 CRL; (4) MoxiD was not found superior to
morphine or oxycodone on Study 022’s primary endpoint; and (5) the FDA did not find that
MoxDuo offered a safety advantage ogemparable doses of its componerige 1df 65.

The AADPAC meeting was live-streaah and available to the publid. 1 66. At it, the
Committee concluded that MoxDuogsented no efficacy benefit and only an “uncertain safety
benefit” over comparable doses of morghand oxycodone. Stokes Decl., Ex. 23 (“AADPAC
Rpt.”), at 5. As to the data fro8tudy 022, the meeting minutes state that:

[s]everal committee members expressencern about the many post-hoc

analyses that were condugtend described discomfavith relying on the single

data point suggesting an improvementaspiratory safety without further

supportive data from the other analyses. Overall, members expressed a lack

of confidence in the clinical relevancetbt respiratory safety data, with one

stating that the analysis was suffidiém generate a hypothesis of increased

respiratory safety, but was insuifent to confirm this hypothesis.

Id. at 4-5. On this basis, the Committeeagbtinanimously against approving MoxDud. at

5; SAC 1 66. However, “several members expikgserest in further evaluating the potential
for [MoxDuo] to improve respiratory safety asmpared to single-agent opioids.” AADPAC
Rpt. 6.

Later that day, QRX issued a press releas®uncing that the “AADPAC . . . voted to
recommend against approval of MoxDuo [becat]se . found the Company did not provide
sufficient evidence to warrant agpal . . . at this time.” SAC { 67. Holaday then held an
investor conference call tiscuss the AADPAC's voteld. § 78. In responge an investor-

caller's questions about the NAL, Holaday firshiel recollection and #n denied receipt of

any such letterld. He stated, however, that:
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there was an issue regarding statistiwablems that were minor, but [QRX]
asked [the FDA] to review [the] protokfor 008 before [it] began the study.
They agreed that it was properly desig@ad meets the combination rule as
applied at that time. Subsequently, ptimour expected approval in 2012, they
came back with a Complete Response Letter, wherein they said that [QRX]
needed to show a benefit for this product.

On April 23, 2014, when trading in QRXaurities resumed, the price of QRX ADRs

dropped from $3.40 to $0.42 per share—a more than 83% titofY 68, 69.
10.  Aftermath

On May 2, 2014, QRX issued a press releagmgtthat Holaday had stepped down as its
Managing Director and CEQd. 1 70. On July 9, 2014, QRX announced that the Chairman and
three Directors had resigned from its Boaldl. § 72.

On August 14, 2014, QRX issued a press rel@smouncing that it was halting further
development work on MoxDudd. I 73. The press release sththat the Company believed
that the FDA would require additional Phasand lll trials, and that “given specific issues
related to the design of these @a studies, . . . the likelihood sficcess is now in considerable
doubt.” Id. It stated that QRX had concluded thag gignificant cost of such a development
program was “not commercially justified givéhe limited residual pant life” of MoxDuo. Id.

E. Procedural History

On June 23, 2015, plaintiff Robert Burns Logdied the first Complaint in this action—a
putative class action on behalf of similarljusited investors. Dkt. 1. On August 24, 2015,
Logan and the “Gillis Group” (consisting ofgntiffs Gillis, Bayney, and Rehmsmeyer) filed
separate motions for appointment as lead pfésrand for approval of their respective counsel.
Dkts. 13-15 (Logan), 16-18 (Gillis Group). Geptember 14, 2015, the Court appointed the

Gillis Group as lead plaintiffs, and their counseg Bosen Law Firm, as class counsel. Dkt. 23.

18



On October 26, 2016, the Court stayed this eas® QRX, pursuant to an order by the
United States Bankruptcy Court recognizing QR}énding Australian insolvency proceeding
as a “foreign main proceeding” under ctead5 of the Bankruptcy Code. Dkt. 28.

On November 23, 2015, plaintiffs filed an £Anded Class Action Complaint (“FAC").
Dkt. 38. On December 11, 2015, Holaday filed a motion to dismiss the FAC, Dkt. 39, and a
memorandum of law in support, Dkt. 41. He also submitted a declaration by Peter A. Stokes,
Dkt. 40, which attached full copies of certain materials cited in the FAC.

On January 4, 2016, upon leave of court, plainfifésl the SAC. Dkt. 44. On January
25, 2016, Holaday filed a motion to dismiss the SB&Y. 45, and a memorandum of law, Dkt.
47 (“Def. Br.”), in support. He also submitta supplemental declaration by Stokes, Dkt. 46,
which attached additional materials cited in theCSAn brief, Holaday argues that plaintiffs’

8 10(b) claim must be dismissed because the faA€to (1) identify an actionable misstatement
or material omission; (2) adequately pleagster; or (3) adequately plead loss causation
regarding any statements made before Jun2@®%,. He argues that plaintiffs’ § 20(a) claim
must be dismissed because the SAC fails touately allege a primary violation by QRX.

On February 8, 2016, plaintiffs filed a merandum of law in opposition to the motion to
dismiss. Dkt. 50 (“PI. Br.”). On Februafy, 2016, Holaday replied. Dkt. 52 (“Def. Reply
Br.”).

On February 10, 2016, the Bankruptcy Court esttean order dismissing this case as to
QRX. SeeDkt. 53. It did so pursuant to the é@d of Company Arregement of QRX”
effectuated in the Australian insolvency peeding, which brought that proceeding to a close

and expunged all shareholder claims existing as of May 22, Z2dé&id.
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Il. Applicable Legal Standards

A. Standard for Resolving the Motion to Dismiss

To survive a motion to dismiss under Rule 12(b)(6), a complaint must plead “enough
facts to state a claim to reliffat is plausible on its face Bell Atl. Corp. v. Twombly650 U.S.
544, 570 (2007). A claim will only havéacial plausibility wherthe plaintiff pleads factual
content that allows the court to draw the reabtmeference that the defendant is liable for the
misconduct alleged.’Ashcroft v. Igbal556 U.S. 662, 678 (2009). A complaint is properly
dismissed where, as a matter of law, “thegateons in a complaint, however true, could not
raise a claim of entitlement to reliefTwombly 550 U.S. at 558. Although the court must
accept as true all well-pled factual allegationthe complaint and draw all reasonable
inferences in the plaintiff's favoBteginsky v. Xcelera IncZ41 F.3d 365, 368 (2d Cir. 2014),
that tenet “is inapplicable to legal conclusiongfal, 556 U.S. at 678.

“Securities fraud claims are subject to hegyted pleading requiremearthat the plaintiff
must meet to survive a motion to dismis&TSI Commc’ns, Inc. v. Shaar Fund, |.#P3 F.3d
87, 99 (2d Cir. 2007kee also Tellabs, Inc. v. Makor Issues & Rights, 561 U.S. 308, 321—
23 (2007).

First, a complaint alleging sectieis fraud must meet the requirements of Federal Rule of
Civil Procedure 9(b).See ECA & Local 134 IBEW Joint Pension Trust of Chi. v. JP Morgan
Chase Cq.553 F.3d 187, 196 (2d Cir. 2009). Rule Htates that “[ijn alleging fraud or
mistake, a party must state with particularitg tircumstances constituting fraud or mistake.”
Fed. R. Civ. P. 9(b). “Allegations that arenclusory or unsupported ligctual assertions are

insufficient.” ATSI 493 F.3d at 99.
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Second, such a complaint must comply wiita pleading requireménof the Private
Securities Litigation Reform A¢tPSLRA”), 15 U.S.C. § 78u—4(b)See ECA553 F.3d at 196.
In particular, where a plaintiff's claims depemgon allegations that trdefendant has made an
untrue statement of material fawtthat the defendant omitted ater@al fact necessary to make
a statement not misleading, the plaintiff “stsgdecify each statement alleged to have been
misleading [and] the reason or reasons wieystiatement is misleading.” 15 U.S.C. § 78u—
4(b)(1). Thus, in order to plead a claim of securities fraud, plaintiffs “must do more than say that
the statements . . . were false and misleadirey, must demonstrate with specificity why and
how that is so.”"Rombach v. Chan@55 F.3d 164, 174 (2d Cir. 2004 addition, the plaintiff
“shall, with respect to each act or omissionstate with particularity facts giving rise to a
strong inference that the defendant acted wiéhrequired state of mind.” 15 U.S.C. § 78u—
4(b)(2).

B. Elements of Plaintiffs’ Claims

Plaintiffs assert claims und&8 10(b) and 20(a) of the Exainge Act, and Rule 10b-5.
SAC 19 98-112.

Section 10(b) of the Exchange Act makesntawful to “use or employ, in connection
with the purchase or sale of any securityany manipulative or deceptive device or contrivance
in contravention of such rulesd regulations as the Comma@simay prescribe.” 15 U.S.C.

§ 78j(b). The SEC’s implementing rule, Rule 4Bbprovides that it is unlawful “[tfjo make any
untrue statement of a material fact or to omgtate a material fact necessary in order to make
the statements made, in light of the girmstances under which they were made, not

misleading.” 17 C.F.R, § 240.10b-5.
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To state a claim under 8§ 10(b) of the ExchaAgg a plaintiff must adequately plead
“(1) a material misrepresentation or omissiynthe defendant; (2) scienter; (3) a connection
between the misrepresentation or omission aagbthichase or sale of a security; (4) reliance
upon the misrepresentation or omission; (9neenic loss; and (6) loss causatioMlatrixx
Initiatives, Inc. v. Siracusan®63 U.S. 27, 37-38 (2011) (intermplotation marks and citation
omitted).

To state a claim under 8§ 20(a) of the Exchafge “a plaintiff must show (1) a primary
violation by the controlled pens, (2) control of the primary slator by the defendant, and (3)
that the defendant was, in some meaningfassea culpable participant in the controlled
person’s fraud.”Carpenters Pension Trust Fund of St. Louis v. Barclays, FbG F.3d 227,

236 (2d Cir. 2014) (quotind TSI 493 F.3d at 108) (internal quotation marks omitted). If a
plaintiff has not adequateblleged a primary violation.e., a viable claim under another
provision of the Exchange Act, theretB 20(a) claims must be dismiss&ke id.
1. False or Misleading Statement or Omission
a. Objective Statements of Fact

To survive a motion to dismiss, the SAC madequately plead “that the defendant made
a statement that was ‘misleading as to a material fabtdtrixx Initiatives 563 U.S. at 38
(quotingBasic Inc. v. Levinsq85 U.S. 224, 238 (1988)) (emplssmitted). Significantly,

§ 10(b) and Rule 10b-5 “do not create an affirmeaduty to disclose any and all material
information.” Id. at 44;see also Basj&85 U.S. at 239 n.17 (“Silence, absent a duty to disclose,
is not misleading under Rule 10b-5."). “Disclosure of information is not required . . . simply
because it may be relevant or dieirest to a reasonable investoResnick v. Swart803 F.3d

147, 154 (2d Cir. 2002). An omission of informatiowt affirmatively required to be disclosed
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is, instead, actionable only when disclosursuwath information is “necessary ‘to make . . .
statements made, in the light of the girtstances under which they were made, not
misleading.” Matrixx Initiatives 563 U.S. at 44 (quoting 17EER. 8§ 240.10b-5(b)) (ellipses in
original).

As for the materiality requirement, it “is sdiesl when there is ‘a substantial likelihood
that the disclosure of the omitted fact woulddéeen viewed by the reasonable investor as
having significantly altered the total xwf information made available.’Td. at 38 (quoting
Basig 485 U.S. at 231-32). As the Supreme Chas# explained, a lower standard—such as
defining a “material fact” as anydtt which a reasonable shareholagghtconsider
important"—would lead corporations to “buryetishareholders in an avalanche of trivial
information[,] a result that is hardgonducive to informed decisionmakingI'SC Indus., Inc. v.
Northway, Inc,. 426 U.S. 438, 448-49 (1976). The “matkty hurdle” is, therefore, “a
meaningful pleading obstaclelh re ProShares Trust Sec. Litig.28 F.3d 96, 102 (2d Cir.
2013). However, because of the fact-intensiveneaof the materiality inquiry, the Court may
not dismiss a complaint “on the ground thag #lleged misstatements or omissions are not
material unless they are so obviously unimportaiat teasonable investor that reasonable minds
could not differ on the question of their importanc&CA 553 F.3d at 197 (internal quotation
marks and citation omitted).

b. Statements of Opinion

Like objective statements of material fact, subjective statements of opinion can be
actionable as fraud. As the Supreme Court basntly clarified, such statements of opinion can
give rise to liability in two distinct ways. Firsliability for making a false statement of opinion

may lie if either ‘the speaker did not hold thaief she professed’ or ‘the supporting fact she
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supplied were untrue.”SeeTongue v. Sanofi'Sanofi II") , 816 F.3d 199, 210 (2d Cir. 2016)
(quotingOmnicare, Inc. v. Laborers Dist.oOncil Const. Indus. Pension FyritB5 S. Ct. 1318,
1327 (2015)). “It is not sufficieror these purposes to alleti@t an opinion was unreasonable,
irrational, excessively optimistic, [onjot borne out by subsequent eventim’re Salomon
Analyst Level 3 Litig.350 F. Supp. 2d 477, 489 (S.D.N.Y)024). “The Second Circuit has
firmly rejected this ‘fraudy hindsight’ approach.’Podany v. Robertson Stephens, ,|848 F.
Supp. 2d 146, 156 (S.D.N.Y. 2004) (citiBtevelman v. Alias Research, |ric74 F.3d 79, 85

(2d Cir. 1999)).

Second, “opinions, though sincerely held atiierwise true as a matter of fact, may
nonetheless be actionable if geaker omits information whose omission makes the statement
misleading to a reasonable investoganofi Il 816 F.3d at 210 (citin@mnicare 135 S. Ct. at
1332). To adequately allege that a stateraéopinion was misleading through the omission of
material information, “[tlhe investor must idefiytparticular (and mateal) facts going to the
basis for the issuer’s opinion—facbout the inquiry the issuéid or did not conduct or the
knowledge it did or did not have—whose ssion makes the opinion statement at issue
misleading to a reasonable person reathiegstatement fairly and in contextd. at 209
(quotingOmnicare 135 S. Ct. at 1332). As the Supe@ourt has explained, “a reasonable
investor, upon hearing a statemehbpinion from an issuer, ‘expts not just that the issuer
believes the opinion (however irraially), but that it fairly alignsvith the information in the
issuer’s possession at a timeld. at 210 (quoting@mnicare 135 S. Ct. at 1329). “The core
inquiry,” then, “is whether the omitted fact®uld ‘conflict with whata reasonable investor

would take from the statement itself.Itl. (quotingOmnicare 135 S. Ct. at 1329).
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The Supreme Court has instructed that its ruling that material omissions of facts may
render a statement of opinion actionable shoutdbagiven “an overly expansive reading,” and
that establishing liability on such a theorg fio small task for an investor” to meéd. (quoting
Omnicare 135 S. Ct. at 1332) (internal quotatimarks omitted). “Reasonable investors
understand that opinions sometimes rest on ghirgy of competing facts, . . . [and do] not
expect thaeveryfact known to an issuer supports its opinion statemedt.{quotingOmnicare
135 S. Ct. at 1329) (alterations and internal gtiot marks omitted). “[A] statement of opinion
‘is not necessarily misleading when an issuemis)dout fails to disclose, some fact cutting the
other way.” Id. (quotingOmnicare 135 S. Ct. at 1329).

Further, statements of opinion must be considered in the context in which they arise.
“[T]he investor takes into accoutite customs and practices oé ttelevant industry,” and . . .
‘an omission that renders misleading a staterokapinion when viewed in a vacuum may not
do so once that statement is considereds appropriate, in a broader frameld. (qQuoting
Omnicare 135 S. Ct. at 1330).

2. Scienter

To sustain their 8 10(b) and2®(a) claims, plaintiffs must s adequately plead scienter.
See Matrixx Initiatives563 U.S. at 37Carpenter Pension Trust Fund50 F.3d at 236. As
noted, Rule 9(b) and the PSLRA raguplaintiffs to “state with particularity facts giving rise to
a strong inference that the dedlant acted with the requirectd of mind.” 15 U.S.C. § 78u—
4(b)(2). “For an inference of scienter to be strong, ‘a reasonable pergsti fleem [it] cogent
andat least as compellings any opposing inference one cbdiaw from the facts alleged.”

ATSI 493 F.3d at 99 (quotinBellabs 551 U.S. at 324) (alterati@nd emphasis in original).
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The requisite mental state is one “embracingnnto deceive, manipulate, or defraud.”
Tellabs 551 U.S. at 319 (internal quotation marks amation omitted). Plaintiffs “may satisfy
this requirement by alleging facts (1) showing that the defendants had both motive and
opportunity to commit the fraud or (2) constiig strong circumstantiavidence of conscious
misbehavior or recklessnessATS| 493 F.3d at 99. However, where plaintiffs do not
sufficiently allege that defendants had a metiw defraud the public, they “must produce a
stronger inference of recklessneskalnit v. Eichler 264 F.3d 131, 143 (2d Cir. 2001).

Recklessness is “a state of mind approximatirigaentent, and not merely a heightened
form of negligence.”S. Cherry St., LLC v. Hennessee Grp. |LBZ3 F.3d 98, 109 (2d Cir.

2009) (citation and emphasis omitted). To quadiyreckless, defendants’ conduct must have
been “highly unreasonable” and “an extreme deparfrom the standarasd ordinary care.”
Novak v. Kasak16 F.3d 300, 308 (2d Cir. 2000) (quotRglf v. Blyth, Eastman Dillon & Cp.
570 F.2d 38, 47 (2d Cir. 1978)) (internal quotation reankitted). An alleged “refusal to see
the obvious, or to investigate the doubtfuhist be “egregious” to be actionablghill v. Gen.
Elec. Co, 101 F.3d 263, 269 (2d Cir. 1996) (citation omitted).

Plaintiffs can establish recklessness by addyalleging that “defendants knew facts or
had access to non-public information contradicting their public statements” and therefore “knew
or should have known they weresrepresenting material factslii re Scholastic Corp. Sec.
Litig., 252 F.3d 63, 76 (2d Cir. 2001) (citibnpvak 216 F.3d at 308). However, an inference of
scienter does not follow from the mere fathon-disclosure of relevant informatiom re
Sanofi Sec. Litig. (“Sanofi 17)87 F. Supp. 3d 510, 534 (S.D.N.Y. 201&j,d sub nom. Sanofi
II, 816 F.3d 199. “Instead, to adequately pleachseigplaintiffs musalso provide sufficient

factual allegations to indicate that defendamderstood that their public statements were
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inaccurate, or were ‘highly unreasonable’ in failing to appreciate that possiblbty(§uoting
Novak 216 F.3d at 308). “The key, of course, isllbaest belief of the management in the truth
of information issued to the publicth re AstraZeneca Sec. Litjch59 F. Supp. 2d 453, 470
(S.D.N.Y. 2008)aff'd sub nom. State Univ. Ret.sSyf Ill. v. Astrazeneca PL334 F. App’x

404 (2d Cir. 2009) (summary order).

In the context of the development aaqgproval process for a new drug, “[i]f the
management knows that certaacts will necessarily prevent thegulatory approval . . . and
conceals these facts from the invegtpublic, then there is scientedd. Similarly, there is
scienter “if the managemeistreckless in dealing with such adverse factd.” If, on the other
hand, “the management of the company relepsstive reports about the drug to the public
along the way which the management honestly bedi¢e be true, and \ehe there is no reckless
disregard for truth, then tha not securities fraud.Td. (collecting cases).

3. The PSLRA Safe Harbor for Forward-Looking Statements

The PSLRA amended the Exchange Act tovjde a safe harbor for forward-looking

statementsSeel5 U.S.C. § 78u-5(c). Forward-lookingsgments are defined as those that

contain, among other things, “agpection of revenues, income, [or] earnings,” “plans and
objectives of management for future opemasi,” or “a statement of future economic
performance.”ld. 8 78u-5(i)(1). A forward-looking atement is not actionable if it “is
identified and accompanied by meaningful cautionary langaageimmaterialor the plaintiff
fails to prove that it was made with actkabwledge that it was false or misleadinglayton v.
Am. Exp. Cq.604 F.3d 758, 766 (2d Cir. 2010). Becausssthtute is written in the disjunctive,

statements are protected by the safe harboeyf $satisfy any one of these three categoriés.

Materiality is defined above; the other two categories are defined as follows:
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Meaningful cautionary languageTo qualify as “meaningful,” cautionary language
“must convey substantive information about factbed realistically could cause results to differ
materially from those projected the forward-looking statementsld. at 771 (quoting H.R.
Conf. Rep. 104-369, at 43 (1995)). Languageithatague” or “meredoilerplate” does not
suffice. Id. at 772. “To determine whether cautionanygaage is meaningful, courts must first
‘identify the allegedly undisclosed risk’ ancetih‘read the allegedly fraudulent materials—
including the cautionary languagee-determine if a reasonable irster could have been misled
into thinking that the risk that materializadd resulted in his lossdinot actually exist.”’In re
Delcath Sys., Inc. Sec. Litji¢36 F. Supp. 3d 320, 333 (S.D.N.Y. 2014) (quotiadperin v.
eBanker USA.com, In@295 F.3d 352, 359 (2d Cir. 2002)).akiltiffs may establish that
cautionary language is not meaningful “by shayy for example, that the cautionary language
did not expressly warn of or did ndirectly relate to the risk &t brought about plaintiffs’ loss.”
Halperin, 295 F.3d at 359.

Actual knowledge:The scienter requirement for forward-looking statements—actual
knowledge—is “stricter than for statements ofrent fact. Whereas liability for the latter
requires a showing of either knowing falsity or Heskness, liability for the former attaches only
upon proof of knowing falsity.”Slayton 604 F.3d at 773 (quotirigst. Invs. Grp. v. Avaya, Inc.
564 F.3d 242, 274 (3d Cir. 2009)). And, as notedler the heightened pleading standards,
which apply to both scienter requirements, plestinust “state with particularity facts giving
rise to a strong inference ththe defendant acted with the required state of mind.” 15 U.S.C.

§ 78u—4(b)(2).
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[1I. Analysis

By way of overview, the SAC identifies a total of 19 statenfethtst plaintiffs claim are
materially misleading. Broadly speaking, theseest@nts can be clustered into four categories:
statements addressing (1) Study 008 and QR>8siag NDA submission in July 2011; (2) the
June 2012 CRL and QRX’s later communicatiwaith the FDA,; (3) QRX’s commercialization
strategy for MoxDuo; and (4) QRX’s submissiofithe revised NDAs and the prospects for
FDA approval.

As to these four categories, the SAC, with very few exceptions, does not claim that the
challenged statements therein were themselves false. Rather, it claims that these statements were
materially misleading because they did not discloder alia, that (1) by the start of the Class
Period, the FDA had determined that QRX wdoddrequired to demonstrate that MoxDuo was
superiorto equi-analgesiaoses of its components—a more demanding showing than appeared
to be required by the Combination Rulepasviously applied; (2) QRX was actively, and
unsuccessfully, challenging the FDA'’s decisiorhos apply the Combination Rule; and (3)
each of the setbacks that QRX endured in itsgjfor FDA approval during the Class Period had
resulted from its inability to $isfy the Superiority Requiremefit.

For the reasons that follow, the Court holdst the statements in the first of the four
categories—+e€., those relating to Study 008 and ®R initial NDA application—are not

actionable primarily because plaffg have not adequately plédat, at the early point in the

” Many “statements” challenged in the SAC consist of multi-paragraph excerpts from press
releases. For purposes of this analysis, where such paragraphs include multiple representations,
the Court addresses each represemtas a discrete “statement.”

8 The SAC alleges a number of other omissionsthese are clearly immaterial, as discussed
below. The three omissions highlighted hepesent plaintiffs’ most substantial grievances.

29



chronology when they were made, the FDA had astbphd articulated its eventual position as
to how the Superiority Requirement would aptd MoxDuo. And the other omissions the SAC
identifies as to these challenged statements inereterial and did naender them misleading.
Finally, some statements in this category aotquted by the PSLRA’s faharbor provision for
forward-looking statements.

The statements in the lattiree categories were almo#itraade after the FDA’s June
2012 CRL had indisputably informed defendantthef FDA'’s position as to the Superiority
Requirement. However, the Court holds, vatie arguable exception, these statements were not
made materially misleading by virtue of thenissions upon which plaiffs seize, including,
most centrally, the nondisclosure of the FDA’svrteuperiority RequirementThat is because,
given QRX’s other disclosures and the informatioailable to investors, thdisclosure of that
requirement and the other information pldistfault defendants for not disclosing was not
necessary to make QRX’s chaltged statements non-misleading rtiealarly significant, QRX
timely revealed: first, that the FDA had deeld to approve QRX'’s original NDA, which
included the full study report for Study 008, as eqhte; second, that tR®A had specifically
requested additional information from StueB2, which, as QRX publicly explained, was
designed to demonstrate MoxDaauperiority over equi-anagic doses of morphine and
oxycodone; and third, that the Company was submitting further information, at the FDA'’s
invitation, to support approval of M®uo. In light of these and othdisclosures, which left the
public well aware that QRX was trying to clear FDA hurdle by demonstrating superiority to
each of its component drugs, the nuances as to how the agency was proposing to apply the

Combination Rule to MoxDuo were not material.

30



The Court separately holds that many statémienthese categories are either immaterial
puffery and/or protected by the PSLRA’s safebloa provision for forward-looking statements.
Finally, the Court holds that, evenaiie or more challenged statements were materially
misleading, none is actionable because the SACmtesdequately pleadisater. That is, it
does not allege that, in failing to disclose #DA’s application of the Combination Rule,
defendants either had a motivedaopportunity to commit fraud evere reckless in making those
statements.

A. Were the Challenged Statements False or Misleading?

1. Statements Regarding Study 008rad the Initial NDA Submission

The first category of statements the SAC challenges consists of five concerning the
results of Study 008 and QRX’s initial NDA submissid@eeSAC 11 30, 32, 34, 36, 38.
Specifically:

e In a December 6, 2010 press releasecwhnnounced the completion of QRX’s
third Phase 3 clinical trigStudy 009), QRX stated:

In April 2010, the company released results from a “combination
rule” pivotal study (008) comparinte efficacy and safety profiles

of MoxDuo IR against componédoses of morphine and
oxycodone alone for the management of moderate to severe post-
operative pain following buni@ttomy surgery. MoxDuo IR not
only demonstrated a statisticalyperior analgesic effect

compared to component dosganorphine (p=0.02) and

oxycodone (p=0.02) but, also, a favable side effect profile

despite delivering twice the apd dose of its individual

components. This trial met bothipary and secondary endpoints.

Id. 9 30. It further stated that, withe successful completion of Study 009, “the
company believes it has met the basic neents for clinical data to enable
NDA filing for MoxDuo IR as targetetbr the first half of CY2011.”Id.

e In press releases issued on Jan@drand January 27, 2011, the Company made
similar statementsSee id{ 32, 34.
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e In press releases issued on JuhyaBd August 25, 2011, QRX reported updates as
to the status of its NDA filing. Spew#lly, it announced that (1) in July 2011,
“[c]onsistent with the [CFR] and as &gd with the FDA,” QRX had “initiated
the NDA review process by filing its completed CMC module”; and (2) in August
2011, it had completed its NDA submissidd. I 38;see also id. 6. The press
releases quoted Holadaystating that such milestones reflected the “significant
progress [QRX was making]ward commercialising MoxDuojd. I 36, and that
QRX was “look[ing] forward to the regulaty approval process that may enable
product sales in 2012id. T 38.

The SAC alleges that these statements weséeading because they did not disclose that
in the June 19, 2009 No Agreement Letter,RBA “had rejected the protocols for Study 008
... and had specifically required that QRX desteate superiority in safety or efficacy for
MoxDuo at comparable doses to Morphine and Oxycodolie.f 31;see also id]{ 33, 35, 37,

39. The obvious implication of the NAL, plaiffis argue, was that Study 008—which did not
compare MoxDuo to equi-analgesic doses of morphine and oxycodone—was “categorically
insufficient” to satisfy the Combination Ruléd. { 31. Rather, Study 022 was the “only study

[in the development program] that could pbissatisfy the supesrity requirement.”ld. 1 31,

33, 37. And, because the study’s fullsdts had not been includedtimre NDA, plaintiffs urge, it
was misleading for defendantsdiate that QRX had met the basic requirements to enable NDA
filing and was making progressaward obtaining FDA approvalSee id 11 31, 33, 35, 37, 39.

These statements are not actble, for several reasons.

First, and most significant, plaintiffs’ copemise—that the FDA had stated in the NAL
that, to satisfy the Combination Rule, QRX waquired to fulfill the Superiority Requirement—
is belied by the text of thletter itself. The NAL s& nothing of the kind.

Plaintiffs rely solely on the FDA's statemntan the NAL that “[i]t is incumbent on you
[QRX] to find a patient population that requitée additional benefit yoanticipate from your

proposed formulation and demonstrate supiyiof the combination over the individual
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components in an adequate and well-controlled stulil,.Y 20. Plaintiffs treat that sentence,
which was found underlined on a copy of thelNept in Holaday'gpersonal files, as a
“smoking gun.” Pl. Br. 5. Implicit in it, thegirgue, was a directive that, to satisfy the
Combination Rule, QRX was required to show tdatxDuo was superior to its components at
equi-analgesicoses (something that Study 008 was not designed ) sesbpposed to the
actualdoses used in the combiiman (something that Study 008 was designed to test, and
ultimately did show’). SeePl. Br. 7, 16, 19.

But that construction does not follow. Attt surrounding statements in the NAL refute
it. First, the quoted language was takemfithe FDA'’s response to a different question
altogether: whether SPID24d., measuring efficacy after 24 hours), rather than SPIDdS (
measuring efficacy after 48 hours) was pprapriate primary endpoint for Study 008ee
NAL, at 1. The FDA’s response read, in pertinent part, as follows:

No, the SPID24 is not acceptable as a prynesadpoint for this trial. . . . Itis

incumbent on you to find a patient popubatithat requires the additional benefit

that you anticipate from your proposedrfmlation and demonstrate superiority

of the combination over the individual components in an adequate and well-

controlled study. If you cannot demonstratdifference in treatment response

beyond 24 hours, the question becomestivr there is any need for the

combination.

Id. at 1-2. Read in context, it is clear ttiad deficiency which the FDA was addressing—and

its stated basis for declining to enter into an SPA for Study 008-retdisat the study did not

9 As noted, Study 008 compared the efficacy saféty of MoxDuo (12 mg morphine/8 mg
oxycodone) to component, rather than equi-asdy doses of morphine and oxycodone. That
is, it compared MoxDuo with morphine (12 nag)d oxycodone (8 mg), rather than morphine
(24 mg) and oxycodone (16 mg).

10 SeeFDA Memo, at 11 (noting that the FDidview team “found that Study 008 did
demonstrate that Moxduo was superior to each of the components”).
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compare MoxDuo to equi-analgesic dosemofphine and oxycodone. Rather, the FDA was
highlighting a separate problem—one that QRX solved before submitting the NDA: that the
FDA did not approve of QR's proposed 24-hour endpoitit.

Moreover, the balance of the NAL, fairly readfutesplaintiffs’ view that it articulated
the Superiority Requirement as the FDA latdritseut. In responding to Question 4, the FDA
stated that if MoxDuo were found superior &k of its components on the primary endpoint for
Study 008, “the Combination Rule would be satisfieldl’at 3. Critically, the FDA did not
state there that only the first prong of the Camabon Rule would be satisfied—the position it
later adopted SeeFDA Memo, at 11-12. Rather, it indicdtthat the Combination Rule would
be satisfied in its entirety. Because subjetthe comparison arms of Study 008 received only
half the amount of opioid administered tdgcts receiving MoxDuo, this statement—far from
articulating a Superiority Requireent—is inconsistent with it.

The one document on which plaintiffs relyetafore, refutes their claim that the FDA
notified QRX in the NAL that, to satisfy the Comhtion Rule, it would be required to meet the
Superiority Requirement. This claim is thug enotitled to the usual presumption of truth
applicable on a motion to dismisSeeAmidax Trading Grp. v. SW.I.LF.T. SCRIZ1 F.3d 140,
147 (2d Cir. 2011) (“[W]here a conclusory alléiga in the complainis contradicted by a
document attached to the complaint, the docurmentrols and the allegan is not accepted as
true.”); Fort Worth Emp’rs Ret. Fundb15 F. Supp. 2d at 221 (rejediplaintiffs’ claim that the
FDA disclosed risk to defendanbecause it was based on a “mischaracteriz[ation of] a publicly

available letter from the FDA” to defendantls);re GeoPharma, Inc. Sec. Litjgl11 F. Supp. 2d

11n the August 27, 2009 No Agreement Letthg FDA confirmed that it approved of QRX’s
revised primary endpoint of SP48. Stokes Decl., Ex. 18, at 1-2.
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434, 449 (S.D.N.Y. 2006) (rejectiqdaintiffs’ characterization oflefendant’s statement where
“[gliven the full context of the December 1 Release, and the coenpéscript of the December
2 conference call provided in the Amended Complalaintiffs’ interpretation of the statement
is not reasonable, even when viewed in the Ingbst favorable to the plaintiffs”). And, the SAC
does not plead any specific facts that suppomfemence that the FDA had adopted, much less
alerted QRX to, this constructiai the Combination Rule at amgher point before issuing the
June 2012 CRL, or that defendants had any reason to anticipate such a constriritiontiffs’
claims premised on defendants’ failure to diselthe Superiority Requirement, or the FDA'’s
purported view that Study 008 could not satisfy iréfore, necessarily faals to all statements
made before the June 2012 CRkeeNovak 216 F.3d at 309 (“Corporate officials need not be
clairvoyant; they are only responkalior revealing those materitcts reasonably available to

them.”).

12 plaintiffs claim that the FDA Memo disclosttht “since 2004, the FDA had told QRX that in
order to satisfy the Combinati Rule, QRX must demonstrateat MoxDuo is superior to
equivalent doses of morphiaad oxycodone alone.” SAC {<ke also id]{ 3, 17. Butthe

FDA Memo says no such thing. Rather, witgard to QRX’s pre-NAL communications with
the FDA, it states only that: 1[a]t the outset of the clinad development program, [QRX]

made it clear that the rationale behind dep#lg [MoxDuo] . . . was that the individual
components were expected to act synergistically for efficacy”; (2) “[d]uring the January 2004
Pre-IND meeting, [QRX] affirmed #t synergy referred to a mdiean additive effect, i.e., the
combination is better than the sum of the fadnd (3) “[t]he [FDA went on to say that

reduced doses of opioid in comation cannot be assumed to be of clinical benefit alone.” FDA
Memo, at 9-10. The first two of these statemegflect positions that QR had presented to the
FDA, not vice versa. And the FDA'’s assertibat “reduced doses of opioid in combination
cannot be assumed to be of clinical benefit @los not a directive to QRX to demonstrate the
superiority of MoxDuo to equi-anadgic doses of its componenSee Corban v. Sarepta
Therapeutics, IngNo. 14 Civ. 10201 (IT), 2015 WL 1505693, at *9 (D. Mass. Mar. 31, 2015)
(complaint’s recitation of vague comment fréiDA meeting could nadupport allegation that
FDA had expressed more specific concerns, shafhchallenged statements were misleading).
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Second, to the extent the SAC challenges defesdi@iluire to disclose in these pre-June
2012 statements either the issuance of the N#dlf or its content§reporting the FDA'’s
decision not to enter into an SPA with QRXdadentifying deficiencies in the protocols for
Study 008), those omissionganactionable as wellSee In re EDAP TMS S.A. Sec. Ljtido.
14 Civ. 6069 (LGS), 2015 WL 5326166, at *12 (\DY. Sept. 14, 2015) (“Defendants had no
duty to disclose the content of the Major Deficieheyter or [to] trim back their opinions as to
the efficacy of the drug.” (interhguotation marks and citation atted)). It is well established
that there is no affirmative duty to disclose siadstance of interim feback received from the
FDA during the pendency of a drug applicattdrRather, such feedback must be disclosed only
where its omission would render anatB&atement materially misleadin§ee Matrixx
Initiatives, 563 U.S. at 44 (where there is no affitiva duty to disclose information, omission is
actionable only when disclosure is “necessaryritike . . . statements made, in the light of the
circumstances under which they were mamb misleading’) (quoting 17 C.F.R. § 240.10b-
5(b)). That is not the case here: An SPA igptional preliminary stethat is not required for
FDA approval; the SAC does not allege thdeddants had ever represented that QRX had
obtained, or would likelpbtain, an SPA; and the SAC does alt¢ge that any issue raised in

the NAL was unresolved by the time Study 00&wampleted—indeed, the FDA review team

13 See, e.gSanofi | 87 F. Supp. 3d at 534 (“The law did not impose an affirmative duty to
disclose the FDA's interim feedback just becatiseould be of interesto investors.”) (citing
Resnik v. Swart803 F.3d 147, 154 (2d Cir. 2002))allabhaneni v. Endocyte, IndJo. 114

Civ. 1048 (TWP), 2016 WL 51260, &t2 (S.D. Ind. Jan. 4, 2016) (“[NJumerous courts have
concluded that a defendant pharmaceutical comgaayg not have a duty to reveal interim FDA
criticism regarding studgesign or methodology.”).
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ultimately found that Study 008 met its primandpoint. The omitted facts relating to the NAL

were thus both immaterial and unnecessary to make the challenged statements not misleading.
Third, the PSLRA safe harbor shields defemdastatements that QRX believed it had

“met the basic requirements for clinical dedgaenable NDA filing . . . for the first half of

CY2011,” SAC 1 30, and was “look[ing] forward ttoe regulatory approvgrocess that may

enable product sales in 2018’ 1 381° These statements are classically forward-looking, as

they address what defendants estpd to occur in the futureSee, e.gKovtun v. VIVUS, Inc¢.

No. 10 Civ. 4957 (PJH), 2012 WL 4477647, at {\2D. Cal. Sept. 27, 2012) (“Projections

14 Seeln re MELA Scis., Inc. Sec. LitigNo. 10 Civ. 8774 (VB), 2012 WL 4466604, at *14
(S.D.N.Y. Sept. 19, 2012) (“[W]here the FDA eventually approved MelaFind at least in part
based on the results of the clinical trial and defendants never guaranteed FDA approval,
defendants had no obligation to disclose the purported flaws in the tialt)yVorth Emp’rs
Ret. Fund615 F. Supp. 2d at 231 (no duty to discltyss study design dinot reflect FDA'’s
preferences where there was no evidence that\Wwould delay approval for that reason).

15 This latter statement is also an inactiondblgression[] of puffery and corporate optimism.”
Rombach355 F.3d at 174ee, e.g.Vallabhanenj 2016 WL 51260, at *15 (“Courts frequently
consider loosely optimistic statements that areagpue, so lacking in specificity, or so clearly
constituting the opinions of theegker that no reasonable investould find them important to
the total mix of information available to be imt@aal as a matter of¥a” (internal quotation
marks and citation omitted)n re Moody’s Corp. Sec. Litig599 F. Supp. 2d 493, 509
(S.D.N.Y. 2009) (“[C]ourts havelentified declaration[s] of intention, hope, or projections of
future earnings as the hallmarks of inactionable pufferin”)e Medimmune, Inc. Sec. Litig.
873 F. Supp. 953, 964 (D. Md. 1995) (“Mere expressadiigpe or expectation regarding future
approval, not worded as guarees, are not actionable.”). Teame is true for Holaday’s
characterization of QRX’s initteon and filing of the NDA as “milstone[s]” that reflected the
“significant progress” th€ompany was making toward FDA approval. SAC 1 36s88;In

re EDAPR, 2015 WL 5326166, at *10 (defdants’ characterization tfie FDA approval process
as “on track” was “inactionable puffery and corporate optimisin’jg S1 Corp. Sec. Litigl73
F. Supp. 2d 1334, 1356l.D. Ga. 2001) (company’s assernsothat it had achieved financial
“growth milestones” “constitute[d] vague puffing and immaterial corporate optimisiiig¢se
statements are too “broad and nebulous as tpnoetde any specific ozoncrete guarantee on
which a reasonable investor could have reliddbpez v. CTPartners Executive Search,Iha.
15 Civ. 1476 (PAE), 2016 WL 1276457, at *10 (S.D.NWar. 29, 2016). They are, therefore,
immaterial. See ECA553 F.3d at 206.
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about the likelihood of FDA approvate forward-looking statements.3anofi | 87 F. Supp. 3d
at 535. Accordingly, they are nattionable if theyall within any of the three disjunctive
categories established by the PSLRA safe harBeel5 U.S.C. § 78u-5(c). Here, they are
covered by the third: The SAC does not adequatielgd that these statements were “made with
actual knowledge . . . that [they were] fatsemisleading.” 15 &.C. § 78u-5(c)(1)(B)Slayton
604 F.3d at 766. It alleges only that Holaday “hathial knowledge of thmisrepresentations
and/or omissions of material facts or.acted with recklesdisregard for the truthn that [he]
failed to ascertain and disclose such facts, ¢weuagh such facts wereailable to [him].” SAC

1 102. That conclusory statement does not rerti&e statements from the reach of the safe
harbor. See Sanofi, 187 F. Supp. 3d at 538 (safe harbor sgapWwhere complaint “allege[d] only
that defendants were aware of the FDA'’s concerns and therefore dkrvegre severely reckless
in disregarding’ the misleading nature og¢ithstatements”) (emphasis in original).

2. Statements Regarding the une 2012 CRL and Ensuing FDA
Feedback

The second category of challenged statem@nisists of nine pertaining to the June
2012 CRL and QRX’s ensuing dialogue with the FCBeeSAC 11 40, 42, 44, 46, 48, 50, 52,
54, 58. These fall into three sets: (1) defendanftatacterization of thhFDA'’s feedback; (2)
defendants’ purported reactiottssthe CRL and the FDA's feedback; and (3) QRX’s statement
regarding its position on tHeuperiority Requirement.

a. Defendants’ Characterizain of the FDA’s Feedback

On June 27, 2012, QRX issued a press relaagouncing that it had received a CRL
declining to approve the NDA. 1 40. The Company stated tltavas “presently considering
its response to the requests for additional inforonatvith regard to the safety and effectiveness

of MoxDuo and ha[d] been grat@ meeting with the FDA to clarify the steps required for
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approval.” Id. QRX thereafter made a number of statements to the effect that, at post-
submission review meetings, the FDA had “cladfte [the] Company . . . the steps required for
approval,”id. § 42;see alsad. 1 48, 50, and had specificatgquested additional data and
analyses from Study 028¢e id 11 42, 54.

Plaintiffs claim that it was misleading for QRX to represent only that the FDA had
requested “additional information” regarding “the safety and effectiveness of MoxDuo” and the
“data filed as part of the NDA.1d. 1 41. They argue that QRXauld have also disclosed that
the FDA had stated that QRXust provide—and had not yatovided—evidence that MoxDuo
was superior to its components at comparable ddde§{ 41, 43.

This argument is unavailing. To begin wi@RX’s statements that it had received the
CRL, that it had been granted a meeting \hign FDA, and that the FDA had requested
additional information regarding§tudy 022, are all accueastatements of objective historical
facts. They are nait all misleading®

That QRX did not disclose the FDA'swepplication of the Combination Rule—
requiring combinations of drugs from the sgoh@rmacological class to meet the Superiority
Requirement—did not make these statemensteanding. With or without knowledge of the
agency'’s gloss on an existing known requirementgtfestual statements were truthful and free
of slant. On this point, Judge Briccedtanalysis of a comparable developmenhire MELA

2012 WL 4466604, is instructive. There, thaglcompany MELA received a “non-approval”

16 See In re EDAP2015 WL 5326166, at *9—10 (statemerggarding evolving status of
company’s application were “not actionable to ¢ixéent they merely recite[d] historical fact”);
In re MELA 2012 WL 4466604, at *12 (statement tR&XA granted company expedited review
was inactionable as recitation of fadtrt Worth Emp’rs Ret. Fund15 F. Supp. 2d at 230
(statements about FDA'’s acceptance of applicdboneview were inactinable recitations of
fact).
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letter from the FDA on March 19020, stating that the ultimate usearket for its experimental
drug MelaFind would be limited to dermatologisis,opposed to all physicians, as MELA had
sought. See idat *11. MELA did not publiclydisclose this feedbaclkSee id.However, it: “(1)
repeatedly acknowledged ‘the [premarket appl application washot approvable;’ (2)
informed investors of MELA'$elief that it ‘[could] addresall of the agency’s outstanding
guestions in a timely manner and [would] woikgently to do so;’ and (3) repeatedly stated
MELA'’s belief that ‘MelaFind caibe a valuable tool to help aeatologists detect melanoma.”
Id. at *11 n.4. In light of those disclosuresdde Briccetti held, MELA’s omission did not make
its statements materially misleadinigl. Significantly, MELA’s post-March 19, 2010
disclosures no longer “expressed optimism MalaFind would be suited for use by primary
care physicians.’ld. And, given “MELA’s candor regardg the FDA’s March 19 letter and the
non-approvability of MelaFind, defeants’ stated belief that Méland would still be a valuable
tool for dermatologists correct[ed] any miglerstanding that may have resulted from
defendants’ earligprojections of the user marketld.

Similarly, here, QRX accurately disclosee flact of non-approval—in this case, of
QRX’s NDA. SeeSAC 11 40, 44, 48. And it had alreaalynounced that the NDA included the
full results from Study 008, which had met both its primary and secondary end®setsd.

19 30, 32, 38. These statements, coupled witCdmpany’s disclosure that it planned to
respond to the FDA'’s request for morémmation regarding MoxDuo’s “safety and
effectiveness,” and that the FDA had requested additional data and analyses for Study 022,
allayed any misunderstanding that may havelteddrom defendants’ pre-CRL expressed views
that the Study 008 results cdwdlone support FDA approva@QRX’s public statements would

not have misled a reasonable investor to Beltbat, to gain approl/dQRX would only be
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required to show that MoxDuo was safe and effectiwl. Br. 1. Such an investor would have
understood that more was neededdbsfy the Combination Rule.

This Court’s analysis iGanofi Ipoints to the same resulthere, plaintiffs challenged
Sanofi’s failure to disclose resations the FDA had repeatedly expressed about a drug trial’s
single-blind methodology, and the FDA’s admaonitthat, were Sanofi to use that methodology,
it would need to show a heightened “treatitneffect” to securapproval. 87 F. Sup@dat
538-39. In a decision affirmed by the Second Ciythis Court held that, for two reasons,
investors were sufficiently apped that the FDA might requireheeightened showing. First, the
public, through FDA regulations and guidanceswafieady on notice that the FDA preferred a
double-blind methodologyld. at 539—40.And second, Sanofi had disclosed that it had used a
single-blind study.ld. at 540. Sanofi’s failure to disclose thiaé FDA had explicitly stated that
its less favored methodology would require Sanofm#ke a heightened showing did not, in this
context, make its statements reetliing to a reasonable investdd. at 540-41.

Similarly, here, QRX'’s disclosure of the CRAand the fact that Study 008 had met its
endpoints, put investors on noticathulfilling the facial requirerants of the Combination Rule
was not alone enough to secure FDA approlradeed, QRX went further. While it did not
report the FDA'’s conceptual visi of the Combination Rule, QRdisclosed that the FDA was
particularly interested in ‘tBdy 022[,] which evaluated oxygelesaturation levels in patients
receiving MOXDUO compared to those adistered morphine or oxycodone alateequi-
analgesic dose’s SAC 1 42 (emphasis added). Thigliitly alerted investors that the FDA
viewed a comparison to equi-analgesicades-a methodology beyond that required by the
Combination Rule on its face—as necessary ppraval. For these reasons, that QRX did not

explicitly report the FDA'’s articulation of the Superiority Requirement did not make its
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statements misleading. “Rather, the statememgdéo ‘accurately inform rather than mislead
prospective [investors],” and tipdeadings give the Court no bagin which to infer they were
made in bad faith.”Sanofi | 87 F. Supp. 3d at 537 (quotiMgcMahan v. Wherehouse Ent., Inc
900 F.2d 576, 579 (2d Cir. 1990)ht@rnal citation omitted)’

b. Defendants’ Purported Reactions to the CRL and the FDA'’s
Feedback

The SAC separately challenges defendantshaptic statements at various points in the
FDA review process, beginning with the CRIL faults QRX’s statement that it was: (1)
“surprise[d]” by the FDA'’s decision to issuihe CRL, SAC { 48; [2encouraged” by the
feedback it later received frothe FDA, including that its “Cobiination Rule Study (Study 008)
satisfied efficacy requirements and there weremexpected or problematic safety issues in any
of the studies submitted as part of the MOXDUO NDA,™ 42;see also id]{ 44, 46, 48; and
(3) “confident that MOXDUO [would] receive approvaid. I 48;see also idf 42 (reporting
QRX'’s statement that it “believe[d] that the reviehvadditional data and subsequent refiling of
the NDA could result in a positive dsmn from the FDA by mid-2013").

The SAC alleges that these statements were misleading because they did not reveal: (1)
that the FDA had rejected the protocols fardyt008 in the NAL; (2) tht the June 2012 CRL
had explained as the basis foe tiejection that QRX had not satisfied the Combination Rule; and

(3) as to those statements made after @GRppeals to the ODEIl and OND, that QRX had

17 See als€Corban 2015 WL 1505693, at *Bvhere defendants informed public that the FDA
had requested additional information related stualy, they were “under no duty, at that time, to
delve into the FDA's specific concerns ovee Bufficiency of [the] potential NDA application,

at least absent their makinfjstatements that would contradict such concerdshnson v.

Pozen Inc.No. 07 Civ. 599 (WWD), 2009 WL 426235,%d19 (M.D.N.C. Feb. 19, 2009) (while
defendants “certainly [could] have prdeid more details when discussing itheitro studies . . .
there is no requirement to useygparticular words as long as the words [used] are accurate and
not misleading”).
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unsuccessfully appealed the CR&ee id{{ 43, 47, 49. Concretely, plaintiffs posit that the
CRL could not have taken QRX by “surpride&cause, at the time it submitted the NDA, QRX
knew about the Superiority Requirement and thatihly study with the potential to satisfy it,
Study 022, was not yet complete. PIl. Br. 16. Rlsrurther claim that QRX could not later
have been “encouraged” by the FDA'’s feedbackconfident” that MoxDuo would receive
approval, because QRX (1) disagreed withRB&’s conclusion that, tobtain approval, QRX
needed to satisfy the Superiority Requirement; and (2) knew that the FDA had found that the
subset of data from Study 022 that was includeatiennitial NDA had not met that requirement.
See idat 17; SAC 1 49. Finally, plaintiffs arguewas misleading to refer to Study 008 as a
“Combination [R]ule study,” because Study 022 was trdy'study that was designed and
capable of satisfying the superiority componef the combination rule.” PI. Br. 20.

All of the challenged statements in thibscategory are statements of opinion: Rather
than addressing existing objective facts, thgyess QRX’s views, either as to the FDA'’s
actions and communications, or as to MoxDuospects. Accordingly, they are actionable
only if they (1) were not honestly believed wheade; (2) were supportéy untrue facts; or (3)
omit to mention facts that conflict with whateasonable investor would take away from the
statements themselveSanofi Il 816 F.3d at 210 (citin@mnicare 135 S. Ct. at 1327-32). For
several reasons, the SAC does not plead fadficient to meet these standards.

First, the SAC contains no factual allégas which suggest that defendants did not
honestly believe the statements they were makingh-+wgard to either their surprise at the
CRL or optimism about MoxDuo’s prospects—at the time they were made. As discussed, the
SAC does not plead facts indicating that, beferiving the CRL, defendants had any reason to

expect that the successful results of Studywo08ld not be enough to support FDA approval, or
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that the FDA would construe the Combinati®uale to impose a Superiority Requirement on

drugs which, like MoxDuo, combine two drugs from the same pharmacological family. There is
thus no basis, on the pleadings, to doubtde&tndants were genuinely surprised by these
developments.

The SAC similarly supplies no factual basictmclude that defendants were not actually
encouraged by the FDA's interim feedbaclconfident that MoxDuavould eventually be
approved. To the contrary, defendants’ awmid investment of time and resources into
developing MoxDuo—even after receiving tB&L—suggests that they honestly believed
approval was still attainable. $d supporting this inference are thled facts tht the FDA had
(1) found that the Study 008 results satisfiedfitts¢ half of the Combination Rule; and (2)
expressed keen interest in Study 022, which wagdegito satisfy the send half of that rule,
as construed by the FDA. Under these circumstances, and “absent concretely pled facts to this
effect, the inference that . . . plaintiffs ask tBourt to draw—that [QRX] . . . continued to fund
[Study 022 and the NDA review process] whikxretly believing that FDA approval was
unlikely[ or] impossible . . . ignmplausible and conjectural.Sanofi | 87 F. Supp. 3d at 531-32
(citing City of Edinburgh Council v. Pfizer, In&Z54 F.3d 159, 170 (3d Cir. 2014) (“[T]he
initiation of Phase 3 cost millions of dollaaad required FDA approval, rendering it improbable
that defendants would have continued if they bt believe their interptation of the interim
results or if they thought éhdrug a complete failure.”Ravidoff v. Farina No. 04 Civ. 7617
(NRB), 2005 WL 2030501, at *11 n.19 (S.D.N.Yué 22, 2005) (“[I]t would have made no
economic sense for defendants to invest literallyphs of dollars in a venture that they knew

would fail.”)).
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Second, the SAC does not allege that anysfatich defendants cited in stating these
views were themselves false. Plaintiffs do dispute that (1) the FDA issued a CRL declining
to approve MoxDuo, while anfgating further study and resiv; (2) Study 008 showed that
MoxDuo satisfied the Combination Rule’s efficacy requiremarg—that each component
makes a contribution to the claimed effects; (3unexpected safety issues arose in any of the
studies that QRX submitted as part of thaahiNDA; and (4) the FDA had requested additional
data from Study 022. Indeed, the FDA Memo fte&pressly confirms the first, second, and
fourth of these propositionsSeeFDA Memo, at 5-7.

Third, the SAC does not plausibly allegattdefendants’ statements, as reasonably
interpreted, were in conflict witfacts not volunteered. To kare, the FDA had articulated a
heightened standard—the Supeity Requirement—that MoxDuoauld be required to satisfy.
However, the FDA had also suggested thatrtbgiiirement could be sdied by positive results
from Study 022. Indeed, the FDA review tegpecifically requested that QRX provide
additional data from Study 022, and both the ODEIl and OND—the arms of the FDA to whom
QRX successively, but unsuccessfully, appealed the new standard-gHimabthe importance
of [those] analyses and stropgecommended that [QRX] submitetim as part of [its] response
to the CRL.” FDA Memo, at 7, 21. And, QRX peeded to collect and alyze additional data
from Study 022 after its initial NDA submission, “befjimg] that [the data] . . . demonstrated
that Moxduo is safer than comparahlaounts of both morphine and oxycodontd’ at 22.

Based on these pleadings and cognizable matateflsndants’ expressions of confidence as to

FDA approval, far from being impeached by fatisn known to them, “fairly align[ed] with the
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information in [their] possession at the tint€.Omnicare 135 S. Ct. at 1329. As the Second
Circuit has explained, “[tlherean be no conflict inferreddm a statement of optimism
consistent with the FDA's instructions asthe treatment results oessary for approval.Sanofi
II, 816 F.3d at 211 (FDA's interim feedback diok conflict with defendants’ optimistic
statements about FDA approval where FDA hadciauid that deficiency could be overcome by
large treatment effect, which defentlawere, in factable to producekee also idat 212
(“Thus, fatal to Plaintiffs’ case is the absencay serious conflict bewen the FDA'’s interim,
albeit repeated, concerns about methodologylefdndants’ optimism about FDA approval.”).
The other alleged omissions also do not conflith defendants’ statements of opinion.
The NAL's rejection of the mposed protocols for Study 008csnsistentvith defendants’
claimed surprise about the CRL, because,reesabmitting the NDA, QRX had modified those
protocols to incorporate thediA's feedback. Nor does it impugn defendants’ later expressions
of optimism about FDA approval, because, kg time those statements were made, the FDA
had found that Study 008’s resusiatisfied at least the firstqgumg of the Combination Rule.
Accordingly, although they could not alonegee FDA approval, the results from Study 008

lent support to QRX’s applicatidh.

18 Because the FDA, ODEII, and OND had notgeined on the Superiority Requirement when
QRX received the CRL, their positions as to tieiguirement and QRX’s inability to fulfill it
could not possibly conflict with QRX’s statemt that the CRL had taken it by surprise.

191t was also not misleading for QRX to cante to refer to Study 008 as a “Combination Rule
study.” The Company had adopted that shorthand by December 6, 2010, when—based on the
FDA's representation in the NAL, and priorttee agency’s articulation of the Superiority
Requirement—it projected thdtat study could satisfy éhfull Combination Rule SeeSAC | 30
(12/6/10 press release referring to Study 008“aebination rule’ pivotal study”). Although

the June 2012 CRL indicated that Study 008 wowldsatisfy the second prong of the rule, it did
not undercut the study’s ability &atisfy the first. And indek the FDA review team found that
Study 00&did fulfill the first half of the Combinatin Rule, a finding it presumably conveyed to
QRX at its post-submission review meetingeeFDA Memo, at 11. Moreover, given QRX’s
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The SAC also faults QRX for, later, nopiting specifically that the FDA review team
had found that the Study 022 data had notaletrated a safety benefit for MoxDuBeeSAC
19 43, 45, 47, 49. But, significantly, the Study @&ta submitted with the initial NDA was
incomplete. SeeFDA Memo, at 13. And QRX subsequentlyllected and analyzed additional
data from that studySee idat 20-21. Because the FDA’s negative determination was based
only on the first subset of datadiid not foreclose future approvahd thus did not conflict with
defendants’ optimistic statements.

Finally, QRX’s statement that it was “caént that MOXDUO will receive approval,”
SAC 1 48, is, separately, shielded by the PSLRA Barbor. It is fovard-looking and the SAC
does not allege that it was “madéh actual knowledge . . . that [it was] false or misleading.”
15 U.S.C. § 78u-5(c)(1)(BY}.

C. QRX’s Statement Regarding Rssition on the Superiority
Requirement

The last statement in this category ittt SAC challenges is QRX’s account of the
position it had taken regarding the Superioritgjideement when it met with the FDA. In a

January 24, 2013 press release, QRX stated[thating the Company’s most recent review

candid disclosure that the FDA had declinedpgprove the initial NDA, which included the full
study report for Study 008, a reasonable investmuld not be misled by QRX'’s shorthand
reference to Study 008 as a “Combination Rulegt into believing that that study’s results
could alone secure FDA approval. And QRXatstment that the FDA had requested additional
information from Study 022 further alerted investitrat data from that study would be relevant
to the FDA's ultimate decision.

20 QRX’s statement that it “believes that the ssviof additional data and subsequent refiling of
the NDA could result in a positvdecision from the FDA by mid-2013,” SAC | 42, is similarly
protected by the PSLRA safe bar. And, “[i]t is wellrecognized that statements that include
such cautionary language are usually ‘not the stufvhich securities frad claims are made.”
Hillson Partners LtdP’ship v. Adage, In¢42 F.3d 204, 218 (4th Cir. 1994) (quotingce v.
Edelstein 802 F.2d 49, 56 (2d Cir. 1986)).
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meeting, QRxPharma presented a position tifavagh the Combination Rule does not require a
demonstration of greater efficacy or safety, thia dabmitted to date indicate a safety advantage
for MoxDuo compared to either morphineaxycodone alone.” SAC § 52. The SAC claims
that this statement was misleading because QBEXali also disclose that the FDA review team
had already adopted (and the ODEIl and OMNId affirmed) the construction of the

Combination Rule that QRX opposed, under widhX was required to show that MoxDuo had
superior efficacy or safety to equi-analgesic doses of its compordn{s53. Absent this

context, plaintiffs argue, QRX’s account of {hesition it had advocated was misleading. PI. Br.
17, 20%

Of all the statements recited in the SAC, this one is the most vulnerable to attack. The
statement can be read in two ways. First, itlmanead to mean that although the Combination
Rule definitively does not require a showingsaperior safety or efficacy, QRX (gratuitously)
presented the position to the FbiAat the Study 022 data would s&yisuch a requirement. So
understood, this statement is praob#dic, because, of course, the FBadby then interpreted
the Combination Rule to require suchh@wing. The second—and more benign—reading is

that QRX had told the FDA that while it did nmlievethat the Combination Rule should be

21 Plaintiffs claim the same statement was mistegébr a separate reason: because QRX did not
also disclose that the FDA had rejectedpheocols for Study 008 and determined that the
Study 022 results submitted with the initial NDA did not prove that MoxDuo had a superior
safety profile to morphine or oxycodone. SAG3. Substantially fdhe reasons reviewed
above, the Court rejects that theofyliability. QRX’s statementf its own view as to how the
Combination Rule should apply to combinati@isame-class drugs was not made misleading
by its failure to report the FDA'’s statements alibese studies. In any event, by the time QRX
made the challenged statement, it had publidgldsed both that (1) the FDA had declined to
approve the initial NDA, which included thecmmplete data from 8tly 022; and (2) QRX had
agreed to submit additional data from that same stGa idf{ 40, 42; Stokes Decl., Ex. 6, at
2. Therefore, a reasonable inwestiould not be misled to belie that the FDA had found that
the initial subset of Study 022 data had shown a safety advantage for MoxDuo.
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construed to require a showingsafperiority, Study 022’s data would satisfy that requirement.
Both parties appear to adopt theter construction of this statemt in their briefs. The Court
agrees that, although the statememto model of clarity, that ihe more natural reading.

Read as such, this statement is literally accurate: As plaintiffs do not dispute, QRX
presented these positions to the FDA, intjelbe FDA Memo states that these arguments
supplied the bases for the Company’s appedéeFDA Memo, at 6—-7. However, in the Court’s
judgment, this statement, unlike the othees®AC challenges, was made misleading by QRX’s
failure to reveal that, by the time of QRX’s public statement, the FDA had committed to the very
construction of the Combination Rule against WwH@RX stated that it was advocating. To be
sure, by announcing that it had taken a posiiothe Superiority Requirement, QRX conveyed
to investors thgossibilitythat the FDA might adopt the opposite vieeeDef. Br. 922 But
nothing in QRX’s statement implied, let alom¥ealed, that the FDA, ODEII, and OND had
already done solf anything, a reasonable investoutd draw the opposite conclusion: that the
agency was still in the process of deciding hovapply the Combination Rule in the novel
context presented by MoxDuo. Disclosure of thieeination the agency had reached as to the
Superiority Requirement was, therefore, “essary to make” QRX'’s account of its earlier
meeting with the FDA “not misleading Matrixx Initiatives 563 U.S. at 44 (internal quotation

marks and citation omitted).

22 A contemporaneous disclosure by QRX reinfortieat possibility. QRX stated that, at its
meeting, “[tihe FDA . .. voiced for the first tintleat no precedent exists for their review of
combination products where two drugs in the same category are combined (e.g. morphine and
oxycodone as ‘opioids’).” Stokes Decl., Ex. 12, atl;Ex. 13, at 1. This statement alerted
investors to the possibility that the FDA was adasng how to apply the Combination Rule in

this novel context, and, there&ro the possibility that would demand a more stringent

showing for such a combination product, as @ dane in the related context of over-the-counter
drugs that combine two ingredients from the same cate@eg-DA Memo, at 5, 12.
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In order for a misleading statement todmtionable under 8§ 10(b), however, it must be
materially misleading.See idat 38 (“To prevail on a § 10(b)am, a plaintiff must show that
the defendant made a statement that wasléadingas to anaterialfact.” (quotingBasig 485
U.S. at 238) (emphasis Matrixx)). The issue, then, is wheth®atice at that time that the FDA
had firmly adopted the Superiority RequiremeiNd have “significantly altered the total mix
of information made available” to investorsl. (internal quotation marks and citation omitted).

This presents a close question. On thelarel, QRX'’s disclosures did alert the market
to the possibility that the ageynwould adopt such a construction and apply it to MoxDuo. And,
for the reasons stated, QRX’s contemporanstatement that it believed the Study 022 data
would satisfy any such requirement was neitatse nor misleadingA reasonable investor
therefore, arguably, might notveperceived the fact thatelDA had adopted a heightened
standard as a significantow to MoxDuo’s prospects for apgpral. On the other hand, to the
extent that an investor ménave been skeptical whetf@RX could demonstrate MoxDuo’s
superiority to equi-analgesic doses of its poments, news of the heightened standard would
have been material, because it would hawgailed the likelihood of approval.

On the pleadings, the Courtnist equipped to assess whether reasonable investors would
have assumed that MoxDuo would be unlikely orbl@ao satisfy the heightened standard. The
SAC supplies no factual allegations on this poifthe Court, therefore, will assuraeguendo
that QRX’s statement in the January 24, 2013grelease was materially misleading by virtue
of its omission of the FDA'’s determinate ddon to adopt the Superiority Requiremesee
ECA 553 F.3d at 197 (“[A] complaint may not propebe dismissed . . . on the ground that the
alleged misstatements or omissions are not natamiess they are so obviously unimportant to

a reasonable investor that reasonable mind&lmot differ on the question of their importance.”
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(internal quotation marks and citation omitted)he Court need not, however, resolve this

issue, because—as explained below—the SAC fails to adequately plead a separate element: that
defendants made this statement with scienter—Htibent to deceive, manipulate, or defraud.”

Tellabs 551 U.S. at 319. For that separate reaos statement is, also, not actionable.

3. Statements Regarding QRX’'s Conmercialization Strategy for
MoxDuo

The third category of statements challengethenSAC consists of two representations
by Holaday regarding QRX’'s comma@lbzation strategy for MoxDuoSeeSAC 1 38, 50.
First, in an August 25, 2011 press release, tholastated that, sin€@RX’s initial public
offering, “it ha[d] strived towrds an aggressive commei@ation strategy for MoxDuo—one
that streamlined development timeline$d’ § 38. Second, in a January 16, 2013 press release,
he stated that “[t{]hroughout thast several years of FDA imgctions on MOXDUO, we have
followed the Agency’s recommendations in desigrand implementing clinical trials that
demonstrated its effectiveness and safety in acute pain patiéht§.50.

Plaintiffs argue that the first statement wiaisleading because it did not disclose that the
FDA (in the NAL) had rejected the protocdéts Study 008, and that QRX therefore was “not
following a streamlined and efficient timelineld. § 39. They claim the second was misleading
because it did not disclose that (1) QRX lyade forward with Study 008 despite the NAL; (2)
the CRL had stated that QRX had not satistlee Combination Rule; and (3) QRX had twice
unsuccessfully challenged the FDA’s impias of the Superiority Requiremenid. § 51.

Fairly read, these statemeat® not actionable. The finsterely generally recites QRX's
intentionto pursue an “aggressivernmercialisation strategy.td. § 38. As such, itis
inactionable as immaterial puffery. “[Clourts haglentified declaration[sf intention . . . as

[a] hallmark[] of inactionable puffery” where they are too broad and nebulous to be mdterial.
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re Moody’s 599 F. Supp. 2d at 539.Moreover, the statement is backward-lookirigeit
describes a broad goal of QRX’s up to that point in time. Aoresse investor could not “rely
on such a [retrospective] statement as a guegasitsome concrete fact or outcomé&ity of
Pontiac Policemen’s & Firemen’s Ret. Sy&2 F.3d at 185. Nor is this an instance where a
company so departed from a statemenhtntion as to make it misleadin§ee, e.gNovak
216 F.3d at 315 (defendants’ statement that iftkentory situation was ‘in good shape’ or
‘under control”” not puffery where “they alleggdknew that the contranywas true”). On the
contrary, the facts pled—including QRX’s three attempts to obtain an SPA for Study 008—are
consistent with an attempt by the Company, even if ultimately unsuccessful, to pursue an
efficient development timeline. In that conteidoladay’s failure to mention the Company’s
receipt of the NAL did not render his broad dgsoon of QRX'’s intended course misleading.
The second statement recitepart that QRX followed t FDA’s recommendations in
designing and implementing clinidaials. As such, it is neithéalse nor materially misleading.
The cognizable facts show that QRIX abide by the FDA'’s suggestions as to the steps
necessary to obtain its approvdlirst, before submitting thaitial NDA, QRX corrected the
primary deficiency identified in thAL as to the protocols for Study 008eeStokes Decl.,
Ex. 18, at 1-2. With QRX having heeded Bi2A’'s recommendation, the NAL'’s critique of
QRX'’s earlier deficiency was immaterial by thed of the challenged statement; there was thus

no duty to disclose it. Second, after receivimg CRL, QRX complied with the FDA'’s requests

23 Accord In re Aetna, Inc. Sec. Litjgi17 F.3d 272, 283 (3d Cir. 2010) (“[S]tatements of
subjective analysis or extrapolations, sucbgisions, motives and intentions, or general
statements of optimism . . omstitute no more than ‘puffery’ and are understood by reasonable
investors as such.” (internal citation omittedgg, e.g.In re Royal Cruises Ltd. Secs. Litig 1

Civ. 22955, 2013 WL 3295951, at *12 (S.D. FlarAp9, 2013) (optimistic statement of
“intention to compete successfullywas immaterial puffery).
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to provide additional data and analyses for Study &#&FDA Memo, at 20. The fact that the
Company was simultaneously challenging the FDA'’s application of the Combination Rule to the
new context presented by MoxDuo, and its deteation that QRX had not satisfied that
heightened standard, is not inctent with Holaday’s statemetiitat QRX had tried to heed the
FDA'’s directives, including a® the Superiority Requirement®he nondisclosure of QRX’s

dissent from the FDA'’s adoption of thatjterement did not makieoladay’s statement

misleading.

To the extent that the second statement reflects the objeativihét the FDA had
recommended that QRX conduct studies demamsiy&oxDuo’s effectiveness and safety, it is
also inactionable. It was an accurate, if upfudly general, characterization of the FDA'’s
recommendation. Holaday certaidguld have been more specifice;, by stating that the
FDA had recommended that QRX implement stude®onstrating the superior efficacy or
safety of MoxDuo to equi-analgesic doses of itsponents. But his failure to be more concrete
as to the level of the required showing did matke his general statemenaterially misleading.
Moreover, given the FDA'’s refusal to approve thitial NDA, which included the full report for
Study 008, a reasonable investor would have urmtmighat, whatever tharecise showing that
was needed, merely demonstrating that Moxidas safe and effective (as Study 008 evidently
had) was not enough to secure FDA approval.

4. Statements Regarding QRX's Rsubmission of the NDA and the
Prospects for FDA Approval

Finally, the SAC faults three statemerggarding QRX'’s submission of the revised

NDAs and the prospects for FDA approwal the basis of those submissions.
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a. Statements Regarding tRebruary 2013 Resubmission

As to the February 2013 resubmission, th&€€Sallenges Holaday’s statements in a
February 28, 2013 press releéisat (1) “as recommended by the FDA,” QRX included in its
revised NDA a comprehensive analysis of Study 022, which “demonstrated the lower risks of
respiratory depression for MOXDUO when compa@e@ither morphine or oxycodone”; and (2)
QRX, therefore, “believe[d] the revised documesitectively address[ed] the FDA'’s request for
additional data.” SAC  54. The SAC alsal¥nges Holaday’s statement in an April 29, 2013
press release that, “[a]ssuming approval, [QRXicgrate[d] product launch. . before the end
of [the] calendar year.ld. § 56.

Plaintiffs argue that these statements were misleading because they did not disclose that
(1) the FDA had rejected the protocols for St00% in the NAL; (2) the CRL stated that QRX
had not satisfied the Combination Rule becatfsaled to show superiority; and (3) QRX had
twice unsuccessfully appealed the CRd. 11 55, 57. They argue that these statements were
also misleading because the FDA review tegtimately concluded that MoxDuo was no safer
than morphine or oxycodonéd. § 55.

To the extent that the first statement reflects objective facts—to wit, that the FDA had
recommended that QRX submit additional gsat from Study 022, and that QRX had done
so—it is neither false nor misleading. As notibe, FDA did, in fact, request additional data and
analyses from Study 022. And the FDA Memfteets that QRX included such data in its
resubmission.SeeFDA Memo, at 22.

To the extent the first and second statemegitect defendants’ subjective beliefs that (1)
Study 022 demonstrated lower risks of respisatt@pression for MoxDuo compared to its two

component drugs; and (2) QRX had “effectivatidress[ed] the FDA'’s request for additional
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data,” these are statements of opini@anofi | 87 F. Supp. 3d at 543 (“Courts have repeatedly
held ‘publicly stated interpretations of the resulf various clinical stdies’ to be ‘opinions’
because ‘[rleasonable persons may disagree over how to analyze data and interpret results, and
neither lends itself to obgtive conclusions.” (quotintn re Sanofi—Aventis Sec. Litjg/74 F.
Supp. 2d 549, 567 & n.20 (S.D.N.Y. 2011)) (collecting cases). As such, they are actionable only
if they (1) were not honestly believed when ma@¢ are supported by untrue facts; or (3) omit
facts that conflict with what a reasonable investor would take from the statements themselves.
Sanofi I} 816 F.3d at 210 (citin@mnicare 135 S. Ct. at 1327-32).

The SAC does not come close to pleadengi$ on which to conclude that defendants
disbelieved their own statements. There is @saa to infer that defendis anticipated either
that (1) errors in the Study 022 oxygen desdton data QRX submitted would preclude FDA
review of that data; or (2) the FDA would conclude thatrdmaining Study 022 data did not
reflect a “meaningful safety advantage” MoxDuo. FDA Memo, at 8. And the surrounding
circumstances undermine any such inferencee skibstantial time, money, and effort that QRX
continued to invest in Study22, its appeals to the ODEII and OND, and its revision of the NDA
are hard to square with the premise thatmigdats believed the data from that study was
incapable of meeting the FDA’s deman@&ee Sanofi, 187 F. Supp. 3d at 544 (“Defendants’
substantial investment of moneydgpersonnel in the Lemtrada clialdrials over a several-year
period is hard to square with the premisat hefendants understoodithhe study design was
fatally flawed or that the results made Lemtrddad on arrival.”). From these facts, the more
plausible inference is that defendants singdbelieved that the Study 022 data was valid and
demonstrated lower risks of respiratory depression for MoxDuo than its components, and

therefore satisfied th8uperiority Requirement.
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The allegedly omitted facts also did not dmbfwith what a reasonable investor would
have taken away from the statements themséfv@ie NAL’s content is unrelated to the Study
022 results or whether they had the potentigktitsfy the FDA'’s request for additional datsee
Johnson2009 WL 426235, at *22 (“[F]actual statements [that] have nothing to do with
genotoxicity . . . cannot create any duty to ldise additional information about preclinical
genotoxicity testing.”). And thEDA'’s determination that QRX'mitial NDA submission
(which included only partial results fro8tudy 022) had not satisfied the Superiority
Requirement did not underminefdedants’ later opinion that threewanalyses from Study 022
(which had not been included iretmitial application) would do so.

Finally, Holaday’s projection that “[a]ssung approval, [QRX] anticipate[s] product
launch . . . before the end of [the] calendar ye®AT { 56, is also inactionable. No reasonable
investor would interpret it as a “guaranteey;,’even as suggesting a high likelihood, of FDA
approval. It insteadssumed such approvaiguendo. See In re MedimmuB&3 F. Supp. at
964 (“Mere expressions of hope expectation regarding future approval, not worded as
guarantees, are not actionable pé&sally is that so where, &gre, virtually every reference
made by any Defendant to FDA approval was hddyevariations of the proviso ‘if and when
approved by FDA.”). This statement is furthghielded by the PSLRA safe harbor: Itis
forward-looking, and the SAC does not allege thatas made with “actual knowledge . . . that

[it was] false or misleading.”L5 U.S.C. § 78u-5(c)(1)(B).

24 The third basis on which a stated opinion baractionable also does not apply: Because
defendants did not recite any ebijive facts to suppotteir stated opinions, those statements
cannot be found actionable on the ground they there based on untrue factual claims.
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b. Statements Regarding thimvember 2013 Resubmission

As to the November 2013 resubmission, giffsichallenge the following statement from
QRX’s November 26, 2013 press release, entfl@kPharma Refiles MoxDuo New Drug
Application with the FDA

QRxPharma completed an audit of the more than 30 million data points for

oxygen desaturation from Study 022. Wédieve these data demonstrate a

significant respiratory safety advangaipr MOXDUO over equi-analgesic doses

of morphine or oxycodone. . . .

We expect the FDA to schedule Advisory Committee meeting preceding a

Prescription Drug User Fee Act (PDUF#ate six months following this

submission, projected for late May, 2014.

SAC 1 60. Plaintiffs also chalige Holaday’s statement in thexepress release that QRX was
“confident that [the] refiled NDA [would] confirrthe validity of the data defining the product’s
respiratory safety advantages and . . . hoghaitlthe FDA [would] view them favourably in
their consideration of thbenefits of [MoxDuo].”ld.

As to these utterances, plaintiffs do not ape challenge QRX'factual assertion about
its audit of the Study 022 data.Rather, they focus on defendants’ stated opinions about what
that data showed and whether it could support Bpproval. These statements, too, they argue,
were misleading for failure to disclose tha) {ie FDA’s NAL had rejected the protocols for
Study 008; (2) the CRL stated that QRX had nasBad the Combination Rule because it failed
to show superiority; and (3) QRX hadite unsuccessfully appealed the CRd.  61. They

further fault the statements for failure “to de=e that Study 022 had failed its primary endpoint,

showing MoxDuo to be less safe thanrptone or oxycodone with respect to oxygen

25|n any event, any challengettus statement of objective fasbuld fail, as the pleadings do
not support an inference that it wiatse or materially misleading.
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desaturation, and that the alleged positivelteguovided by QRX were based on a post hoc
analysis that is of little to no value to the FDAJ.

These challenges fail for seaéreasons. QRX'’s statentegrgarding its “expectation
about the FDA's timing is soft and immaterial on its face as a matter of Revt"Worth
Emp’rs Ret. Fund615 F. Supp. 2d at 230 (holding immaterial statement that “FDA is expected
to respond to [defendants’] NDA in late July 2007%)Holaday’s statement that he was
“hopeful” that the FDA would view the resed NDA favorably is immaterial pufferysee id.
(“mere[] expressions of ‘hope’ #t the FDA would apmve [defendants’ drug]” were “soft” and
“immaterial on their facas a matter of law”)n re Medimmung873 F. Supp. 96#. These
statements are not actionable.

So, too, as to the other two statements afiiopi. These were that (1) QRX believed the
data from Study 022 showed a respiratorytyadevantage for MoxDuo compared to equi-
analgesic doses of morphine or oxycodone; ahti{aday was confident that the refiled NDA
would confirm the validity of the data definingetproduct’s respiratory safety advantages. The
SAC does not impugn these statements, as it ngitbads contrary factsor recites facts from
which it can be inferred that defgants disbelieved what they mesaying. As discussed, the
most plausible inference from the facts plethat defendants genuindbglieved that the results
from Study 022 demonstrated a safety advantadficient to support approval of MoxDuo.

And the information which the SAC faults defendants for omitting does not contradict these

26 Moreover, the AADPAC did, in fact, hold itseeting in April 2014, even earlier than QRX
had projected. SAC  66. Therefore, th@as absolutely nothing misleading about this
statement.

27 This statement is also protected by the PSIs&fe harbor because it is forward-looking and
the SAC does not allege that it was made with “actual knowledge . . . that [it was] false or
misleading.” 15 U.S.C. § 78u-5(c)(1)(B).
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statements. As noted in connection with February 2013 resubmission, the undisclosed
facts—regarding the NAL, the statement in the CRL construing the Combination Rule to impose
a Superiority Requirement on MoxDuo, and tbaefoemation of that requirement by the ODEII

and OND on QRX'’s internal appeal—did not codtca defendants’ statedews. The FDA’s
in-progress assessments of QRX’s studies @apication of the Combination Rule do not

make fictive or incredible dendants’ statements of optirmsabout eventual approval.

Plaintiffs also fault QRX for failing to disase that Study 022 was found not to have met
its primary endpoint. SAC § 61. But QRX did not state otherwise. In the statements that
plaintiffs challenge, defendants more modestyest their belief that eéhstudy’s results showed
certainrespiratory safetydvantages for MoxDuoSee idf] 60. That the study was found not to
meet a particular endpoint—oxygdasaturation rate, defined as the number of desaturations
less than 90% divided by the time oxygen saturation was monitored in the treatmentsperiod,
FDA Memo, at 23—is not inconsistent with thessestnents. It does nekclude the possibility
that MoxDuo demonstrateather respiratory advantageser morphine and oxycodoig.

Indeed, notwithstanding this shortcoming, Bi2A’s Memo recited facts that would have
lent support to defendants’ stdtopinion. It stated that MoxDuo had been found “numerically
better than both comparators” as to three pesifipd respiratory safetgxploratory endpoints:

(1) percentage of subjects witltygen saturation lessah 90%; (2) lowest oxygen saturation per

subject; and (3) change in respirataaye from baseline to end of studyl. at 24. And the post

28 Notably, the AADPAC's assessment that MoxDuo did not satisfy the Superior Requirement
did not cite the primary-endpointifiag on which plaintiffs focus.See Kovtun2012 WL

4477647, at *10 (undisclosed adverffe@s revealed by study daded not render defendants’
positive statements regarding safety and efficasfeading where the FDA did not cite those
effects as a basis for disapproval).
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hoc analyses submitted showed additional rasmy benefits for MoxDuo consistent with
QRX’s statements: (1) a lower difference in gatage of subjects who had a desaturation; and
(2) a smaller percentage @ésaturations below 80% in subjects older thanl@Cat 25.

Whether these results reflected a “meanirigiespiratory safety advantage for MoxDuo
was a matter on which reasonable minds could differfendants’ view that they did was not
inconsistent with the data known to theBee In re Galileo Corp. Shareholders Liti$j27 F.
Supp. 2d 251, 265-66 (D. Mass. 2001) (rejectingdraaim challenging subjective “judgments,
as to which reasonable persons might disagréeDefendants are “not liable merely because
[they] ‘kn[ew], but fail[ed] to disclosesome fact cutting the other way.Sanofi Il 816 F.3d at
214 (quotingOmnicare 135 S. Ct. at 1329). That the FDA and AADPAC ultimately disagreed
with defendants’ interpretation tie data does notrder their subjective assessments false or
misleading. See id(“Defendants’ statements were moisleading simply because the FDA

disagreed with Defendants'terpretation of the data.?.

29 Indeed, the facts that (1) one AADPAGMmMittee member believed the Study 022 oxygen
desaturation data supported a “hypothesis @kiased respiratory s&f& and (2) “several
members expressed interest in further evalgatie potential for this product to improve
respiratory safety as compared to singlera opioids,” AADPAC Rpt. 5-6, suggest that
defendants’ interpretation waeither baseless nor unreasonable.

30 See also Davison v. Ventrus Biosciences, Ma. 13 Civ. 3119 (RMB), 2014 WL 1805242, at
*8 (S.D.N.Y. May 5, 2014) (“[W]here, as hera defendant’'s competing analysis or
interpretation of data i¢self reasonable, therem® false statement.” (quotingleinman v. Elan
Corp., 706 F.3d 145, 154 (2d Cir. 2013)¢consideration denie®014 WL 4460346 (S.D.N.Y.
July 2, 2014)jn re Sanofi—Aventis Sec. Litig’.74 F. Supp. 2d at 567 (“Plaintiffs cannot premise
a fraud claim upon a medisagreement with how [defendantsjose to interpret the results.”);
Noble Asset Mgmt. v. Allos Therapeutics,,INo. 04 Civ. 1030 (RPM), 2005 WL 4161977, at
*11 (D. Colo. Oct. 20, 2005) (“Interpretationssafientific data are nahisleading where the
interpretation finds reasonable supportha data.”).
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Plaintiffs also fault QRX for not disclosirtbat some data on which it relied in stating
that the evidence reflected a significant saéelvantage for MoxDuo came from “post hoc”
analysesi.e., analyses not part of Study 022’s design.CSR61. This challenge, it appears, is
based on the fact that “[s]eral [AADPAC] committee membsrexpressed concern about the
many post-hoc analyses that were conductédRDPAC Rpt. 4. At the outset, however,
plaintiffs are wrong to imply thatll positive results on which QRX relied in claiming a safety
advantage for MoxDuo fell into the “post-hoc’tegory. Rather, as noted, MoxDuo also proved
superior to its two component drugs on thpee-specifiedespiratory safety exploratory
endpoints.SeeFDA Memo, at 24. In any event, in atlating a perceived safety advantage,
QRX did not state that it was relying excludiv on findings within the design ambit of Study
022. Nor did it mispresent any data on whiateited. And, the SAC pleads no facts indicating
that it was “irrational or unreagsable” to employ modes of agais exogenous to the study’s
original design.Sanofi Il 816 F.3d at 214. QRX was thus withtis bounds to rely on results
generated by those analyses in reporting on the $tutBlaintiffs cannot premise a fraud claim

upon a mere disagreement with how defendants chastetpret the results ahe clinical trial.”

31 See, e.gKleinman 706 F.3d at 154-55 (defendant had no duty to disclose full methodology
for calculating data results, even where methodology deviated from original study design and
was not the most rigorous availalds,long as methodology was reasonalf\egly v. Aeterna
Zentaris Inc, No. 12 Civ. 4711 (PKC), 2013 WL 2399869, at *14-15 (S.D.N.Y. 2013)
(allegations that defendantschaot engaged in best practigesiesign and conduct of study

were insufficient to establish material misstatements or omission®;Medimmunge873 F.

Supp. at 966—-67 (because “[m]edical researamasswell differ over the adequacy of given
testing procedures and in the muestation of test results,” a def@ant does not act with reckless
disregard to validity of study results simply besaa regulatory authity expresses preference
for a different methodologyPadnes v. Scios Nova Indo. 95 Civ. 1693 (MHP), 1996 WL
539711, at * 5 (N.D. Cal. Sept. 18, 1996) (securitss do not require “that companies who
report information from imperfect studies incuexhaustive disclosures of procedures used,
including alternatives that were not utilized aragious opinions with regget to the effects of
these choices on the interpretation of the outcome data”).
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In re MELA 2012 WL 4466604, at *13 (defendants’ puread failure to disclose “unsound
statistical analysisand other design flaws in clinical trial did not sugpsscurities fraud claim);
cf. In re Rigel Pharm., Inc. Sec. Litj¢97 F.3d 869, 879 (9th Cir. 2012) (“Because Plaintiff
does not allege that Defendants misrepreseth&down statistical methodology, analysis, and
conclusions, but instead criticizes onlg tstatistical methodology employed by Defendants,
Plaintiff did not adequately plead falsiyith respect to statistic results.”).

Finally, to the extent the SAC challenges Holaday’s statement that QRX was “confident
that [the] refiled NDA [would] confirm the validitgf the data defining the product’s respiratory
safety advantages,” SAC 60, that statemeshislded by the PSLRA safe harbor. Itis
forward-looking and the SAC does not adequately allege that it was “made with actual
knowledge . . . that [it was] false orsteading.” 15 U.S.C. § 78u-5(c)(1)(B).

B. Scienter

Recapping the foregoing discussion, the Court has assangeeindathat just one of
QRX'’s statements (in the January 24, 2013 prdease) was materially misleading. The Court
has held that all other statementattplaintiffs challenge were not.

As to any challenged statement, to state aglplaintiffs would sfi need to adequately
plead scienter. The SAC categorically fails tasdo It does not plausibly allege (or come close
to plausibly alleging) that amghallenged statement was madiéh the “intent to deceive,
manipulate, or defraud.Tellabs 551 U.S. at 319.

A plaintiff may plead scientegither “(a) by alleging fact® show that defendants had
both motive and opportunity to commit fraud,(by by alleging facts that constitute strong
circumstantial evidence of consciomssbehavior or recklessnes¥alnit, 264 F.3d at 138

(internal quotations marks and citation omitted).
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As to motive, the SAC does not allege thdeddants had a motive to defraud the public.
And the facts pled do not reveaty incentive to inflate QRX’stock price by pretending, during
the period of FDA review, that approvallbxDuo was likely when (as plaintiffs posit)
defendants knew the Superiority Requiremefdatively foreclosed approval: There is no
allegation that Holaday, or amgher high-level official of ta Company, sold QRX stock during
the Class PeriodSeePI. Br. 23-242 And there is no allegatichat any such person, or the
Company itself, otherwise stood to benefit from the inflation in QR¥sk price that was
allegedly brought about by defendarfesely optimistic statements.

Indeed, as pled, the scheme that the SAC imeggacks a cohererdtional objective.
The SAC alleges that QRX, with Holaday athedm, knew for years, long even before the CRL,
that MoxDuo would face a heightened proof her(h the form of the Superiority Requirement)
which it could not clear. Nevertheless, it alleg@RX continued to invest substantial time and
resources in clinical studiea@NDA submissions that it knew wedeomed to fail, all the while
misrepresenting to the public that approval waslyik That QRX’s principls harbored this state
of mind is implausible.See, e.g Cozzarelli v. Inspire Pharms., In&49 F.3d 618, 627 (4th Cir.
2008) (“It is improbable that [Defendant] wouldke its existence on a drug and a clinical trial

that the company thought was doomed to failurddjinson2009 WL 426235, at *25

32 See Acito v. IMCERA Group, Iné7 F.3d 47, 54 (2d Cir. 1995) (“The fact that the other
defendants did not sell their skarduring the relevamwtass period undermines plaintiffs’ claim
that defendants delayed notifying thigblic ‘so that they could setheir stock at a huge profit.”
(internal citation omitted))Turner v. MagicJack VocalTec, LfdNo. 13 Civ. 0448 (RWS), 2014
WL 406917, at *11 (S.D.N.Y. Feb. 3014) (lack of suspicious stosales “rebuts an inference
of scienter”);In re eSpeed, Inc. Secs. Litig57 F. Supp. 2d 266, 289 (S.D.N.Y. 2006) (fact that
neither chairman nor CFO saddtbck during class period undermthmotive allegations against
those defendantsln re N. Telecom Secs. Litjd.16 F. Supp. 2d 446, 462 (S.D.N.Y. 2000)
(“The absence of stock sales by insidersis inconsistent with an intent to defraud
shareholders.”).
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(inference of scienter undermined where deéesl pointed out that “if they had known in 2006
that the FDA would require additional study beyond [that includedtheir application], [they]
would have conducted the study then, ¢fere speeding up FDA approval”).

Moreover, by its nature, the purported schemald not have continued in perpetuity.
Defendants would have known that their efdd prop up QRX stock by feigning likely FDA
approval would be revealed, in relatively shander, upon the FDA'’s rejection of the MoxDuo
NDA. See In re GeoPharmdll F. Supp. 2d at 446—£TT]he tenuous plausibility of the
alleged scheme substantially weakene[d] the overall strexigplaintiffs’ sgenter allegations],]
.. . [where defendants] must have . . . realthadl . . . [the public would] quickly uncover the
scheme.”). For the defendants, including Holaday, this development would likely have
generated recriminations—or worse. Abselggations of insider $as during the period of
stock-price inflation, there wouldge no concrete benefit to defentkato justify these risks.
Courts regularly “refuse to infer scienter . . . when confronted with [such] illogical allegations.”
In re GeoPharma411 F. Supp. 2d at 446 n.83 (collecting cadeg)he SAC therefore wholly
fails to allege a coherent motive for the fraud scheme it posits.

Where, as here, a motive to defraud isadgquately pled, a plaintiff “must produce a

stronger inference of recklessneskalnit, 264 F.3d at 143. Recklessness is generally

33 See, e.gDavidoff 2005 WL 2030501, at *11 n.19 (rejexy scienter allegations as
inadequately pled because “it would have made no economic sense for defendants to invest
literally billions of dollars in a veture that they knew would fail’)n re J.P. Morgan Chase Sec.
Litig., 363 F. Supp. 2d 595, 621-22 (S.D.N.Y. 2009t{ve not adequately pled where
“[p]laintiffs [ ] fail[ed] to allege facts exglining why, if it was awar of Enron’s problems,
[defendant] would have continuedlemnd Enron billions of dollars”Hampshire Equity

Partners Il, L.P. v. Teradyne, IndNo. 04 Civ. 3318 (LAP), 2005 WL 736217, at *3 (S.D.N.Y.
Mar. 30, 2005) (fundamentally illogical and contiidry scienteallegations fail as a matter of
law); In re Merrill Lynch & Co. Inc, Research Reports Sec. Litig72 F. Supp. 2d 243, 263
(S.D.N.Y. 2003) (complaint’s allegations “affiatively refute[d] scienter” because they
contradicted assumption that defendants @aak in their own economic self-interest).
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established by a showing that “defendants kfemits or had access to non-public information
contradicting their public statements,” andréfore “knew or should have known they were
misrepresenting material factsScholastic 252 F.3d at 76 (citinijovak 216 F.3d at 308). The
Second Circuit has also noted tHafn egregious refusdb see the obvious, ¢o investigate the
doubtful, may in some cases give risatoinference of . . . recklessnes&hill, 101 F.3d at 269
(internal quotation marks and citations omitted).

Here, plaintiffs base their claim of rdeksness on the allegation that defendants
knowingly or recklessly disregardehe ostensible falsity of therarious statements regarding
MoxDuo and its prospects for FDA approv&8eeSAC 1 102; Pl. Br. 21-23. Specifically as to
Holaday, the remaining defendant, plaintiffs addategations that, as a kefficer of QRX, he
knew that MoxDuo was integral to QRX’s success and that, as a person privy to the NAL and the
CRL, he was aware, as of June 2012, that v Rad adopted (and articulated) the Superiority
Requirement.SeeSAC | 74-76; PI. Br. 21-22.

Largely for the same reasons that the vargiagements at issue have been held neither
false nor misleading, the facts pled in the SAICféa short of pleadingecklessness, and, thus,
scienter. As explaineearlier, the SAC doa®tadequately plead thdefendants (including
Holaday) knew or had accessnon-public information contradiing their public statements.
Thus, no inference of recklessness fairlyewmisThe following briefly recaps why, analyzing
first the statements made before June 2012 ardthiose after, with a focus on the January 24,
2013 press release that the Court has identifi€dR¥$’'s one potentially actionable statement.

As to the statements made before QRX received the June 2012 CRL, the SAC does not
adequately plead that defendants knew or shbave known that the FDA would later impose a

Superiority Requirement on MoxDuo that Stui8 could not satisfy. As noted, the SAC’s
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claim that the NAL articulated sh a requirement is refuted bBye NAL'’s text, which indicated
that if QRX met the primary endpoint for thaatr it would satisfy the Combination Rule. On
the facts pled, defendants had no other reasortimpate that the FDA would later interpret the
Combination Rule to impose this heighteneddsad. In this contexthere is no basis to
plausibly infer that defendants knew or reckigsisregarded that thieitial NDA was destined

to fail.3* The alternative inference—that defendantsebed that the study results could support
FDA approval—is the only plausible one.

As to the statements made after QRXaived the June 2012 CRL, the SAC again does
not allege facts that are “strong circumsrevidence of conscious misbehavior or
recklessness.Kalnit, 264 F.3d at 138. To be sure, the June 2012 CRL (and the ODEII's and
OND'’s decisions affirming it) surely alertei@fendants that QRXeuld have to prove
MoxDuo’s superiority to comparébdoses of its componentBut that information did not
contradictthe Company’s statements. QRX neverdafter represented that the FDA woodd

impose a Superiority Requirement on MoxDuo. dast it informed investors that it believed its

34 See VallabhanenR016 WL 51260, at *20 (“Plaintiff has inffigciently pleaded that the Phase
2 study was actually fatally flaweat that the Defendants hadvance knowledge that the Phase
3 study was futile from the staahd Plaintiff cannot establigtienter for this reason.”ganofi |

87 F. Supp. 3d at 547 (inference of consciouslesskess was “particularly hard to sustain”
where plaintiffs did not alleginat defendants had access to information about Lemtrada’s side-
effects that was not made publitr);re MELA 2012 WL 4466604, at *7 (“[I]t is insufficient to
claim defendants ‘should have known’ their représtgons were inaccuraf@ior to the receipt

of the March 19 letter.”)in re SLM Corp. Sec. Litig740 F. Supp. 2d 542, 559 (S.D.N.Y. 2010)
(“An allegation ‘that a defendant merely oughvhave known is not sufficient to allege
recklessness.”) (citation omittedjtart v. Internet Wire, Ing 145 F. Supp. 2d 360, 368
(S.D.N.Y. 2001) (“[T]o withstand a motion tosmniss|[,] plaintiffs mst detail specific
contemporaneous data or information known edbfendants that was inconsistent with the
representation in question.” (internal qatdn marks and citation omitted)).
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study data would satisfy the agency’s Combination Rule, however construed. There was nothing
actionable about that statement of beltef.

Nor, as pled, did QRX'’s factual representations about the state and potential of its studies
from the date of the CRL forward mislead the pybétalone to an extethat would give rise
to an inference of recklessness. To the contrary, the Company accurately disclosed that the data
from Study 008 wouldhot alone support FDA approval: rigported that the FDA had declined
to approve the initial NDA, which included thal report for Study 008, and was interested in
receiving more data, specifically from Study 0Z2eSAC 11 32, 38, 40, 42, 44, 48, 54. This
case is thus a far cry from thosbere scienter could be inferrefdm the fact that “defendants
were consistently representing an intendedxpected outcome over time even as new
developments adversely effected [die likelihood of that outcome.in re MELA 2012 WL
4466604, at *11 n.4.

The one statement that the Court has held patgnmaterially misleading is one in the
January 24, 2013 press release. In pertinent pattpthss release impli¢dat the standard the
FDA would apply under the Combination Rulesaan open question, without revealing that, by

then, the FDA had firmly committed to the Superiority Requirem8ee suprapp. 47-51. But

35 This case is thus easily disguished from those that hawaifd scienter adequately pled on
the ground that defendants’ publiatetments about their pending drug applications were directly
contradicted by contrary @lence in their possessioSee, e.gln re Genta, Inc. Sec. LitigNo.

4 Civ. 2123 (JAG), 2005 WL 2416970, at *4-5, *7 (DINSept. 30, 2005) (scienter pled where
defendants stated that drug “did agipear to be associated ws#rious . . . adverse reactions,”
despite knowledge that drug was associated wdieased toxicity rad adverse reactiondjy re
Regeneron2005 WL 225288, at *23-24 (“key allegati’ supporting claim of conscious
recklessness was that defendamiswabout problem refuting their statements as to the efficacy
of the drug, “rather than being awanrfethe possibility of the problem”)n re Cell Pathways,

Inc. Sec. Litig No. 99 Civ. 725 (RFK), 2000 WL 805221, at *7 (E.D. Pa. June 20, 2000)
(scienter pled where defendants stated thalystvas proceeding asauined despite knowledge
that it was fatally flawed).
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even if that statement werelti@ctionable, the facts pletb not support an inference that
defendants acted with scientethat they were “highly unreasonab—in failing to so disclose.
See Novak?16 F.3d at 308. This shortcoming in thesgreelease must be viewed in context.
While unclear and thereby misleadi the statement at issue wasfatge. And the press release
implicitly acknowledged the possibility that tR®A would adopt a Superiority Requirement,
noting that QRX had presented antrary “position” in its most reent meeting with the FDA.
SAC 1 52.

Significant, too, the difference between th® regulatory standards was not one which
QRX, at the time of the January 24, 2013 prelease, perceived as outcome-determinative.
The Company’s position instead was that Mox[Boald satisfy either standard, and, as noted,
the SAC does not plead facts indicating tiatt position was ndteld in good faiti® See
Johnson2009 WL 426235, at *22 (“[O]nmay plausibly infer that Defendants did not more
specifically discuss the genotoxicitysts because they did not coles them to be impediments

to approval.”)*’

3¢ That the FDA ultimately held that QRX’s data did not satisfy the Superiority Requirement
does not mean that QRX’s contrary view was wrong or recklessly tidktical researchers
may well differ over . . . the intpretation of test results.In re Medimmung873 F. Supp. at
966. And “[p]eople in charge of an enterprase not required to take a gloomy, fearful or
defeatist view of the future; subject to what cotr@ata indicates, they can be expected to be
confident about their stewardship and the peass of the businessatithey manage.'Shields v.
Citytrust Bancorp, In¢.25 F.3d 1124, 1129-30 (2d Cir. 1994@g also In réledimmung873

F. Supp. at 966—67 (“Simply to aver that the Advy Committee, based on theoretical (not to
say inappropriate) statistical concerns, evalhtichallenged the company’s opinion, is not to
say that Defendants should have had knowledgeeotheoretical statistical limitations on their
assumptions.”)Noble 2005 WL 4161977, at *13 (no inferanof scienter where “[e]Jven [FDA
Committee] members who ultimately votedaatst recommending approval acknowledged [drug
company’s] data provided some evidence oihaneased survival benefit in patients with
metastic breast cancer”).

37 Compare In re MELA2012 WL 4466604, at *8 (inference sxfienter is diminished where
challenged statements showed that “defendateaded to and did work with the FDA to timely
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Under these circumstances, it is not plausiblefer that the atior(s) of QRX'’s press
release acted out of deliberatioacklessness, awareness of tHease’s misleading prose, or to
occlude a fatal obstacle to ultimate FDA approval of MoxDuo when they failed to set out with
clarity the fact that the FDA had firmly committéo the Superiority Requirement. Any such
inference would be based on speculatiSee Kalnit264 F.3d at 143 (defendants’ recklessness
could not be inferred from failure to discloseédethecause “the duty to disclose the [ ] letter was
not [ ] clear, especially given that the publias aware” of informadin that diminished the
materiality of the omission)n re GeoPharma, Inc. Sec. Litjgt1l1l F. Supp. 2d at 447 (“[A]
failure to disclose particular information, byl can only constitute recklessness if there was
anobviousduty to disclose that information.” (emphasis added@})e more—and only—
plausible explanation, on the facts pled, is thatpress release’s iraot prose was the product
of sloppiness, inattention, awd/inartful drafting.

In sum, “even if [d]efendants were less thaansparent’ with regard to the [Superiority
Requirement], and even if the failure to disclases misleading, plaintiffstill cannot establish
the essential element of scienter. That is, theemmompelling inference here is that [d]efendants
acted innocently, or even negligentlyith regard to disclosure tiie [Superiority Requirement],
as opposed to acting recklesslyth fraudulent intent.”Johnson 2009 WL 426235, at *24—

25.

address the FDA'’s concernsand Slayton604 F.3d at 777 (defendanhtprudent course of
action . . . weaken[ed] rather than strengtheng@dnference of scientgr(internal quotation
marks and citation omittedyith In re Amylin Pharm., Inc., Sec. LitjgNo. 01 Civ. 1455

(BTM), 2002 WL 31520051, at *5 (S.D. Cal. Oct. P2002) (defendant acted recklessly when it
proceeded with Phase Il trials, and made state&swegarding “completeness” of those trials and
the likelihood of FDA approval, despite FDA’s migngs that use of thmethodology in question
may be insufficient to support approvalyder amended on other grounds on denial of
reconsideration2003 WL 21500525 (S.D. Cal. May 1, 2003).
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Plaintiffs separately seek to base scientemanactions of Holaday’kte in the series of
events. First, they argue, scienter can be indergm “the fact that Holaday attempted to cover
up the fraud after being exposeygithe FDA.” PI. Br. 22see als&SAC { 78. They characterize
Holaday as stating, on a conference call witrestors on April 22, 2014hortly after the FDA
Memo was released and the penultimate dayeoCilass Period, that: “(e never received a no
agreement letter, (ii) [the] FDA never saidi® 008 was not properly signed, [and] (iii) [the]
FDA sent QRX a letter stating that MoxDuadhaet the combination rule.” PI. Br. 22e also
SAC 1 79 These statements, plaintiffs urge, werehdalse, and show that Holaday’s earlier
statements and actions had been accompanied by séfefeBr. 22; SAC 1 78-79.

The transcript of the colloquy in question reflects the following:

Caller: Did you actuallyeceive as the FDA says in its background materials a

“no agreement letter” from them on 0@8,did you not receive a “no agreement

letter™?

Holaday: You know, | don’t recall a “regreement letter”, #re was an issue

regarding statistical problems that wenaor, but we asked them to review our

protocol for 008 before we began the studyey agreed that it was properly

designed and meets the combination rulegdied at that time. Subsequently,

prior to our expected approval in2x) they came back with a Complete

Response Letter, wherein they said thatneeded to show a benefit for this

product.

Caller: So you're saying th&lr. Bob Rappaport is incorrect.

Holaday: Yes. The actual rule statgsi@ to or better than, even this guideline

for combination for over the countproducts, which was pointed out during

today’s meeting by the Chairman of the Committee.

Caller: Now | wanna clear up the “agreement letter”. Did QRX receive a

letter from the division, from Bob Rappapast,from any of his staff, saying that
they did not agree to the 008 trial?

38 The SAC does not claim that these statemestsh@mselves actionable. Nor could it. They
were made after the FDA Memo was publishédd the SAC does not alie that there was a
subsequent corrective disclosure, within the €Reriod, that caused QRX'’s stock price to drop.
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Holaday: No.

Caller: So the FDA has published imazct information in their background
letter.

Holaday: David. | do not know of a “no agreement letter”. | do know that they
had informed us in writing that we hatet the combination rule at that time and
that they could not further review this product until such time as they, the
statistical analysis dhis product, until tay have decided how best to manage the
combination of two drugs in the same category.

Caller: I'll just ask thain a different way, so the FDA have [sic] given you a
letter which you've got saying that youvgamet for the 008 trial the combination
rule?

Holaday: That's correct, and they alsoesy to that in oupre-NDA meetings as
well as our end of phase 2 meetings.

SAC 1 78.

By any measure, Holaday’s responsethaexchange fell shoof the level of
punctiliousness and precision thatiavestor should expect fromCEOQO. Holaday had received
and possessed the FDA’s NAL, which marked sema development in the FDA'’s review of
MoxDuo; plaintiffs fairly question his truthfulness in denying recollection of it. Holaday’s
argument that the FDA's refusal to “grant an Si&s not mean that [it] ‘did not agree to the
008 trial,” Def. Reply Br. 8js similarly sketchy: The letter is clearly labeleNg*Agreement
Letter.” SeeNAL, at 1 (emphasis added). Although thekeficient responsesuld alternatively
be chalked up to more benign causeg,(lack of preparation), it iplausible to infer that
Holaday dissembled on these tmatters on the investor call.

Context, however, is critical. As to theglpicture, Holaday’s statements on the investor
call otherwise accurately conveyed gubstancef QRX’s pre-Jun€012 CRL communications
with the FDA. He represented, accurately, thatFDA had raised issues in the NAL about the

statistical methodology for Study 008, while indicatihgt if the study were to meet its primary
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endpoint it would satisfy the Combination Rule. fglover, as to the scheme alleged in the SAC,
the pre-CRL event that Holaday was, arguabiynty to conceal—that the FDA had declined to
enter into an SPA for Study 008—aw/tangential at best. There®f the alleged scheme was
that MoxDuo was (ostensibly) unable to satigfg new regulatory standard (the Superiority
Requirement) the FDA had put in place. ne-CRL NAL, and the FDA’s non-entry into an
SPA, were inconsequential to that schéfnéf. anything, it was the June 2012 CRL, not the
NAL, that was the “smoking gun.” It walsat letterwhich contained the critical information
whose concealment, the SAC alleges, madendef&s’ public statements misleading. And on
the investor call, Holaday freely admitted thatthat letter, the FDAad changed its position,
notifying QRX that it must satisfy the Supanity Requirement in order to satisfy the
Combination Rule. Given Holaday’s opesdission of the June 2012 CRL, his errant
statements as to the NAL, even if viewedlaBberately misleading, do not supply a basis to
infer, retroactively, that hisnal QRX’s statements over the preicgdtwo years were made with
scienter.

Separately, plaintiffs seek tierive an inference of seciter from Holaday’s “abrupt(]
resign[ation]” from QRX in May 2014. PBr. 22; SAC | 77. Courts, however, have
consistently held that an af&r’s resignation, without more, iissufficient to support a strong
inference of scienterSee, e.gOwens v. Jastrow/89 F.3d 529, 541 n.9 (5th Cir. 2015) (noting
that district court had rejectestienter allegation on ground tlatmpany’s “overall decline,
rather than securities fraud, was likéhe impetus for the resignationsli);re GeoPharma411

F. Supp. 2d at 451 (resignation was nathaut more, probative of scientehy re Hertz Global

39 As noted, an SPA is not required for FDA apgl, and defendants never suggested that QRX
had entered into an SPA with the FDA.
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Holdings, Inc. Secs. LitigNo. 13 Civ. 7050 (MCA), 2015 WL 4469143, at *21 (D.N.J. July 22,
2015) (“The fact of [defendant’sgsignation, without more, adds hotg to Plaintiff's scienter
allegations.”),C.D.T.S. v. UBS AQNo. 12 Civ. 4924 (KBF), 2013 WL 6576031, at *7
(S.D.N.Y. Dec. 13, 2013) (no strong inferencdrafid from resignabin where “there are a
number of other, more plausible reasoiy\wersonnel have been demoted and resigned”).

The SAC, therefore, fails to allege tlaaty statement recited therein was made with
scienter. This holding alone requires dismissal of the $AC.

C. Section 20(a) Claims

Plaintiffs also bring a claim against Holgdander § 20(a) of the Exchange Act in his
capacity as a controlling person of QR3AC 11 108-12. To state a claim under § 20(a),
however, plaintiffs must adequately allégeprimary violation by the controlled persbn
Carpenter Pension Trust Fund50 F.3d at 236 (quotingTS| 493 F.3d at 108). Because
plaintiffs have not done so, their §(a) claim must also be dismisseflee, e.gIn re Lions
Gate Entm’t Corp. Sec. LitigNo. 14 Civ. 5197 (JGK), 2016 WL 297722, at *18 (S.D.N.Y. Jan.
22, 2016) (dismissing § 20(a) claim based on failar@dequately allege primary violation).

CONCLUSION

For the foregoing reasons, the Court disnigke SAC in its entirety. The Clerk of

Court is respectfully directed to terminate tinotions pending at docket numbers 39 and 45 and

to close this case.

40 |n light of the pleading deficiencies notéke Court has no occasion to address Holaday’s
alternative basis for dismissal: that the SACgoet adequately pledolss causation regarding
the pre-June 2012 statemeng&eeDef. Br. 25.
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SO ORDERED. p M )Q E . W

Paul A. Engelmayer -
United States District Judge

Dated: July 6, 2016
New York, New York
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