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UNITED STATESDISTRICT COURT
DISTRICT OF MASSACHUSETTS

WILLIAM KADER, Individually andOn *
Behalfof All OtherPersonsSimilarly *
Situated, *
*

Plaintiff, *

*

V. *  Civil Action No. 1:14¢v-14318ADB

*

SAREPTATHERAPEUTICS,INC., *
CHRISTOPHERGARABEDIAN, and *
SANDESHMAHATME, *
*

Defendants. *

MEMORANDUM AND ORDER

Thisis asecuritiedraud putativeclassaction.Plaintiff William Kader,andLead
Plaintiffs Morad GhodooshimRogerLam, and Laxmikant Chudasam@ollectively,
“Plaintiffs”) seekto represent classof all purchasersf securitiedssuedby Sarepta
Therapeuticsinc. (“Sareptaor “the Company”) during aix-monthperiodbetweenApril 21,
2014andOctober 27, 201&he“ClassPeriod). The nameddefendantsreSareptaalongwith
its former CEO, ChristopheiGarabediarf* Garabediat), the Company’ £FO, Sandesh
Mahatme(“Mahatmé), andEdwardKaye,M.D. (“Kaye”), the Company’sChief Medical
Officer.?

Presentlybeforethe Courtare(1) Defendants’ Motiorto Dismissfor failure to statea
claim [ECF No. 21], and(2) Plaintiffs Motion to Strike certainexhibitssubmittedn support of

DefendantsMotion to Dismiss[ECF No. 26]. For thereasonsetforth in this Memorandumand

!AlthoughKaye does noaippeaiin the captionof theAmendedComplaint,heis namedn other
sectionsof theAmendedComplaint,andall partieshavetreatedhim asadefendant.
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Order,Plaintiffs Motion to Strikeis ALLOWED IN PART andDENIED IN PART, and

DefendantsMotion to Dismissis ALLOWED.
l. BACKGROUND

Sareptas abiopharmaceuticatompanyfocusedon developindRNA-basedherapeutics
for thetreatmenf rareandinfectiousdiseasedn recentyears,the companyasbeen
developingdrugcandidateso treata diseas&knownasDuchenne muscular dystrophyp(ViD”).
Sarepts leaddrugcandidatas adrugcalled”eteplirser. Plaintiffs contendthatduring the
ClassPeriod,Sareptaandits executivesnademateriallymisleadingstatementandomissions
regardingthecompanys ongoingeffortsto file aNew Drug Application (“NDA”) for eteplirsen
with theU.S. FoodandDrug Administration(*FDA”). Specifically,Plaintiffs allegethat the
Defendantsnisstatedyuidanceandomittedinformationthatthe FDA purportedly providedo
the Companywhich pertainedo thesufficiencyof Sarept& clinical dataon eteplirsen

Plaintiffs filed their two-countAmendedComplaint orMarch 20, 2019ECF No. 17],
allegingthatby makingmisrepresentatiorsndmaterialomissionsn connectiorwith the
purchaser saleof Sarepta securitiesall DefendantwiolatedSection10(b) of theSecurities
ExchangéAct of 1934(the“ExchangeéAct”) andRule 10b-5 (Count), andthe individual
DefendantwiolatedSection20(a) of theExchangeAct (Countll).

OnMay 11, 2015Defendantsnovedto dismiss[ECF No. 21], arguinghatthe Amended
Complaint does natateanactionableclaim for securitiedraud becaus€1) Plaintiffs fail to
allegeanyactionablemisstatementgnd(2) Plaintiffs fail to allegesufficientfactson the
elementof scienterln support otheir Motion, Defendantfiled a Memorandum dfaw [ECF
No. 22],anda supportindoeclarationattaching27 separatexhibits[ECF No. 23]. Plaintiffs

filed an Oppositionto themotionto dismiss[ECF No. 25],aswell asa Motionto Strike certain



exhibitssubmittedby Defendant$ECF No. 26]. The partiessubsequentlfiled reply briefs.
[ECFNos. 29, 34].The Courtheldahearingon DefendantsMotion to Dismisson March 29,
2016.

Il. FACTS ALLEGED IN THE AMENDED COMPLAINT

Plaintiffs AmendedComplaintfECF No. 17] (hereinafter'Compl.”) allegesthe
following facts,which the Courtacceptsastruefor purposes obefendantsMotion to Dismiss.

A. Sareptadevelopseteplirsenfor treatment of DMD.

DMD is arareneuromuscular disordénatcausegprogressivenusclelossin youngboys,
leadingto severeadisability andprematuredeath.Thediseasas theresultof ageneticmutation
thatcauseghe dystrophirgeneto makeinadequatemounts of dystrophin, a protdimatplaysa
key structuralrole in musclefiber functionandis neededo keepmusclesantact. DMD occursin
about onen every3,500boysworldwide.SeeCompl. |14, 33-34.Thediseases universally
fatal,andtheaveragdife expectancyf someonevith DMD is only 27years.Id. 1134-35.
Currently,thereareno approvediseasanodifying therapiego treatDMD. Id. § 35.

Sareptaa biopharmaceuticabmpanyis currentlydevelopingdrugcandidateso treat
DMD, includingits leadingcandidategeteplirsenSarepteés maincompetitorin thefield is
Prosend herapeuticsinc. (“Prosend), who wasalsodeveloping alrug candidateo treatDMD.
Duringthe ClassPeriod,Prosenalike Sareptaywasundertakinglinical trials andactively
pursuing regulatory approval the United StatesandEurope.ld. I 37.Plaintiffs allegethat
Sareptaand Prosenaverecompetingo win first regulatoryapprovalfor their respectiveDMD

drugs,andtherebyclaim a “first-mover advantageh theDMD drugmarket.ld. § 38.



B. FDA’s New Drug Application Process

Under the~ederalFood,Drug, andCosmeticAct, all “newdrugs must be approvety
theFDA beforetheymaybemarketedn theUnited StatesSee21 U.S.C. § 355(alhe FDA
approves newlrugsthrough the New Drug Application” processin which the sponsor of the
drug must demonstratkatit hascarriedout studiesufficientto showthatthe drugs safeand
effectivefor its intendeduse.Compl.{142-44.First, sponsors must producesultsof
preclinicaltestingin laboratoryanimals,andthereafteipresentan InvestigationaNew Drug
application(*IND”). The IND outlines,amongotherthings, the sponsor’s propogat future
clinical trialsin humansld. 1 44.Humanclinical trials canbeginonly afteranIND is approved
by the FDA andalocal InstitutionalReviewBoard (“IRB”). Id.  45.

Humanclinical trials aretypically condictedin threephasesPhasd studiesareusually
conductedn healthyvolunteersandfocuson thesafetyof thedrug.If Phase | studies do not
indicateunacceptabléoxicity, thedrugmoves orto Phasdl studieswhich obtainpreliminary
dataon whether thdrugis effectivein treatingpeoplefor acertaindiseaseor condition.If the
Phasdl studiessuggesevidence otfficacy, thedrugmovesinto Phasdll studieswhichare
intendedo gathermoreinformaton onsafetyandefficacyby studyingthe drugacrossalarger
number ofparticipantsld. 1 46.

Whena sponsobelievest hasconductedufficientclinical trials, andthatthosetrials
demonstrate substantial evidenceflicacy andsafety,the sponsomayprepareandsubmit an
NDA, seekingthe FDA'’s approvalto marketthedrugfor thetreatmeniof aspecificcondition or
indication.ld. Y 49.After anNDA is submittedthe FDA has60 daysto decide whetheto accept
it for filing andproceedwith areview.ld.  52;see21 C.F.R. § 314.101(a)(1j.theFDA

concludeghattheapplicationis “sufficiently completeto permita substantiveeview; the NDA



will beacceptedandthe FDA will proceedo reviewthe application. 21 C.F.R. § 314.101(a)(1);
seealsoCompl. § 52.

An FDA reviewteamof medicaldoctors scientistsandotherexpertsevaluatesvhether
the sponsor’s studies shakatthedrugis safeandeffectivefor its proposedise.Compl. § 58.
In addition, theacceptancef anNDA triggerscertaindeadlinesunderthe PrescriptiorDrug
UserFeeAct, whichrequiresthe FDA to makea determinatiorwithin 10 months, owithin 6
monthsfor certain“priority drugs’ Id.  52.By theendof thereviewperiod,the FDA will either
approve theNDA orissuea CompleteResponséetter.id. § 61.

TheFDA hasvariousprogramghatallow for the drug approvgirocesso beexpedited,
to ensureghattherapiedor serious conditionareavailableassoonaspossibleld. {1 62.0ne
suchprogramis “FastTracK designationld. § 64.FastTrack designatiormaybegrantedonthe
basisof preclinicaldata,andthe sponsor of drugthatreceives-astTrackstatuswill typically
havemorefrequentinteractionswith the FDA duringdrugdevelopmentld. The FDA granted
eteplirserFag Trackdesignationn 2007.SeeSareptal herapeuticsinc. FY2013 10-K[ECF
No. 23-1] (“FY2013 10-K), p. 8.2

Drugswith certainFastTrack designationganalsoobtain a folling review’ of anNDA
application,suchthatcertainsegment®f the NDA canbesubmittedpiecemealinsteadof in one
singlesubmission. Compf[153-55, 64 Plaintiffs Complaintallegesthatin this casetheFDA
“expresse@willingness to conduct aolling review of Sarept&a NDA for eteplirsenid. § 102.
TheFDA, however,consideranNDA to be “completé only whenthelastsegmentf theNDA

is submittedo the FDA for review.Id. 55, 102.

2 All page numbensferencedn this MemorandunandOpinionreferto page nurbersassigned
by the Court’'sECFfiling system.



Additionally, drug sponsorsnayseekAcceleratedApproval ("AA™), which canalso
reducethelengthof time necessaryo completeclinical studiesid. § 65.AA allows approvalof
adrugthatdemonstrateaneffecton a ‘surrogateendpoint’thatis reasonablyikely to predict
clinical benefit,or on a tlinical endpoint’thatcanbemeasurecearlierthananeffecton
irreversiblemorbidity ormortality, andthatis reasonablyikely to predictaneffecton those
endpoints, oto produce some othefinical benefit.Id.

C. Eteplirsen Clinical Trials

In 2011,aftercompletingPhasd andll studiedor eteplirseroverseasSareptanitiateda
Phasdlb clinical trial in theUnited Stateso measuresteplirsers ability to meetboth a‘primary
efficacy” surrogateendpoint (.e., increasegroduction of dystrophirdnda clinical endpoint
(i.e., apatients retainedcapacityto walk despite thgpassagef time, referredto asthe “6-
minutewalk test). SeeFY2013 10-K, pp. 8-9.

Thefirst phaseof thePhasdlb clinical trial, whichwasreferredto as” Study201,”
studied theeffectsof eteplirsert‘administeredntravenouslyn two differentdoses over 24
weeksfor thetreatmeniof ambulanboyswith DMD.” Id. p. 8. Study 201 included 12
participantsall of whom underwentnusclebiopsies both priaio startingtreatment,andagain
after 24 weeksof treatmentwith eithereteplirseror aplacebold. The comparativebiopsies
weredesignedo determinethe amount of dystrophin the patients muscletissue andwhether
the amount of dystrophimadchangedvertime. SeeCompl. § 82. Dystrophin proteganbe
visualizedby staining themusclesamplewith aspecialdye.|d. Plaintiffs allegethatthis method,
whichrequiresanexpertto view andanalyzeslidesof muscletissue,is “inherentlysubjective:

Id.



After Sareptaeportedencouragingesultsfrom Study 201, th@articipantsverethen
enrolledin anextensionstudy (“Study 202), in which all participantsvouldreceivevarying
doses oeteplirserfor anadditional 24veeks.SeeFY2013 10K, p. 9.At week 48, athird
biopsy would be obtainefdr analysis Seeid. For Study 202, thegrimary efficacy endpoint”
wasachangdn dystrophin-positivenusclefibersin the biopsytissuefrom baselingo week48.
Id. The*primaryclinical outcomemeasuré wasthechangean apatients performancen the
“six minutewalk test from baselingo week48.1d. Study 202vassubsequentlgxtendedo
include a “longermextensiorphase, in which patientswould continueo be followedfor
safetyandclinical outtcomesapproximatelyevery12weeks.Id.

Duringthe ClassPeriod, 8 of Sarept& musclebiopsy dystrophimnalysesvere
conductedht asinglelocation,at Nationwide Children’s Hospitah Columbus, Ohioandthe
clinical reviewwasoverseerby onemedicaldoctor. Compl.  8®laintiffs allegethat
throughout theClassPeriod, thd=DA wasin possessionf all of Sarept& dystrophindata.ld.
84.

D. Eventsduring the ClassPeriod

OnApril 21, 2014 atthe beginning of th€lassPeriod,Sareptassuedapresselease
announcinghatby the end of 2014t plannedo submit arNDA to theFDA for the approval of
eteplirserasatreatmenfor DMD. Compl. § 6 Accordingto the Company, theéming of its
NDA submissiorwas”basedon aguidancdetterfrom the FDA thatproposed atrategy
regardingthe submission afs NDA for eteplirsernunder a potentighcceleratedApproval
pathway.”ld.; seealsoSareptal herapeuticsinc. Form 8-K, datedApril 21, 2014ECF No. 23-
7] (“4/21/2014 8-K), p. 6.In its pressreleasethe Company quotetom portions of thé=DA’s

guidancdetter, notingthatthe FDA had*statedthat‘with additionaldatato support theefficacy



andsafetyof eteplirserfor thetreatmentof DMD, anNDA should bdileable;” andthatthe
FDA had“outlined examplesof additionaldataandanalysisthat,if positive,will be importanto
enhance thacceptabilityof anNDA filing by addressingre& of ongoingconcernin the

dataset.4/21/2014 8K, p. 6;seealsoCompl. § 92Sareptas presseleasehoweveralso

disclosedhatthe FDA had“expressedoncernsabout methodological problenmsthe
assessmentd dystrophin and,remairjs] skepticalabout thepersuasiveness the (dystrophin)
data” 4/21/2014 &, p. 8 (quoting=DA guidancdetter) (alterationadded) Sareptanotedthat,
asaresult,theFDA WAS *uncertainwhetherthe existingdystrophinbiomarkerdatawill be
persuasivenoughto serveasasurrogateendpoint . . . 1d.

Onthesameday,the Companyheld aconferencesall with analystsandinvestorgo
discussSareptas announcemengeeSareptaConferenceCall TranscriptdatedApril 21, 2014
[ECF No. 23-8] (“4/21/2014ConferenceCall”), p. 4. Onthecall, DefendantGarabedian,
Sareptas CEO, explainedthatbetweerNovember 201andApril 2014,Sareptéhadattended
four meetingswith theFDA, andthatthe FDA'’s newestguidancdetterservedasthe ‘“final
meetingminutes for thoseinteractionsSeeid., p. 4.Garabediarstatecthatthe FDA's letter
provided ‘tleardirectiori’ to “helpmove ouDMD programforward; andthatSareptdnow
uncerstand[show theFDA suggestshatwe enhanceour existingdatasetover the shorterm,to
increaseheir confidencan ourdata,andincreasehe likelihood ofanacceptablé&DA filing,
andapotentiallyfavorablereviewfor anaccelerate@dpprovalof eteplirser. Id.

Garabediamexplainedthat theFDA’s guidancdettersetforth two alternativepathwaygo
achieveaccelerate@pproval ofeteplirsenSeeid., p. 5.Thefirst approachasdescribedyy
Garabedianiwould beto granteteplirseranaccelerate@pproval on thelinical datafrom our

Study 201/20&tudy,basedon the 6minutewalk testresults,asanintermediateclinical



endpoint.”ld. “Thesecondapproach,” he continued, “would beegranteteplirseranaccelerated
approval on the dystrophin biomarkesa surrogateendpoint . . . .Id. Garabedianventonto
notethat“[w]ith respecto [using] dystrophirasasurrogateendpointo supportaccelerated
approval, thé-DA indicatedthatit will collaboratewith Sareptao conduct aletailedreview of
the currentdystrophin biomarkedatafrom our Phasdl study.If theresultsof thereviewwere
deemedadequateit may supportaccelerate@pproval.”’ld. “To this end,overthecoming
months, the BA will bemeetingwith the pathologisthatsupervised the dystrophin
guantification to betterunderstand the blindedview,thedetailedmethodologiesandthe
controlled conditiongn which the various dystrophimeasuresvereconducted.’ld., pp. 5-6.

Duringthecall, Garabediamlsostatedthat”[w]hile we continueto believethatour
currentdatasets strongenough onts ownto be consideretbr anNDA filing, we believethe
additionaldatathatwe will collectover thenextsix to eightmonthsjf positive,will provide the
FDA with supportingevidenceof eteplirsers safetyandefficacy,thatshouldresultin an
acceptabl&DA for filing.” 1d., p. 4;seealsoCompl. | 7.

Laterin thecall, DefendanKayereiteratedhatthe Company &till believe[d] thatits
existingdatasetvas“strongenougho supportan NDA filing andis worthy of areviewfor a
potentialaccelerate@pproval,”’andthatthe Company “could submitNDA now.” Compl.{17,
96; seealso4/21/2014ConferenceCall, p. 123

After Sareptas announcemengharef Sareptancreased9.26% to closeat $33.98per
shareon April 21, 2014, on unusuallyeavytrading volume. Compl. § §henextday, Sarepta

disclosedhatit plannedo offer upto $100million of its common stockn anunderwritten

3 Although the Complairdttributesthesestatementso Kaye, thetranscriptof theConference
Callindicatesthatit wasGarabediamvho spoke. For purposes DefendantsMotion to
Dismiss,however, the Couwill acceptPlaintiffs’ allegationregardingkaye atfacevalue.



public offering.Id. 1 9.0n April 29, 2014 Sareptasold 2,650,008haresof commonstockin a
public offering, at aprice of $38.00pershareyesultingin netproceedso the Companypf
approximately$94.5million. 1d. ¥ 10.

In May 2014, the=DA visited National Children’s Hospitaln Columbusandreviewed
Sarept& clinical trial siteandprotocols.d. 1 86.Plaintiffs allegethattwo monthsater,in July
2014,Sareptaeceiveda ‘requestor areassessmehfrom theFDA, which askedthatSareptas
primarydystrophindatabereassessely “independent pathologists independeniabs’ Id.
13. Defendantslid not disclosehis specificinformationto the public during th€lassPeriod.
Id.

OnOctober27, 2014 Sareptassuedamtherpressreleaseannouncinghatthe Company
hadreceiveda “regulatory updatefrom the FDA regardingts planned\NDA submissiorfor
eteplirsenld. § 14;seealsoSareptalherapeuticsinc. Form8-K datedOctober27, 2014ECF
No. 23-6] (“10/27/2014 8-K”), p. 3Specifically,Sareptastatedthatthe FDA “providedupdated
guidanceregardingthespecificdatato be includedaspartof, or at thetime of, Sarept&s NDA
submission.” 10/27/2014 8-K, p. Bhe updated guidancasreportedoy Sarepta; stateghat
additionaldataarenowrequiredaspartof theNDA submission including theesultsfrom an
independenassessmertdf dystrophinmagesandthe 168weekclinical datafrom study 202.”
Id. It also“requestsnorespecificdataincluding aminimum duration of safetyin newpatients
exposedo eteplirsenpatientlevel naturalhistorydatato be obtainedby Sareptdrom
independenacademidnstitutions,andMRI datafrom arecentstudyconductedy an
independenacademiqgroup.”’ld. Sarepta pressreleaseventonto notethat,basedon the

FDA'’s “updatedguidance, Sareptavould not submianNDA until mid-year2015. 10/27/2014

8-K, p. 6;seealsoCompl.|1 14, 88.
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Also onOctober27, 2014 Sareptaxecutivegarticipatedn a conferencecall, during
which DefendanKaye confirmedthatone of theconcerngaisedby the FDA wasthatall of
Sarepta dystrophintestinghadtakenplaceat asinglesite.He notedthatthis concernwould be
addressedtleastin part,by havingmorethanone pathologisteviewthe dystrophirslidesthat
would be producetly a forthcomingfourth biopsy. 8eCompl. | 14seealsoSarepta
ConferenceCall TranscriptdatedOctober27, 2014ECF No. 23-22] (*10/27/2014 ConfCall’),
p. 7.

After the Company'©ctober27, 2014 announcemestharef Sareptadeclined$7.65
pershare ,or morethan32%,to closeat $15.91 peshareon October27, 2014, on unusually
heavytradingvolume. Compl. { 15.

Threedayslater,on October30, 2014 thé-DA issueda public ‘DuchenneéMuscular
DystrophyStatement, in whichit addressedquestions th@agencyhasreceivedrom DMD
patientstheir families,and othersn the communityvho areconcernedabout thegiming of the
filing of anNDA for eteplirseri. Id.  133.BecausdPlaintiffs rely heavilyon theFDA’s October
30, 2014Statemento supportheir allegationghat Defendantsprior representationserefalse
andmisleadingthe Courtsetsout theFDA’s Statementn its entirety:

FDA recognizeshe unmetnedicalneedin Duchennenusculardystrophy(DMD),

thedevastatinghature of theliseasdor patientsandtheirfamilies,andthe urgency

to make new treatmentsavailable.We remain committedto working with all

companieso expeditethe developmenandapproval osafeandeffectivedrugsto
treatthis disease.

On October 27, 2014, SareptaTherapeuticsreleaseda statementand had a
conferencecall regardingguidancereceivedfrom FDA in a September2014
meetirg regardingts planned\New Drug Application(NDA) for eteplirsento treat
patientsvith DMD. To theextentallowedby lawsrestrictingreleasef confidential
informationaboutexperimentatirugs,FDA is addressing questions the agehay
receivedirom DMD patientstheir families,andothersin the communitywho are
concernedbout thdiming of thefiling of anNDA for eteplirsen.

11



Over the pastseveralyears,FDA hasworked extensivelywith Sareptaon the
development okteplirsen,and provided guidancevith respectto the datathat
would benecessaryo determinewhetherit is effective and supportfiling of an
NDA. Following a meetingwith FDA last April, Sareptaannounced oApril 21,
2014, that“with additionaldatato support theefficacyandsafey of eteplirserfor
thetreatmenf DMD, anNDA should bdileable” Sareptalsoannounceatthat
time that FDA hadcommunicatedhattherewereareasof concernin the existing
databaseandthatFDA hadprovidedSareptavith “exampleof additionaldataand
analyseghat, if positive, would be importarib enhance thacceptabilityof an
NDA filing....” Sareptaannouncedat the time its plansto submitan NDA for
eteplirserby theendof 2014.

Sincethe April 2014meeting,FDA hasbeenworking intensiwely to help Sarepta
provide the additionadata and analysesneededto supportan NDA. FDA
understands theconsiderable disappointmentin the Duchenne community
following Sarept& October27 announcemerthat the previougime frame for
submittingthe NDA for eteplirsencannot banet.

In its adviceto SareptaFDA hasconsistentlystatedthatit would be necessaryo
includedatain its NDA demonstratinghat eteplirsenincreasegproduction of the
muscleprotein dystrophin(Eteplirsers proposednechanisnof actionis through
increasingproduction of this muscle protein.) As describedby Sareptain its
October27 statementtheneedfor additionaldataandanalyse$o support théeNDA
wasreinforcedby anFDA inspection of thelinical sitewheredystrophinanalyses
hadbeenconductedlt isimportantto notethattheagencydid notfind anyevidence
of fraud at this site, as hasbeenperceivedby some.FDA is concernedhat the
methodsisedio measuralystrophinwerenotadequatelyobustto supporanNDA
submission. Thud;DA providedSareptawith detailedrecommendations on how
to improvethesedystrophinanalysesandFDA’s mostrecentadvicewasconsistent
with theadviceprovidedafterthe April 2014meeting.

FDA hasalsobeenconsistentn its guidanceo Sareptahatit would benecessary
to submitdatafrom the ongoing opefabel trial of eteplirsen(Study 202)in an
NDA, alongwith datafrom naturalhistory studieghat could showthat patients
treatedwith eteplirsenexperiencedlowerdeclinein physicalfunction. FDA has
worked closelywith Sareptain efforts to obtainthesenatural history datafrom
investigators.

FDA hasconsistentlyadvisedSareptahat datafrom additionalpatients,beyond
thepatientancludedin Study 202, wouldbecritical to ourassessmerf thesafety
and efficacy of eteplirsen.In our April 2014 letter to Sarepta,FDA strongly
encourage®areptao beginenrollment oihew patientsassoonaspossible.

FDA hasexpresseavillingnessto conduct a “rollingreview’ of Sareptas NDA.
Under arolling review,companiegansubmit,andFDA canreview, portions ofan
applicationastheyarecompletedOncesubmission oéll componentss complete,

12



the review clock begins.FDA expectsthe NDA for eteplirsenwill qualify for a
priority review.

FDA alsoplansto present thé&lDA for eteplirsento a public advisoryxommittee
meetingbeforemaking adecisionon approvalThis will afford FDA the ability to
gainadvicefrom outsideexpertsaandinterestedstakeholders on the adequadyhe
datato support approval, including thgossibility of “acceleratecpproval — a
mechanismto approve drugsn particular situations priorto the availability of
definitive evidence okffectiveness.

FDA understands thdire urgencyof thesituationandthe importance of owactions
to theDMD community.FDA will continueto work with Sareptan their effortsto
provide thedatait considerscritical to FDA'’s ability to reviewtheNDA andreach
adecisionon approvability.

Compl. 1 133.
E. Alleged Misrepresentations

Plaintiffs Complaintallegesthatduringthe ClassPeriod,Defendantsnadea number of
falseandmisleadingstatementandomissiongegardinghe sufficiencyof Sarept& existing
dystrophindata? Plaintiffs contendthat“[t] hroughout theClassPeriod Defendantsvereaware
thatthe FDA hadrequesteadditionaldatato support theefficacyandsafetyof eteplirserfor an

NDA to befileable” Compl.{ 118.Despitethis allegedknowledge Defendants falsely’

4 The Complaintalsoallegeda secondcategoryof misstatementsyamely,representationthat
the FDA would bewilling to acceptadditionalclinical datafrom Sareptaafter the Company
submittedts NDA. Plaintiffs’ theorywasbasedn the assumptiothata drug sponsor must
obtain advanceritten permissiorfrom the FDA to submitmaterial requiredportions ofits
NDA aftertheinitial submissionSeeCompl. § 101Plaintiffs assertedhatbecause¢he FDA
nevergaveSareptawritten permissiorto makeanylate submissions, Defendant®presentations
thattheFDA hadexpresse@willingnessto acceptsupplementadlataafter Sarepta’sNDA filing
werefalseandmisleadingSeeCompl. { 102In their Motion to Dismiss,Defendantarguedhat
this theorywasbasedupon thefalsepremisethatadvancgermissionwasrequired andthat
Plaintiffs’ claimsshouldthereforebedismissedo theextenttheyrelied onthis theory.Plaintiffs,
in their Opposition, dichot spill muchink addressing Defendan@’gumenbnthis front. At the
March 29, 201ehearingbeforethe Court,Plaintiffs’ counsel acknowledgetiat Plaintiffs do not
intendto pursuesecuritiedraud claimsbasedonthis theory. Accordingly, the Courtneednot
recitethe Complaint’sallegationsonthis point,andDefendantsMotion to Dismissis
ALLOWED with regardto theallegedmisstatementsetforth in {9101-117 ofPlaintiffs’
AmendedComplaint.

13



claimedthatthe Company’&xistingdystrophindatawassufficientto file aNDA. Id. Plaintiffs
furtherallegethatthefalsity of thesestatementsvasrevealedvhenthe FDA issuedts
DuchenneMuscularDystrophyStatemenbn October30, 2014jn which it explainecthatin its
adviceto Sareptathe FDA “hasconsistentlystatedthatit would benecessaryo includedatain
its NDA demonstratinghateteplirsenncreasegroduction of thenuscleproteindystrophin,”
andthat“[a]s describedy Sareptan its October27 statementtheneedfor additionaldataand
analysego support theNDA wasreinforcedby an FDA inspection of thelinical sitewhere
dystromhin analysehadbeenconducted.’ld. The FDA alsonotedthataftertheclinical site
inspection, thé&-DA “provided Saeptawith detailedrecommendationsn howto improvethese
dystrophinanalyses, andthatthe FDA'’s “mostrecentadvicewasconsistentvith theadvice
providedaftertheApril 2014meeting’ Id.

Plaintiffs point to four specific statementsnadeduring theClassPeriodthat they claim
werefalseandmisleadingFirst, during theApril 21, 2014conferenceall with Sarepta investors
andanalystsGarabediarstatedthat

[tlhe way to think aboutit is almostlike a sliding scale.We could
submit ourNDA now on the existing dataset, but theFDA has
highlighted questionandconcernsandtheyarenotascomfortable
with just theexistingdataset. We hearthem,andwhile we could
submitanNDA now, we believethatwe are goingto bein amuch

betterpositionif we justwait for some otheseadditionalpiecesof
data.

Compl. T 119seeals04/21/2014 Conferendgall p. 12.
Second, during May 7, 2014DeutscheBank HealthcareConferenceGarabediamade
similar statementsndicatingthatthe FDA hadprovidedguidancehatan NDA:
should bdileablewith additionalsafetyandefficacy,butwhenthey
describeall the different ways that we could supplementhat
additionalsafetyandefficacy,andl would alsoaddperspectivesn

the currentdata set, they really looked — theygave us almosta
sliding scaleof sayingtherearemanywaysthatyou canbolster the

14



currentdataset.I’'m paraphrasingpere,but they didn’saywe re not
telling you carit submitanNDA tomorrow on theexistingdataset.
We're notsayingit wouldn’t befileable on thecurrentdataset.But
we're telling you thatwe've raisedenough concerns on tegisting
datasetthat you would bolsteryour casefor an NDA filing and
potentiallya favorableeviewif you allow usto do amoredetailed
review of your dystrophin methodologyf you maybe consider
getting a fourth biopsy, if you add exposuredatafrom the new
patients that are enrolled in the confirmatory study, if you
supplemenit with the 144weekdata.

Transcriptof Sareptalherapeuticsinc. at DeutscheBank HealthcareConferencedatedMay 7,
2014[ECF No. 23-9] (“5/7/2014DeutscheBank HealthcareConference”) p. 3seealsoCompl. |
122.

Third, duringthe May 13, 2014Bank of AmericaHealth Care ConferenceGarabedian
statedthatthe FDA, in its communicationsvith Sareptahadindicatedthat

the existing dystrophindataset could besufficient on its own to
qualify for acceleratedapproval,particularly after a collaboration
with the companyto go through adetailedreview of exactlywhat
wasdoneto generateéhatdataset.Sothatmeangheyhavethedata,
they haveall of the methodologiethat we've usedto conduct the
analysisbut they've notet goneandactuallytalkedto thepediatric
neurologistin chargeof the histopathologiab. They’'ve nottalked
to thereviewerstheyve nottalkedto the techniciansthey did not
completelyunderstand how didie controlfor this analysisAVhat
conditionswas ensuring the qualitgf this analysisHow wasthe
blinded review handled?We are very confidentin the site we
selectedand the entire staff who led the dystrophinanalysis.|
believetheyre world-class,andwe think oncethe FDA meetsthis
teamand understandgxactly how it wasdone, theyill have the
sameconfidencewe havein our existingdystrophindataset.

Transcriptof Sareptal herapeuticsinc. at Bank of AmericaMerrill Lynch Healthcare
ConferencalatedMay 13, 2014ECF No. 23-11] (“5/13/201480fA HealthcareConference”p.

4; seealsoCompl. T 125.

Finally, duringSarept& August 7, 2014&arningsConference @ll with investorsand

analystsGarabediamotedthat:
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we continueto haveproductive dialogugith the FDA regarding
our dystrophin methodologys areminder,theFDA indicatedin
its April guidancethatif, afterfurtherdetailedreview,theywereto
find thecurrentlyavailabledystrophinbiomarkerdatato be
adequateour existingdystrophindatasetwould have the potential
to supportaccelerateépproval.The agencyrecentlycompleteda
site visit with NationwideChildren’s Hospitaln ColumbusOhio
andmetwith theleadershipandstaff of the histopathologlab that
conducted our dystrophamnalysisandquantificationandwe
continueto work with theFDA to providegreaterassurancef the
quality andreliability of our dystrophirdatain anticipationof a
potentialNDA filing decisionandpotentialNDA reviewnextyear.

Q2 2014Sareptal herapeutic$nc. EarningsCall datedAugust7, 2014ECF No. 23-27]

(“8/7/2014ConferenceCall”) p. 6;seealsoCompl. | 128.

Plaintiffs allegethateachof thesestatementsvasmateriallyfalseor misleadingwhen
made,or omittedto statefactsnecessaryo makethestatementsot misleadingpecausehe
FDA hadalreadyinformedSareptahatits existingdystrophindatawasinsufficient,andthatthe
methodausedto measuralystrophinwerenotadequatelyobustto supportanNDA submission.
SeeCompl. 1 129Further,Plaintiffs allegethatGarabediais August7, 2014statementsvere
materiallymisleadingfor anadditionalreasonnamely,in July 2014, Defendantsadreceiveda
requesfrom the FDA for reassessmef Sarepta’primary dystrophin endpoirdataby
independenpathologistsatindependentabs.id.

F. Scienter

Plaintiffs furtherallegethat Defendantsnadetheseallegedlyfalseandmisleading
statementsvith scienteyandthey pointto severakllegationdrom which theyclaim scienter
maybeinferred.First, Plaintiffs allegethatthe individualDefendantsincluding Garaedian,
“activelycommunicatedvith theFDA andwerepresenduring the Company’mteractionswith
theFDA.” Compl. 1 10%a). Thus,to theextentthatDefendantsrepresentationt® the public

misstatedheguidanceprovidedby the FDA, Plaintiffs contendthatDefendantsfirsthand
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knowledge of thactualguidancesupportsaninferenceof scienter SecondPlaintiffs notethat
althoughSareptahasreleasechumeroustatementparaphrasinghe FDA'’s purportedApril
2014guidancethe Companyasnotmadethe full text of theFDA'’s “guidanceletter’ publicly
available.ld. 1 105(d) Becauseghesecommunicationsirepotentiallyexculpatory Plaintiffs
arguethatDefendantsfailure to releasehem®“supports a strongpferenceof scienter’ Id.

With respecto theallegedlyfalseandmisleadingstatementsnadeduring Sarepts
April 21, 2014 conferenazmll with investorsandanalystsPlaintiffs sayscientermay beinferred
becaus¢he Defendantsallegedmisstatement$led to animmediateanddrastc increasen the
price of the Company’sharesyhich the Companycapitalizedon by announcing a public
offering of its stockthenextday” Compl. 11105c), 121(c). Thus,Plaintiffs allegethatthe
timing of theApril 21% statementgielativeto the Company’snitial public offering, also
supportsaninferenceof scienter.

Finally, with respecto theallegedlyfalseandmisleadingstatementsnadeduring
Sarept& August7, 2014conferencesall with investorsandanalysts Plaintiffs allegethat
scientemaybeinferredfrom thefactthat Sareptahadreceivedthe FDA'’s requestor
reassessmeif its dystrophindatano laterthanJuly 2014 SeeCompl. 1 130. Thufefendants
had“specificknowledge, owererecklessn not knowingthatSarept& dystrophindatawere
insufficientto file anNDA.” Id. § 13@a).

1. PLAINTIFFS * MOTION TO STRIKE
The Courtfirst addressePlaintiffs Motion to Striketenexhibits’ attachedo the

Declarationof Mark D. Vaughn[ECF No. 23] (“VaughnDecl) which Defendantsubmittedn

5 Specifically,Plaintiffs moveto strike Exhibits 2, 3, 4, 16, 17, 18, 19, 21, 2#d24to the
VaughnDeclaration.
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support oftheir Motion to Dismissthe AmendedComplaint.Plaintiffs alsomoveto strike
Exhibit A to DefendantsMemorandum otLaw in Support oftheir Motion to Dismiss[ECF No.
22], whichis areferencechartcataloguinghe purportegleadingdeficienciesn Plaintiffs
AmendedComplaint.

The CourtDENIES Plaintiffs Motion to Strikethechartin Exhibit A to Defendants
Memorandum of.aw. Although thebettercourse would havieeenfor Defendantso seekleave
to file excesspagesn advanceof thefiling, the Court would haveallowedamotionto that
effect. Further,thechartdoes not introducanynewargumentsandthe Court findDefendants
effortsto synthesize thaformationpresentedhn their movingpaperdo be wseful

Plaintiffs Motion to Strike exhibitsto theVVaughnDeclarations ALLOWED with
respecto Exhibits 2, 3,16,17, 18, 19, 21and23, butDENIED with respecto Exhibits 4and
24. As Defendantsiote, most of the disputed exhihiterelyprovide backgrounthformation
regardingSarept& ongoingeffortsto develop e©MD drugcandidateAlthoughtheseexhibits
mayhaveprovided helpfutontext,theyarenot properlybeforethe Court, noaretheyessential
to evaluatinghe sufficiencyof the Compdint. Therefore the Courwill allow themotionto
strike Exhibits 2, 3, 16,17,18, 19, 21and23andhasnotconsideredheseexhibitsin ruling
uponDefendantsMotion to Dismiss.

DefendantshoweverarguethatExhibits 4 and24 to theVVaughnDeclarationprovide
morethanmerecontextandrelatedirectly to Plaintiffs' theory of thecase.

Exhibit 4is acopyof theFDA's official responséo acitizenpetitionurging theFDA to
“SayYESto AcceleratedApprovalfor safe,effectivetherapiedor childrenwith Duchenne
[musculardystrophy].”SeeVaughnDecl.  6.The FDA’s responsewhichis signedby Janet

Woodcock Directorof theFDA Centerfor Drug EvaluationandResearchappeardo havebeen
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published on thefficial White Housewebsiteon Juy 29, 2014 SeeVaughnDecl.Ex. 4,[ECF
No. 23-4] (“WoodcockStatemerit).® In herstatementyWoodcock acknowledges tipetitioners
concernsabout thdack of FDA-approvedherapiego treatDMD andstateshattheFDA
“share[s]your senseof urgencyto makesafeandeffectivedrugsavailablefor patientswith
Duchennenusculardystrophyassoonaspossible.”ld. The statemengoesonto notethatthe
FDA is “activelyengagedvith a number otirugcompaniedsocusedon developing newlrugs
for [DMD], including Sarepta . . .”1d. Woodcockalsostateghatthe FDA is conducting
“‘ongoinganalysef eteplirserandotherdrugsfor thetreatmeniof [DMD],” andthatwhile
thoseassessmentre“rigorousandextensive, the FDA “recognize[sthe urgency ofhe needs
of patientswith [DMD].” Id. The WoodcockStatementurther notesthat Sareptd haspublicly
announcedts intentionto file aNew Drug Applicationfor eteplirserby theendof 2014aswell
asplansto initiate severaladditionalclinical studieswith eteplirserlaterthis year[.]' Id. The
Statemenassurepetitionersthatthe FDA is “willing to explore the use d@ll potential pathways
for the approval ofirugsfor [DMD] (includingaccelerate@pprovallasappropriaté€. 1d.
Plaintiffs do not disput¢he authenticityof the WoodcoclstatementRather they move
to strikeit onrelevancegroundsarguingthat*it is unclearhow a respons® ananonymous
petitionbearsrelevanceo theallegationan theComplaint! [ECF No. 27 p. 15]. Defendants,
however,insistthatthe WoodcoclStatements not onlyrelevant,butcentral to Plaintiffs
claims,asit representsheFDA'’s “lone publicstatemeritduring theClassPeriodthataddresses

the prospectivéiming of Sareptsgs NDA filing for eteplirsen.

® As of thedateof this MemorandunandOrder,the FDA’s July 29, 2014 Responggestill
availableon theWhite Housewebsite See
https://petitions.whitehouse.gov/response/drug-approval-pathavedduchenne-muscular-
dystrophy/ast visited March 31, 2016.
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The Courtagreeswith Defendant@nddeniesthemotionto strike Exhibit 4. “Ordinarily .
. .anyconsideration of documents raitachedo thecomplaint,or notexpresslyincorporated
therein,is forbidden, unless the proceedisgroperlyconverted into onor summaryudgment

under Rule 56.Wattersornv. Page 987 F.2d 1, 3 (1<Eir. 1993).TheFirst Circuit recognizes

“narrowexceptions to this rule for “documents thauthenticityof which arenot disputedy the
parties;for official publicrecords for documentgentralto theplaintiffs’ claim; or for
documentsufficiently referredto in thecomplaint’ 1d.

Where,ashere,Plaintiffs do not dispute thauthenticityof the WoodcoclStatementit is
appropriatdor the Courto consideithis docunenton DefendantsMotion to Dismiss.Seeid.
The Courtalsofindsthatthe WoodcoclkStatementinsofarasit is anofficial statemenbf the
FDA, andpublished on a governmentbsite constitutesa “publicrecord of which the Court

maytakejudicial notice. SeeGentv. CUNA Mut. Ins. Soc'’y, 611 F.3d 79, 84 n(&stCir. 2010)

(takingjudicial notice ofrelevantfactsprovidedon CDC website which were“not subjecto

reasonablelispute”)(citing Fed.R. Evid. 201);Rockv. Lifeline Sys.Co.,No. CIV.A. 13-11833-
MBB, 2014WL 1652613at*12 (D. Mass.Apr. 22, 2014)courtmaytakejudicial noticeand

consider documents posted on a governmetisite);Denius v. Dunlap, 330 F.3d 919, 926-27

(7th Cir. 2003) (holdinghatcourtabusedts discrdion in withdrawingits judicial notice of
informationposted orofficial governmentvebsite).

Furthermorealthoughthe July 29, 2014 WoodcocRtatementis notreferencedn the
Complaint,Plaintiffs dorely on theFDA'’s subsequerDctober30, 2014 fatementegarding
eteplirserandSareptaSpecifically,Plaintiffs arguethatthe FDA’s October2014Statement
“refuted Sarepts earlierrepresentationt® the investing public,furtherdemonstratinghe

falsity of Defendantsdisclosures during th€lassPeriod.”[ECF No. 25 p. 12].Becausg¢he
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FDA'’s October30, 2014statements centralto Plaintiffs’ allegationsthe Courtbelievesthat
other publiccommentdrom the FDA during theClassPeriodshouldalsobeconsideredn a

motionto dismiss.SeeTellabs,Inc. v. Makor Issues& Rights,Ltd., 551U.S.308, 322 (2007)

(directingcourtsto consider, on motion® dismisssecuritiedraudclaims,“the complaintn its
entirety,aswell asothersourcesourtsordinarily examinewhenruling on Rule 12(b)(6)
motionsto dismiss,in particular,documentsncorporatednto the complainby referenceand
mattersof which acout maytakejudicial notice”). Although the Couris not consideringhe
FDA's statement$or thetruth of thematterassertegthemereexistenceof suchstatementsnay
berelevantto theallegedlymisleadingnature oiDefendantsrepresentationandomissions;
whetherDefendantsactedwith therequisitescienterandthetotal mix of informationavailable

to themarketduring theClassPeriod.Seeln re Nuvelo,Inc. Sec.Litig., 668F. Supp. 2d 1217,

1220(N.D. Cal. 2009). Fomall of thesereasos, the CourtdeniesPlaintiffs Motion to Strike
Exhibit 4to the VaughrDeclarationandwill considerExhibit 4for purposes oDefendants
Motion to Dismiss.

Plaintiffs alsomoveto strike Exhibit 24,whichis a “Notice of RecentDevelopments
filed by different plaintiffs in aseparatsecuritiesraud actionagainstSarepa andthe individual
DefendantsSeeVaughnDecl. Ex. 24 [ECF No. 23-24].Thatactionis alsopendingin this

District. SeeCorban vSareptal herapeuticsinc., etal., No. 1:14¢cv-102014T (D. Mass.).

Althoughit is “well-acceptedhatfederalcourtsmaytakejudicial noticeof proceedingsn other

courtsif those proceedingsgaverelevanceo themattersat hand,”’Kowalskiv. Gagne 914 F.2d

299, 3051stCir. 1990),it is notclearhow theNotice attachedat Exhibit 24, or the_Corbarmase
moregenerallyarerelevantto determiningwhetherPlaintiffs Complaintin this actionstatesa

viable claim. Notably, thesecuritiedraud claimsin Corban involve a@ifferentclassperiad, and
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arebasedondifferentallegedmisstatementandomissionghanthoseatissuehere.See

generallyCorban vSareptal herapeuticsinc., No. 14CV-102014T, 2015WL 1505693at *1 -

*3 (D. Mass.Mar. 31, 2015) Accordingly, although the Court declinés strike Exhibit 24to the
VaughnDeclarationjt hasnotrelied uponthis exhibitfor purposes of Defendants’ Motion
Dismiss.

Finally, the Court noteghatPlaintiffs have not movetb strike Exhibits 1, 5-15, 20, 22,
or 25-27to theVaughnDeclardion, which includecopiesof the variougpressreleasespublic
filing s, andtranscriptscontaining thallegedmisstatementseferredto in the Complaint.
Accordingly,the Courthasconsideredheseexhibitsfor purposes obefendantsMotion to
Dismiss— notfor thetruth of themattersassertedherein— butto determinehefull content of
Defendantsstatementsandthecontextin which Defendantsnadethem.SeeShawv. Dig.
Equip. Corp., 82 F.3d 1194, 12p0stCir. 1996)(courtmay “properly consider theelevant
entiretyof a documenintegralto or explicitly relied uponin the complaint . . . without
converting themotioninto onefor summaryjudgment”).

V. DEFENDANTS’ MOTION TO DISMISS

A. Legal Standard

“Section10(b) of theSecuritieEExchangeAct of 1934 forbids the ‘use @mploy,in
connectiorwith the purbtaseor saleof anysecurity. . . ,[0of] anymanipulativeor deceptive
deviceor contrivancen contravention oSuchrulesandregulationsasthe [ SEC] mayprescribe

asnecessarpr appropriatén the publicinterestor for the protection of investois.Tellabs,Inc.

v. Makorlssues& Rights,Ltd., 551U.S.308, 318 (2007) (quoting 15 U.S.C. § 78j(b))

(alteratiors andomissionin original). In turn, SECRule 10b—5mplements§ 10(b)by declaring

it unlawful, “in connectiorwith the purchaser saleof anysecurity;
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(a) To employanydevice,schemegr artifice to defraud,

(b) To makeany untruestatemenif a materialfact or to omit to statea
materialfactnecessaryn orderto makethestatementsnade n light of the
circumstancesinderwhich theyweremade,not misleading,or

(c) To engagan anyact, practice,or courseof businessvhich operatesor
would operateasafraud or deceituponanyperson.

17 C.F.R. § 240.10b-5.

Thus, ft]o stateaclaim for securitiedraud underSection10(b), aplaintiff mustallege:
(1) amaterialmisrepresentationr omissionj2) scienter,or a wrongfulstateof mind; (3) in
connectiorwith the purchase @aleof asecurity;(4) reliance;(5) economidoss;and(6) loss

causatiori. Fire & PolicePensiorAssn of Colorado v. Abiomedinc., 778 F.3d 228, 24(1Lst

Cir. 2015)(internalquotationsandcitation omitted.’
As with anymotionto dismissunderFed.R. Civ. P. 12(b)(6),the Courtmustacceptall
“well-pleadedactualallegationan the Complainastrueandview all reasonabléenferencesn

theplaintiffs’ favor” ACA Fin. Guar.Corp. v.Advest,Inc., 512 F.3d 4658 (1stCir. 2008).To

survive amotionto dismissthe complaint mustontain“enoughfactsto stateaclaimto relief

thatis plausible onts face” Bell Atl. Corp. v. Twombly, 550©.S.544, 570 (2007).

" “Claims brought undesection20(a)of the Securities=xchangeAct, 15U.S.C.§ 78t(a),are
derivative of 10b — Slaims.”Hill v. Gozani 638 F.3d 40, 58LstCir. 2011).Section20(a)
providesthatonce acompanyhasbeenfoundto haveviolatedtheAct’'s substantive provisions,
“[e]very person whogdlirectly or indirectly, controls” thecompany‘shall alsobeliable jointly
andseverdly with andto thesameextentas[the company]. . . unless the controlling person
actedin goodfaith anddid notdirectly or indirectly induce theactor actsconstitutingthe
violation or causeof action.” 15 U.S.C. §8t(a).Here,Plaintiffs allegeSection 20(a)claims
againstthe individual Defendants on the grounkattheyhad“direct andsupervisory
involvementin the dayto-day operations of the Companwfidaretherefore'presumedo have
hadthe poweto control or influencehe particulartransactiongiving riseto thesecurities
violations” allegedin the Complaint.SeeCompl.  180Accordingly,in orderto pleada viable
Section20(a)claim againstthe individualDefendantsPlaintiffs mustfirst pleadan actionable
claim underSection10() of theExchangeAct andRule 10b-5.
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Further,becausehis caseinvolvesclaimsof securitiedraud, Paintiffs must additionally
satisfytheFed.R. Civ. P. 9(b) standardor allegingfraudwith particularity,andcomplywith the
heightenegleadingrequirementsmposedoy the PrivateSecuritied.itigation ReformAct of

1995 (‘PSLRA’), Pub.L. No. 104-67, 10%5tat.737.SeeAdvest,Inc., 512 F.3cat 58.The

PSLRA*requiresplaintiffs’ complaintto ‘specifyeachstatemenallegedto havebeen
misleadingand] thereasornor reasonsvhy the statemenis misleading” Id. (quoting 15 U.S.C.
8§ 78u-4(b)(1)) (alterationin original). If plaintiffs’ allegationregardingthe statemenor
omission®* is madeoninformationandbelief, the complaint musstatewith particularityall facts
onwhichthatbeliefis formed.” 1d. (quading 15 U.S.C. § 78ukb)(1)).
ThePSLRAalsoimposes a “rigorous pleading standafal’ allegationsof scienter,
whichis a“‘mental stateembracingntentto deceive manipulate or defraud.”” I1d. (quoting

Ernst& Ernstv. Hochfelder 425U.S.185, 193 n. 12 (1976)J.0 survive amotionto dismiss,a

complaint musstate“with particularityfactsgiving riseto a ‘stronginferencé thatdefendants
actedwith a conscious intentd deceiveor defraudinvestorsby controlling orartificially

affectingthe price of securitiesor ‘actedwith ahigh degreeof recklessness. Abiomed.,Inc.,

778 F.3dat 240 (quotingCity of DearbornHeightsAct 345Police& Fire Ret.Sys.v. Waters

Corp., 632 F.3d 751, 751stCir. 2011)).Thefactsallegedmustmaketheinferenceof scienter
“morethanmerelyplausible or reasonablet-must be cogerdandatleastascompellingasany

opposingnferenceof nonfraudulenintent” Tellabs,Inc., 551U.S.at 314. ‘Whenthereare

equallystronginferencedor andagainstscienter thedrawis awardedo theplaintiff.” Waters
Corp., 632 F.3a&t 757.

B. Analysis

Defendantarguethatthe AmendedComplaintfails to stateanactionableclaim for

securitiedraudfor two primaryreasons(1) Plaintiffs fail to pleadanyfactsplausibly suggesting
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thatDefendantsstatement®r omissionsveremateriallyfalseor misleading and(2) Plaintiffs
do notallegefactssufficientto support a $tronginferencé thatDefendantsictedwith scienter®
1. Misleading nature of statementsor omissions

First, PlaintiffS Complaint broadlyalleges thatthroughout th&lassPeriod,Defendants
expressions of confidende Sarept& existingdystrophindatasetweremateriallyfalseand
misleading— oromittedto statematerialfactsnecessaryo makethemnotmisleading- because
“the FDA hadinformed[Sareptathatits existingdystrophindatawasinsufficientandthatthe
methodausedto measuralystrophinwerenotadequatelyobustto supportanNDA submission.”
Compl. § 120Similarly, Plaintiffs allegethat“[t|hroughout theClassPeriod,Defendantsvere
awarethatthe FDA hadrequestecdditionaldatato support theefficacyandsafetyof eteplirsen
for anNDA to befileable’ Compl. { 118.

“The plaintiff's factual allegations are ordinarily assumed to be true imgass the

adequacy of the complaint, which need not plead evideRem&dlbeHRosa v. Fortundurset

631 F.3d 592, 595 (1st Cir. 2011). “But ‘ordinarily’ does not mean ‘alivagse allegations,
while not stating ultimate legal conclusions, are nevertheless so threadhjaeeldatsve that

they fail to cross ‘the line between the conclusory and the factidl (uoting_ Twombly, 550
U.S. at 557 n. 5For example, this idie casavhere the “bareness of the factual allegations

makes clear that the plaintiff is merely speculating about the fact allegedesiefbte has not

8 Defendantsilsoarguethatmanyof theallegedmisstatementarenon-actionablestatementsf
opinion, and/oforwardlooking statementprotectedy thePSLRA’ssafeharbor provisions.
Becauseahe Court concludahatPlaintiffs have notadequatelyllegedthatthe statements
omissionswerefalseor misleading,or that Defendantactedwith therequisitescienterjt need
notreachthis argument.
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shown that it is plausible that the allegation is triRotriguez-Vives v. P.R. Firefighters Corps.,

743 F.3d 278, 286 (1st Cir. 2014).

Here, he Complaint contains rfactsdirectly supportingPlaintiffs’ contentiorthatat the
startof theClassPeriodin April 2014, the=DA hadalreadyinformedSareptahatits existing
dystrophindatawasinsufficientto supportanNDA. Instead Plaintiffs suggesthatthis inference
canreasonably bdrawnfrom thetiming, diction,andtone of theFDA’s October30, 2014
Statemento theDMD community,which followed Sarepta’sannouncemerthatits NDA filing
would bedelayed Specifically, Plaintiffspoint to the FDA’s October 30, 2014 statement that
“[i]n its advice to Sarepta, FDA hasnsistently stated that it would be necessary to include data
in its NDA demonstrating that eteplirsen increases production of . . . dystrophin,” afitiehat
need for additional data and analyses to support the NDAendsrced by an FDA inspection
of the clinica site where dystrophin analyses had been conducted.” (emphasis ddadeDA
also statedhat following this site visit, ihad “provided Sarepta with detailed recommendations
on how to improve these dystrophin analyses, and FDA’s most recent advicengigent with
advice provided after the April 2014 meeting.” (emphasis adédaiptiffs insist that the use of
words like “consistent” and “reinforce” plausibly suggest that the FDA hexdqarsly told
Sareptahatits dystrophin data was insufficient to support an NDA, and that theif$u&d its
October 30, 2014 Statement to correct Sarepta’s suggestion that the NDA filingneas be
delayed due to “updated” FDA guidance.

Even when viewing the facts in the light most favorable to Plaintiffs, the Cod# fihat
theFDA’s October 30, 2014t&tementannot suppotthe weight of that inferencé€irst, the
FDA indicatedthat its Statemenwas intended to address “questions the agency has received

from DMD patients, their families, and others in the community who are cownlcabogit the
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timing of the filing of an NDA for eteplirsen.” This suggests that the Kp8ke primarily to
addresgjuestions from the DMD community, and not for the purpose of correatipgrior
statements made by Sarepta. Furthermore, the FDA’s Statement contains taysnthahtends
to confirm, rather than correct, Sarepta’s representations to the markEDAstaed with no
apparent disagreement, that “[flollowing a meeting with FDA last Aprig@arannounced on
April 21, 2014 that ‘with additional data to support the efficacy and safety of e¢gplirs an
NDA should be fileable.” The FDA also noted tharépta had disclosed the fact that the
Agency“had communicated that there were areas of concern in the existing databakat and t
FDA had provided Sarepta with ‘examples of additional data and analyses thatpiépasuld
be important tenhance the acceptability of an NDA filing.”” (emphasis added]he FDA also
noted that Sarepta had announced “its plans to submit an NDA for eteplirsen by the end of
2014,” butthe Agencydid not seeminglyake issue with either of these statements. These
considerations detrafrom the plausibility of Plaintiffs’ theory.

In addition, the FDA affirmatively stated that it was “important to hétat it “did not
find any evidence of fraud” at Sarepta’s clinical trial site, “as has been paddansome.The
FDA went on to not¢hat it“is” (in the present tense) “concerned that the methods used to
measure dystrophin were not adequately robust to support an NDA submission.” To that point,
the FDA said it had recently provided Sarepta with recommendations on how to improve its
dystrophin analyses, arlat thismost recent advice was “consistent with” advice provided after
the April 2014 meeting. Critically, however, the FDA did not state that it had toégphtBan
April 2014 that the Companyexistingdystrophin data was inadequate to support an NDA
submission. At best, the FDA’s Statement plausibly implies that in April 2014, iarssdir

concerns about the dystrophin data and given Sarepta recommendations on how torstfengthe
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data set, therebyehhancingthe acceptability of an eventual NDA filinghus, the FDA'’s
characterizatiof its ownApril 2014 guidance is not at all inconsistent with representations
made by Defendantturing the Class Periotlvhenread as a whole, the FDA'’s October 30,
2014 Statement does not plausiiohply that it told Sareptas early as April 201that the
existing dystrophin data would be insufficient to support an NDA.

Further, even assuming;guendo, that the FDA hadhformed Sarepta in April 2014 that
its existing dystrophin data was not sufficient to support an NDA filing, theridehts’
statementslo not actually mislead investors on this point. Although Defendantsa#te
statements to the effect that Saréptauld submit our NDA now,they immediately clarify that
it would be unwise to do so, because the FDA had “highlighted questions and concerns” and
indicated that it watot as comfortable with just the existing data sei/21/2014 Conference
Call p. 12 see als®/7/2014 Deutsche Bank Healthcare Conference Call p. 3 (rthahghile
theFDA was*“not saying[an NDA] wouldn’t be fleableon thecurrentdataset; the FDA was
telling Sareptd thatwe’ve raisedenoughconcernson theexistingdatasetthatyou would bolster
your casefor anNDA filing andpotentiallyafavorablereviewif you allow usto do amore
detailedreview of your dystrophin methodology . .”). Whenreadin context,eachof the

statementslearlycommunicateshatfiling anNDA without furtherdataandanalysis— although

° The July 29, 2014 WoodcocBtatemenfturtherdetractsrom the plausibility of Plaintiffs’
theorythattheFDA hadpreviouslynotified Sareptaabout soméatal deficiencyin its existing
dystrophindata.To the contrary, the Woodcocktatemenhotesthatthe FDA, in late July 2014,
was“actively engaged”with Sareptaandothers ortheir development oDMD drugs,andthat
theFDA wasconducting “ongoin@nalyses’of eteplirserwhich were*“rigorousandextensive.”
[ECF No. 24-3]. Woodcoclalsonoted, withouanyapparentisagreementhat Sareptahad
“publicly announcedts intentionto file aNew DrugApplicationfor eteplirserby theendof
2014,”andassuregetitionershatthe FDA remainedwilling to exploreaccelerateépproval
pathwaygo approving &MD drug.ld.
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perhaps possible — would be unadvisable. TRigntiffs have not plausiblgllegedthat
Defendantsstatementsveremateriallymisleadingo investors.

Plaintiffs, perhapsealizingtheweaknessem their theory,filed an Oppositionto
DefendantsMotion to Dismissthatseeminglynarrowsthe scop@f their claims.Plaintiffs now
focus on thé=-DA'’s requesthat Sareptehaveindependenpathologistsat independeniabs
reassesthe dystrophirdatg andtheimpactof thatrequesion Defendantsstatementsbout the
“sufficiency” of theexistingdata.See[ECF No. 25, p. 27](arguingthat Defendants falsely
portrayedthe sufficiencyof their dystrophindataandomittedthatthe FDA requiredindependent
pathologistsat independentabsto assesshe dystrophirdataaspartof the NDA”).

Plaintiffs Complaintallegesthatthe FDA madethisrequesfor reassessmeit July
2014.Seee.q, Compl.f113, 87, 129, 130(a), 148.thatallegationis accuratePefendants
statement®n April 21, 2014May 7, 2014andMay 13, 2014 could not hayeeenfalseor
misleadingn the manneallegedby Plaintiffs, becaus®efendants could not have

misrepresentedr omittedto disclosewhat the FDA hadnotyettold them1©

101n anattemptto avoidthis result,Plaintiffs’ counserequestedt oral argumenthatthe Court
takejudicial notice of aranscriptfrom anAugust12, 2015motionhearingin the Corbarcase,
14-cv-102014T (D. Mass) in which JudgeTalwaniheardargument on anotionto amendthe
complaintin thataction.Duringthathearing,Plaintiffs’ counsel quoteffom whatwas
representetb be premeetingcommentgrom the FDA, in which the FDA purportedlyasked
Sareptao “confirm with anindependeniaboratorytheimmunohistochemicdindingsfor
dystrophinandassociategroteinsin the previouslycollectedtissueblock,” andsuggestedhat
thisandother concerns should beddressegbrior to filing.” By pointing the Courto the
hearingtranscriptandthis allegeddocumentPlaintiffs are suggestinghereis reasorto believe
thatthe FDA communicatedts “requestfor reassessmentd SareptaearlierthanJuly 2014.The
Court, howeverdeclinesto consider thé&ugust12, 2015hearingtranscriptor the purported
documentdiscussedatthe hearingfor purposes ofthis Motion to Dismiss. Although the Court
maytakejudicial notice of proceedings othercasesit generallycannot desofor thetruth of
anymattersdiscussediuring those proceedingSeeGoguen ex rel. Estate of Goguen v. Textron,
Inc., 234 F.R.D. 13, 19 (D. Mass. 2006). Furthermore, even assuming that the FDA'’s request for
reassessment poated July 2014, this fact is not necessarily inconsistent with Defendants’
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Thisleavesthe August7, 2014earningconferencesall with investorsandanalysts,
which postdates Sarept& allegedreceiptof the FDA’s July 2014 fequesfor reassessmeiit.
After examiningatranscriptof theconferenceall, the Court concludesatit does notontain
affirmative statementshat could bedeeme false or misleadingn light of thefactsalleged.
First,in contrasto earlierstatementsluring theClassPeriod,Defendantslid notmakeany
statementgxpressingonfidencan the “sufficiency of Sarept& existingdystrophindata
Garabediamerelystatedthatthe Company “continue[db have productive dialogueith the
FDA regardingour dystrophin methodology[,]” anémindedtheaudiencehatthe FDA
indicatedin its April 2014guidancé‘thatif, afterfurtherdetailedreview,theywereto find the
currentlyavailabledystrophin biomarkedatato be adequategur existingdystrophindataset
would have the potentia supportaccelerate@dpproval.” 8/7/2014€onferenceCall, p. 6.
Garabediaalsodisclosedhatthe FDA had“recentlycompletedasite visit with Nationwide
Children’s Hospitaln ColumbusOhio andmetwith theleadershimndstaff of the
histopathologyab thatconducted our dystrophamalysisandquantification. . . .”1d. He noted
thatSareptavould “continueto work with the FDA to providegreaterassurancef the quality
andreliability of our dystrophirdatain anticipationof a potentiaNDA filing decisionand
potental NDA reviewnextyear’ 1d. Therefore althoughDefendantslid not disclose thEDA'’s
requesfor reassessmerttieyalsodid notaffirmatively statethatthe existingdatawaspresently
sufficientto supportanNDA. Instead theytruthfully representethatareview of thatdatawas

ongoing.

expressions of confidence in their existing data set, nordvbokecessarily be a material
development requiring disclosure, as explained more fulirg.
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Furthermorethefact that Sarepta received i@equest for reassessment its existing
dystrophin data by independent pathologists doesaumte to a statement from the FDA that
the existing data was categorically inadequate, or even a suggestion tletathvas
“insufficient” to support an NDA filing. At best, it suggests that the FDA latterns about the
methodologyandthat itwantedSareptao haveindependent experts reassess the data and either
affirm or reject the reliability of Sareptresults before the data was submitted in an NDA.
Therefore, Defendantgxpressions of confidence in theufficiency of the dataare notatodds
with the FDAs request for reassessmemterethe sufficiency of the data set was an open
question at that point in timé.Thus, to the extent&ntiffs’ claims are premised on affirmative
statements regarding the sufficiency of Sarepexisting data set, the Court finds that Plaintiffs
fail to allege factplausiblysuggesting that these statements were false or misleading.

Alternatively, Plaintiffs allegethat Defendantsnadeactionableomissionsvhenthey
failed to disclose duringhe ClassPeriodthat Sareptehadreceivedarequesfor reassessmeioff
its dystrophindatain July 2014.1t is well-establishedhat“Section10(b)doesnot createan

affirmative dutyto disclos€’ In re GenzymeCorp.Sec.Litig., 754 F.3d 31, 4{1stCir. 2014).

“A duty to disclosenformationearlieromittedarisesonly whenaffirmative statementsvere
madeandthe speakeffail[ed] to revealthosefactsthatareneededsothatwhatwasrevealed

would not besoincompleteasto mislead” Id. (quotingln re BostonSci. Corp.Sec.Litig., 686

F.3d 21, 2{1stCir. 2012))(alterationin original).

111t appearshat Sareptaeventuallyfiled its NDA for eteplirserwith theFDA in May 2015,see
Declarationof JustinG. Florence Exhibit 1[ECF No. 30-1](May 19, 2015SareptaPress
Release)andthe FDA acceptedhe NDA for filing laterthatyear.SeeAugust25, 2015Sarepta
PresReleaseavailable at http://investorrelations.sarepta.com/phoenix.zhtml?c=64231&p=irol-
newsArticle&ID=2081965last visited March 31, 2016.
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Here,the onlyinstancen which Sareptd'spoke” during theClassPeriodafter July 2014
wastheAugust7, 2014 earningsonferenceall with investorsPlaintiffs do notexplainin their
Complaint ortheir Opposition how disclosing tHeDA'’s requesfor reassessmemiasnecessary
to makethe August7th conferencesall notmisleading Although Plaintiffsarguethat“failure to
disclose FDAs serious criticisrhof clinical trial data can be‘anaterial omissiori,they rely on

cases with very different facts. For examptelpi re Transkaryotic Therapies, Inc. Securities

Litigation, 319 F. Supp. 2d 152 (D. Mass. 2004), the defendant pharticateompany failed
to disclose=DA criticism ofthe company’€linical trials which the FDA had issued in a
“Complete Review Lettéin response to the company’s new drug applicatBeeid. at 156.
The Complete Review Letter concluded, in no uncertain termshinatudies “failed to
demonstrate efficacy,” that one of the studies suffered from “serious methigdblog
deficiencies,” and that “additional analyses or otherwise revised analysesctiftbal data you
have submitteavill be unable to address this deficiency.”ld. (emphasis added). Thus, the FDA
recommended that the compargpfiduct additional clinical studies and submit the reSutis.
Not only did the defendants fail to disse this decisive FDA guidance; they aksued press
releases stating that the F3®Complete Review Lettenerely“requested additional data and
asked for further explanation in several arelk.Not surprisingly, the court in Transkaryotic
found that plaintiffs adequately alleged material omissilohst 159-60.

Here, in contrast, Defendants allegedly failed to disclose thedHi@4uest for an
“independent reassessmeanf’Sareptas existing dystrophin data. There wasfimal decision to
communicate-merely interim feedback in the context of an ongoing dialogue on Sarepta’
planned NDA submission, which had yet to be filed. The interim and indefinite nature of the

FDA'’s reassessment request undermines the notion that Defendants hatbalthaipse itSee,
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e.g, Vallabhaneni v. Endocyte, Inc., No. 14-01048, 2016 WL 51260, at *12 -*14 (S.D. Ind.

Jan. 4, 2016) (holding that company did not have duty to disclose interim feedback from FDA
criticizing its clinical trial methodology, where criticism was not so severe as ¢esiitat the

drug was ineffective, or that further studies would be futile); In re SanofiL8&., 87 F. Supp.

3d 510, 541-42 (S.D.N.Y. 2015) (allowing defendants’ motion to dismiss, and noting that
multiple courts havergjected claims of material omissions where pharmaceutical companies did
not reveal procedal or methodological commentary, or other interim status reports, received

from the FDA as to drugs under revigwéff’d sub nom. Tongue v. Sanofi, No. 15-58&

2016 WL 851797 (2d Cir. Mar. 4, 2016); Noble Asset Mgmt. v. Allos TherapeuticsNoc.

CIVA-04CV-1030, 2005 WL 4161977, *7 (D. Colo. Oct. 20, 2005). Although failure to disclose
nearlyfatal criticism from the FDA might constitute an actionable omission in an appeopriat
casegseeTranskaryotic319 F. Supp. 2d at 158he FDAs July 2014 reassessment request does
rise to that level.

Furthermore, the Court finds it significant that throughout the Class P8aoehta
expressly and repeatedly informed the investing public about the FDAterns with the
methodologySareptaised toassesshe dystrophin dat&ee, e.9.4/21/2014 8-K, p. 8 (noting
that the FDA'expressed concerns about methodological problems in the assessments of
dystrophin and, ‘remain skeptical about the persuasiveness of the (dystrophih)sdatathat
“the Agency isuncertain whether the existing dystrophin biomaidata will be persuasive
enough to serve as a surrogate endygit/21/2014 Conference Call (“We could submit our
NDA now on the existing data set, but the FDA has highlighted questions and concerns, and they
are not as comfortable with just the existing datd )sé&t7/2014Deutsche Bankonference

Call p. 3(paraphrasing FDA as saying tliate re telling you thatwe' ve raisedenough concerns
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on theexistingdatasetthatyou would bolsteryour casefor anNDA filing andpotentiallya
favorablereviewif you allow usto do amoredetailedreview of your dystrophin methodology . .
..”). Thesedisclosures undercutd&htiffs’ suggestion that the FDA’formal request for
reassessmem July 2014 was a watershed event that should have been disclosed, or that
Defendantsfailure todo sowas materially misleading.

For these reasons, the Court finds that Plaintiffs have not alleged suffecentd
plausibly suggest that Defendamsade affirmatively misleading statements, or that they omitted
to disclose information needed to make their statements not misleading.

2. Scienter

Forsimilar reasons, the CouatsofindsthatPlaintiffs do notallegefactsgiving riseto a
“stronginferen@” of scienter—i.e,, onethatis “atleastascompellingasany opposingnference
one coulddrawfrom thefactsalleged: Tellabs Inc., 551U.S.at 324.To survivedismissal,
Plaintiffs would haveneededo allegefactsstronglysuggestinghat Deferdantswereknowingly
dishonest orecklesan failing to disclose théDA'’s reassessmen¢questSeeBoston Sci.

Corp., 686 F.3@&t31. InBoston Scientificthe First Circuit observed that:

[in cases where we have found the pleading standard satibiged,

complaint often contains clear allegations of admissions, internal

records or witnessed discussions suggesting that at the time they

made the statements claimed to be misleading, the defendant

officers were aware that they were withholding vital information or

at least were warned by others that this was so.
Id. Here, Plaintiffs allege no such facts in their Amended Complaint.

Further, the few facts Plaintiffs proffer in support of their scienter yhaa legally

inadequate. First, the Defendantsésence at FDA meetings, and their resulting-fiestd
knowledge of the FDA'’s guidance, does not support a strong inference of sciemszviasisly

noted, Plaintiffs have not offered any compelling explanatiomhyf Defendantsstatements or
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omissions were fundamentally at odds with any guidance the FDA purportedly provided.
Additionally, any inference that the Defendants knowingly or recklessbdf#il disclose the
FDA's request for reassessment is undermined by the Congpapgatedisclosures about the

FDA'’s concerns with thexisting dataseGeeln re Genzyme Corsec. Litig, No. CIV. 09-

11299-GAO, 2012 WL 1076124, at *12 (D. Mass. Mar. 30, 2012) (finding that defendants’
“repeated and timely disclosures of material information g&lgjaundermine an inference of

intent to deceive)aff'd, 754 F.3d 31 (1st Cir. 2014h re Polaroid Corp. Sec. Litigl34 F.

Supp. 2d 176, 186 (D. Mass. 2001) (“[A]ny indication of scienter that one might draw from
Polaroids arguably overly optimististatements about future business is offset by the
Company’s cautionary admissions in its . . . annual repprts.”

Plaintiffs also contend that Defendarfeslure torelease the fullext of the FDAs April
2014 "guidance lettérsupports a strong inference of scienter. The Court disagrees. Generally,
companies are under no obligation to disclose their written communications withAhte &2
general publicand the Court declines to infer scienter from the fact that Deferfumresefused
to produce the guidance letter to Plaintiffghis securities fraud action

Similarly, the Courtejects Plaintiffstheory that scienter can be inferred from the timing
of Sarept& public offering, whicloccurred the weeéfter the Company April 21, 2014press
releaseStanding alon€the existence of a public offering during the period of alleged

misrepresentations cannot itself lead to an inference of scidnteg. Boston Sci. Corp. Sec.

Litig., No. CIV.A. 10-10593-DPW, 2011 WL 4381889, at *15 (D. Mass. Sept. 19, 20d.)

686 F.3d 21 (1st Cir. 2013ee alscCoyne v. Metabolix, Inc., 943 F. Supp. 2d 259, 271-72 (D.

Mass. 2013) (theory that defendants lied in order to inflate stock pvasss" generalized
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motive[that] couldapply to any corporate executive at any company anywhere in the United
Stateg’ and therefore did not give rise tstong inference of scienjer

Finally, at oral argument, counsel for Plaintdigued that scienter can be inferred from
the fact thaGarepta was engaged ifldesperaterace with its competitor, Prosena, to secure
first-mover advantage in the DMD drug markeeeCompl. ] 37#38. Even assuming this
allegation to be true, it does not stronghply thatDefendantsntentionally or reckles$g misled
potential investors. Ultimately, it would lee FDA— not the investing public — that would
decide whetheto approve amigfor marketing and sal@hus, Plaintiffs have not plausibly
alleged a motive to misledd.

After considering all the facts alleged as an integrated wNaleCarpenters Pension &

Annuity Funds v. Biogen IDEC Inc537 F.3d 35, 45 (1st Cir. 2008), the Court finds that

Plaintiffs have not met the PSLR&pleading standard with respect to scie#hough
Plaintiffs allege facts that could theoretically support a finding of sciameer these
circumstancesthe inference of the requisite intent to defraud is certainly not cogent or

compelling” Genzyme Corp., 754 F.3d at 42.

V. CONCLUSION

For the foregoing reasorBlaintiffs Motion to Strike[ECF No. 26]is ALLOWED IN

PART andDENIED IN PART. DefendantsMotion to Dismissthe AmendedComplaintfECF

No. 21]is ALLOWED, andall claimsagainstthe DefendantsreherebyDISMISSED!3

12 AlthoughPlaintiffs offered additionalargumentgor scienterin their Oppositionbrief
(including thedepartureof someSareptaexecutivesincludingGarabedia)) suchfactswere not
allegedin theComplaint,andthe Courtdeclinesto considethemfor purposes othis Motion to
Dismiss.

13 BecausePlaintiffs fail to pleada viableclaim for securitiesraud underSection10 andRule

10b-5,all derivativeclaimsagainstthe individualDefendantsiecessarilyail aswell. SeeHill v.
Gozani, 638 F.3d 40, 1astCir. 2011).
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SO ORDERED.

Dated:April 5, 2016 [s/ Allison D. Burroughs
ALLISON D. BURROUGHS
U.S.DISTRICT JUDGE
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