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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF NEW YORK

X
: 13 Civ. 8806 (PAE)
IN RE SANOFI SECURITIES LITIGATION
: 14 Civ. 2211 (PAE)
X
OPINION & ORDER
X
AG FUNDS, L.P,, et al.,
Plaintiffs,
USNC SDNY
y- DOCUMENT
: ELECTRONICALLY FILED
SANOFI, GENZYME, CHRISTOPHER VIEHBACHER, : DOC#___
DAVID MEEKER, and JEROME CONTAMINE, : DATE FILED: |12%/2015
Defendants,
X

PAUL A. ENGELMAYER, District Judge:

In these related cases brought under the securities laws, plaintiffs claim that the
pharmaceutical company Sanofi, its predecessor Genzyme, and three company executives
(collectively, “defendants,” “Sanofi,” or “the company”) made false and misleading statements
about Lemtrada, a multiple sclerosis (“MS”) drug, while it was under review by the U.S. Food
and Drug Administration (“FDA”). Although plaintiffs find multiple faults with Sanofi’s public
pronouncements, their core allegation is that defendants failed to disclose concerns the FDA had
expressed about the “single-blind” design used in Lemtrada’s clinical trials, and that this
omission made Sanofi’s public statements about Lemtrada false and misleading.

Plaintiffs allege violations of §§ 10(b), 18, and 20(a) of the Securities Exchange Act of

1934, 15 U.S.C. §§ 78a et seq. (the “Exchange Act”); §§ 11 and 12 of the Securities Act of 1933,
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15 U.S.C. § 77at seq(the “Securities Act”); and stablue sky laws. Pending now are
defendants’ motions to dismiss both complaintdddure to state a alm, under Federal Rules
of Civil Procedure 12(b)(6) and 9(b). For thldwing reasons, the Cougrants these motions
in full and dismisses both complaints.
l. Background?*

Sanofi, based in Paris, is the fifth largest pharmaceutical group in the world. CAC 1Y 2,
39; AGC 11 14, 21. In 2011, Sanofi acquired Genzyme, a pharmaceutical company based in
Cambridge, Massachusetts. CAC | 8; AGC {1 15A23he time, Genzyme was in the process
of developing and testing a MS drug calidedmtuzumab, commonly known as “Lemtrada.”
CAC 1 6; AGC 1 22.

Largely because Sanofi and Genzyme couldagoée on a valuation of Lemtrada, Sanofi
issued contingent value rightSQVRs”) to all Genzyme shareholdeas part of the acquisition.

CAC 1 9; AGC 1 24. The CVRs were tradable on the open market. CAC 1 39; AGC 1 3. They

! These facts are drawn primarily from ensolidated Amende@omplaint, 13 Civ. 8806,

Dkt. 44 (“CAC”), and the AG Funds et al. Complaint, 14 Civ. 2211, Dkt. 2 (*AGC”). For the
purpose of resolving the motion to dismiss, tleen€assumes all well-pled facts to be true and
draws all reasonable inferenaadavor of plaintiffs. See Koch v. Christie’s Int'l PL&G99 F.3d
141, 145 (2d Cir. 2012). The Court also considéineddocuments attached to the Declaration of
Joshua S. Amsel in support of the motion to dismiss. 13 Civ. 8806, Dkt. 50; 14 Civ. 2211, Dkt.
19 (“Def. Decl.”). Because these documemése incorporated into the CAC and AGC by
reference, or are matters of public record, taeyproperly considered @anmotion to dismiss.

See City of Pontiac Policemen’s & Firemen’s Ret. Sys. v. UBS23Z3F.3d 173, 179 (2d Cir.
2014) (In resolving a motion to dismiss, the court “may considet alia, “any statements or
documents incorporated in it by referencewal as public disclosure documents required by
law to be, and that have been, filed with 8&C, and documents that the plaintiffs either
possessed or knew about and upon which they riglibdnging the suit.”) (citation omitted).

The Court considered these documents “not fertthth of the matters asserted therein,” but
only “for the fact that the statements were madeldrk v. Kitt, No. 12 Civ. 8061 (CS), 2014

WL 4054284, at *7 (S.D.N.Y. Aug. 15, 2014ge alspe.g, Staehr v. Hartford Fin. Servs. Grp.,
Inc., 547 F.3d 406, 425 (2d Cir. 2008]|l]t is proper to takgudicial notice of thdact that press
coverage, prior lawsuits, or regulatory filingstaned certain information, without regard to

the truth of their contents.”).



entitled holders to cash payments upon the achiemeof certain milestones. One important
milestone was obtaining FDA approval for Leatta by March 31, 2014. CAC 1 10; AGC { 26.

After completing the Genzyme acquisition, Sarohtinued to move Lemtrada forward
in the clinical testing ashFDA approval processSeeCAC {1 12, 15; AGC | 52.

On November 8, 2013, the FDA Advisory i@mittee on Peripheral and Central Nervous
System Drugs (“Advisory Committee”) issued a bng report that “sharply criticized” Sanofi's
application for FDA approval of Lemtrada. CAC { $6e alscAGC { 55. Based on the Report,
it was apparent that the FDA wouldt approve Sanofi’'s applicatiotgee id. That day, the price
of the CVRs declined from $2.00 to $0.77 per share. CAC  22; AGC  57. Soon after, the FDA
formally rejected Sanofi's apphltion. CAC { 25; AGC | 58. Tiprice of the CVRs thereafter
declined to $0.32 per share. CAC | 26; Af588. On November 14, 2014, however, well after
the filing of these lawsuits, the FDA reversesliititial decision and approved Lemtrada for use
by certain MS patientsSeel3 Civ. 8806, Dkt. 55.

Plaintiffs are individualsrad corporations that purchased CVRs before November 8,
20132 CAC 1 1; AGC 1 5. They allege thatfdre the release of the November 8, 2013 FDA
Report that triggered a sharp drop in theR&Vprice, defendants made misleading and
incomplete statements about the likelihoodlotaining timely FDA approval for Lemtrada, the
drug’s safety and efficacy, and the iéswof the ongoing ahical trials. SeeCAC  13; AGC | 2.
Most centrally, plaintiffs claim that the FD#ad conveyed to Genzyme executives that the

single-blind design of Lemtradatinical trials could bias thstudy, such that the trial results

2 As pled in the CAC, the class period rdrsn March 6, 2012 to November 7, 2013; the class
is comprised of purchasers of CVRs during fiexiod. CAC § 1. As for the AGC, it alleges
that its plaintiffs, who were ekuded from or opted out of the class, purchased CVRs before
November 8, 2013, AGC 11 7-12, or received CVR<tyrédrom Sanofi in exchange for shares
of Genzyme during Sanofi’'s acquisn of Genzyme in 2011, AGC { 13.



would have to be particularly robust to overcome that design impediseente.g.CAC { 23;
AGC 1 36, and that Genzyme’s and later Sanofi's faita disclose that interim feedback made
its encouraging statements abthé drug’s prospects misleadirsgeCAC | 21; AGC 1 37.

Plaintiffs allege that they relied on defendaistatements in deciding to acquire CVRs.
CAC 11 92-97, 106; AGC 11 53-54. Based on these fatlegations, plaintiffs assert various
violations of federal and stateaurities laws. CAC {1 100-15; AGC {1 61-106.

A. Factual Background®

1. GenzymeDevelopsLemtrada

MS is “a potentially debilitatig autoimmune disease that affects the brain and central
nervous system of an estimated 400,000 people in the United States and 2.5 million worldwide.”
CAC 1 78 (quoting 8oston Globarticle). In the early 2000s, a non-party company, ILEX,
began developing Lemtrada as a drug to combat $&AGC § 36(a). In 2002, clinical trials
of Lemtrada beganSeeCAC 1 30; AGC 1 36(a). In 2004, while Lemtrada was in the second of
three phases of clinical trials, Genzyme acquired ILEXeAGC 1 36(a). Genzyme continued
the Lemtrada studies and released safety and efficacy updates on an annu8kleBst.Decl.

Exs. 14 (2005), 15 (2006), 16 (2007), 18 (2010).

One of Lemtrada’s primary benefits is itsique treatment regimen: While many MS
drugs must be taken daily or weekly, Lemtreégdadministered intravenously during two annual
courses of treatment. CAC § 7. In part for tieigson, in 2010, Lemtra¢had an estimated value
of $14 billion worldwide. Id. 1 6. However, Lemtrada’s distinctive method of administration

made it difficult or impossible to conduct “doulidénd” studies—ones in which the nature of

3 Defendants’ declarations in support of eaubtion are substantially similar although not
identical. As used here, the citations to “O@écl.” refer to the docusents filed in the class-
action case, 13 Civ. 880&t docket number 50.



the treatment being administered is conegdfom both subjects and investigatoBeeDef.

Decl. Ex. 9, at 4 (“FDA Guidance for Industry*)The Lemtrada studies therefore had a single-
blind design: The investigators were not aavaf each subject’s assigned treatment, but the
subjects knew whether they were receivinghtrada or a competitor drug commonly known as
Rebif. The fact that therggle-blind design was being useds reported in various publicly
available sourcesSeeDef. Decl. Exs. 12, 13, 17, 22, 28-29.

As early as 2002, the year the Lemtrada dihidals began, the FDA expressed concerns
about the single-blind design of the study. CAZ3JAGC { 36. In that year, the FDA advised
ILEX and Genzyme that the Lemtrada clinicallgiavill not provide subtantial support” for a
license application. AGC { 36(aee also idf 36(b)—(c). Defendantkd not publicly disclose
this interim feedbackSee, e.g.CAC | 13; AGC 1 35.

In 2005, a patient who had received Lemtrdigal of sepsis, and the FDA placed the
clinical trial on hold for approximately Ifdonths. CAC { 31; AGC | 36(d). Genzyme
disclosed information about the hold in a pressase. Def. Decl. Ex. 14, at 3, 4. A confidential
witness (“CW”) employed by Genzyme betwe02 and 2012 reported that, even when the
FDA lifted the hold, Genzyme employees remained concerned about Lemtrada’s safety profile.
CAC 11 29-32. Additionally, a Steering Contte@ composed of high-level Genzyme
executives was “hypersensitive” to concerns aheumtrada’s safety anddfpotential impact of

the reported adverse events omiteada’s commercial viabilityld. § 32.

4 “Double blind” means that “botbubjects and investigat . . . are unaware of each subject’s
assigned treatment.” FDA Guidance for Industrg.aClinical trialsof new pharmaceuticals
“usually include randomization and blinding ofeats or investigatorgr both.” 21 C.F.R.

8§ 314.126(b)(2)(i). The FDA prefs double-blind studies becaudfglinding is intended to
minimize the potential biases resulting frdifferences in management, treatment, or
assessment of patients, or interpretation oflte#hat could arise asresult of subject or
investigator knowledge of the assigned tmeent.” FDA Guidance for Industry at 4.



By 2006, however, the FDA'’s position had shifted. On November 21, 2006, for example,
Genzyme met with the FDA and included thkd@ing in the minutes of the meeting:

FDA responded that a rater blinded (lpdtient not blinded) study may be
adequate if the effect is large. Howeve totally blinded stdy is more likely to

be found persuasive if theetitment effect is relativelymall. . . . The FDA again
noted that they prefer double-blinded, controlled studies, especially for the pivotal
trials.

CAC 1 23(a). In other words, the FDA deteradrthat it would accept data from the clinical
trials, but the treatment effect would haweebe “large” to win FDA approval.

Similarly, a June 29, 2007 letter from the Fibekerated the agency’s position regarding
the study design:

FDA strongly recommends that you wselouble-dummy placebo control in your

pivotal trials. The acceptdity of your rater-blindedstudy will be a matter of

review. If your study results reveal axtremely large effect, then FDA may

potentially accept this rater-blindel@sign for the pivotal trials.

Id. T 23(b); AGC 1 36(e). The FDA permitted Lerd@ao enter Phase Il clinical trials in
September 2007 with a single-blind desi@eeCAC 1 12; AGC 11 43, 44, 46ee alsdef.
Decl. Ex. 20, at 2.

On October 23, 2008, physicians involved ia ttemtrada studies published full results
of the Phase Il clinical trial imhe New England Journal of Medicin®ef. Decl. Ex 17. This
publication described the single design of the study and disclosed every adverse event that
had been observed to datéd. It did not, however, disclosedlFDA’s stated concerns about the
single-blind design of the Lemtradtudies. CAC { 27; AGC 11 35, 37.

The FDA continued to express concerns abloeitdesign of the Lemtrada studies during

the Phase Il trials. Minutes from a March 1812 meeting with Genzynwficials reflect that

the FDA was:



concerned by the potential bias introdutgdthe absence of blinding of patients,

the possibility of unblinding of EDSS rase the initiation of alternative MS

therapies after the first relapse, and the elimination of censoring. The

interpretation of the results from the ghacal analysis will be challenging, and

extremely robust findings will be necessary to overcome these issues. . . .

Blinding procedures were discussed inadle For EDSS and relapse reporting,

the bias introduced by unbtling of physicians and patits remains a significant

problem which will cause serious difficultiesimterpreting the results of the trial.
CAC 1 23(c); AGC 1 36(f).

Notwithstanding these issues, Sanofi repotted the FDA had placed the Phase llI
Lemtrada studies on a fast track. AGC  42; Detl. Ex. 32, at 12. The fast-track procedure
is “designed to expedite the development, eatbn, and marketing of new therapies intended to
treat persons with lif¢hreatening and severely-debilitagiillnesses.” 21 C.F.R. § 312.80.

On January 24, 2011, the FDA again noted iteceons about thersjle-blind design of
the Lemtrada study, during a meeting with Genzyme officials:

The lack of blinding remains a majoorcern. We note that, despite these

previous concerns that have been camitated to you, there was little discussion

of the unblinded design of the trials tile meeting material. We emphasize the

importance of presenting a full discussand analysis of thienpact of having the

patients and treating physicians unblinded.
CAC 1 23(d); AGC 1 36(9).
2. Sanofi Acquires Genzyme and Issues the CVRs

In mid-2010, Sanofi initiated efforts to acqu@enzyme. CAC | 8; AGC 1 22. The two
companies negotiated for several months aadived a final agreement on February 16, 2011.
CAC 1 8; AGC 11 24-25. Under their agreem8anofi acquired Genzyme for more than $20
billion. CAC 1 8. However, largely becauSanofi and Genzyme could not agree on an exact

valuation of Lemtrada, Sanofi also consentetsae one CVR for each share of Genzyihde.

19; AGC 91 24, 26. In total, Sanofi issued more than 200 million C8BeAGC 1 5.



The CVRs, which were tradable on the opearket, derived their value from cash
payments Sanofi would make if the companieged certain milestones. CAC { 10; AGC
1 26. One milestone entitled CVR holders tp$L CVR if Lemtrada received FDA approval by
March 31, 2014. Four other milestones entitlAR holders to as much as $13 per CVR if
Lemtrada reached certain sales targéds. Although Sanofi is a global company, regulatory
approval within the United Stateise(, by the FDA) “was a critical first step” to achieving the
sales milestones because the U.S. “accoun@0fdr of MS patients worldwide.” CAC { 11. A
final milestone entitled CVR holders to paymeoit$1 per share if two other Genzyme drugs
met production milestones. AGC 1 28. Ifsik milestones had beeeached, Sanofi would
have paid an additional $3.8 billion in conneotigith the acquisition of Genzyme. CAC 1 9.

On March 7, 2011, Genzyme filed a Sched4l®-9 with the SEC. Def. Decl. Ex. 31
(“Genzyme 14D-9"). The 14D-9 was used to padge Genzyme shareholders to accept Sanofi’'s
offer. AGC { 29. In it, Genzyme projected a 90% likelihood that Lemtrada would be approved
by March 31, 2014, fulfilling the first payment-triggering milestoiek. 30, 40; Genzyme
14D-9, at 45. Genzyme also stated in the 14Bs%n other occasions, that it “anticipates
product approval in the United States in the sddualf of 2012.” AGC {1 40, 42, 43, 44. Asto
the Lemtrada sales milestones, Genzyme prgjeah 80% likelihood of reaching the first, a
54% likelihood of reaching the second, a 5liélihood of reaching the third, and a 16%
likelihood of reaching the fourthid. § 30; Genzyme 14D-9, at 49 hese “projections were
accompanied with boilerplate caveats” but ditineveal the negative feedback Genzyme had
received from the FDA regarding the sieddlind study design. AGC 1 31, 34, 43, 44.

With the approval of Genzyme shareholders, Sanofi completed the acquisition of

Genzyme on April 8, 2011See idf 33.



3. Sanofi Continues Testing Lemtrada

After acquiring Genzyme, Sanofi continuee ttemtrada clinical trials and made
numerous statements about thegdn press releases, earningsference calls with analysts,
and SEC filings.SeeCAC 11 45-73; AGC 11 45-52. Like its predecessor Genzyme, Sanofi
released annual updates about Lemtrada. Mel. Exs. 24—-26 (2011), 42012), 30 (2013). It
also disclosed complete Phase Il trial resiutitsluding all reported aekrse effects, in two
research articles publishedThe Lancetn November 2012. Def. Decl. Exs. 28-29.

The Form 20-F Sanofi submitted on March 6, 2012 is representative of the statements
defendants made in SEC filingstween 2011 and 2013. It reporteder alia, that “two Phase
lIl studies demonstrating the safety and efficatiLemtrada] were completed in 2011.” CAC
1 45; AGC | 47. Those studies “demonstrateong and robust treatment effect” and a
“significantly reduced” relapse rate as compareRebif, the leading competitor. Additionally,
the Form 20-F stated, the “safety results weresisbent with previous [Lemtrada] use in MS,
and adverse events continued to be managealle.”

During a conference call with analysts April 27, 2012, Sanofi's CEO, Christopher
Viehbacher, characterized thesuéis of the Phase Ill studies as “nothing short of stunning.”
CAC 1 49. In describing safety concerns assediatith Lemtrada, Viehbacher stated: “People
are concerned about safety, but | don’t seed¢hean for that. We’ve seen higher incidence on
impact for thyroid, but thyroidanditions are not uncommon in tipspulation andndeed others
and are pretty easily treated with standard therde ITP [an immune disorder] has not been
as severe as we've seen outside thergdipelation and is [sic]lBbeen reversed.’ld.  50.

On June 12, 2012, Sanofi issued a presase announcing its submission of a

supplemental Biologics License Apgation (“sBLA”) to the FDA. Id. 11 15, 52; AGC 1 49.



Under the Public Health Service Act, firms shobtain licenses beforearketing and selling
pharmaceuticals in interstate commerce. 42.0. 8§ 262(a). The sBLA provided specific
information about Lemtrada to allow the Fddetermine whether to issue a licenSee21
C.F.R. 8 601.20(d). The press release quoterydre’s President and CEO, David Meeker, as
stating that Lemtrada “has the potentialramsform the lives of patients with Multiple
Sclerosis.” CAC 1 52. On July 26, 2012, Sanof0C#&ehbacher similarly told analysts that
Lemtrada “is a potential game changeld” | 54.

On August 27, 2012, Sanofi announced that it leadived a “Refuse teile” letter from
the FDA. Id. 1 16. “The filing of an applicatiomeans that FDA has made a threshold
determination that the application is sufficientlymplete to permit a substantive review.” 21
C.F.R. 8§ 314.101(a). The FDA may refuse toditeapplication in a nuna of circumstances,
including because “[t]happlication does not contain a contpbkapplication form” or “does not
on its face contain informationgeired under” applicable lawld. 8 314.101(d). Sanofi’s
announcement reported that the FDA had merdgdSanofi to modify its presentation of the
data “to enable the agency to bettavigate the application.” CAC { 16.

After receiving the “Refusto File” letter, Sanofi continued to make optimistic
statements about Lemtrada’s prospe€laring a conference cadin October 25, 2012, for
example, Sanofi's CFO, Jerome Contamine, toklyasts that the financial results “will continue
and probably somewhat amplify in the coming quargess we prepare for the launch of Lyxumia,
thereafter for the launch of Lemtraddd. § 56. During the same call, Viehbacher said that he
was “actually very satisfied with where the progress is goiihd).f 57. Plaintiffs understood

these statements to suggest thatLemtrada launch was imminerdl.

10



On January 28, 2013, Sanofi announced tleaFDA had accepted its SBLA seeking
approval for Lemtradald. 1 18, 61; AGC 1 50. Sanofi statedtth expected the FDA to make
a final decision as to Lemtrada chgithe second half of 2013. CAC | 18.

Soon after, on February 7, 2013, Viehbacher amldlysts that Sanofi “should be in a
good position to launch Lemtrada. It is obvioustlyuge opportunity that we have to be able to
put two significant new medicines"—Lemt@adnd another Sanofi drug, Aubagio—*“into an
important area like MS. This is a matlof some $14 billion worldwide.d. § 63. Sanofi
executives made similarly optimistic statementsr the next several months. On October 30,
2013, for example, Viehbacher told analystsitghonestly, I'm feelingretty relaxed because
if I look at our Phase Il pipelinghere’s an awful lot of really good stuff in there . ... We've
got Aubagio and Lemtrada rolling outld. I 73.

By early 2014, Lemtrada had been approved for marketing and distribution in the
European Union, Canada, Australdexico, and Brazil, a total ahore than 30 countries. Def.
Decl. Exs. 45, 48-51.

4. The FDA Denies Approval of Lemtrada
On November 8, 2013, the FDA Advisory Committee issued a report on Lemtrada. CAC

19 19, 75; AGC 1 55. The FDA Report “sharplyticized” Sanofi’'s submissions and stated that

5> These approvals are readily discovered by saagychie websites of foreign regulatory agencies
and other neutral, third-party sources. For example, the European Commission’s Register of
Pharmaceuticals includes the decisigproving Lemtrada on September 16, 20%8e
http://ec.europa.eu/health/documents/camity-register/html/h869.htm. And a nonprofit
organization named MS-UK has aggregated r&enses reporting on Lemtrada approval in all

of these countriesSeehttp://www.ms-uk.org/lemtrada. Becaumgproval of Lemtrada in these
countries is an adjudicative fact that “is nobjeat to reasonable dis@itand “can be accurately
and readily determined from sources whaseuracy cannot reasonably be questioned,” the
Court may properly take judicial hice of it. Fed. R. Evid. 20kee alspe.g, Garb v. Republic

of Poland 440 F.3d 579, 594 & n.18 (2d Cir. 2006). K itGourt had refused to consider this
fact, however, it would have reached the saowclusions regarding whether defendants’
statements were actionabl8eepgs. 36-37, 49, 54nfra.

11



“significant concerns exist regiing the safety profile of [Letrada] and the adequacy of the
efficacy data.” CAC 11 19, 75ee alscAGC 1 56. All three doctonsivolved in the FDA
Report recommended against approving Lemtrddia Evelyn Mentari, who examined the
safety of Lemtrada, found “serious and potdlytiatal” safety concers including autoimmune
diseases and thyroid disorders; she therefmremmended against appabvunless substantial
clinical benefit exists.” C& 11 76; AGC § 56. Dr. John Marjevho assessed the efficacy of
Lemtrada, expressed “grave concerns” regartimg failure to blind patients and treating
physicians”; he therefore conclutithat Sanofi “ha[d] not submitted evidence from adequate and
well-controlled studies to supporttieffectiveness of [Lemtrada]fd. Dr. Sharon Yan, who
reviewed the statistical analggpresented by Sanofi, likewise found “that troublesome design
issues and the presence of bias in théstgeevents reliance on their resultsd.

Following the release of the FDA Report, therkea price of the CVRs declined nearly
62%, from $2.00 to $0.77 per share. CAC {1 22, 77; AGC 11 3, 57.

Five days later, on November 13, 2013, the FDA Advisory Committee released a
“Background Package” on Lemtrada. CAC { E3oted the concerns that the FDA had
expressed to Genzyme between 2006 and 2@il1The same day, an FDA panel “took a series
of seemingly contradictory votesld. 78 (quoting @8oston Globerticle)® These votes were
purely advisory and were not binding on the FOA. By a vote of 11 to 6, the panel adopted
the view that the Lemtrada studies were bidssrhuse the patients had not been blinded. But
by a vote of 12 to 6, the same panel acceptedStiabfi had provided substantial evidence of
Lemtrada’s efficacy. Additionally, by a 17 to O gpthe panel affirmed that safety concerns

should not preclude FDA approval of Lemtradagatients for whom other drugs have not been

6 Some members abstathfom some votesld.

12



effective. At the same time, however, the panelegbl6 to O that Lemtrada should not be
approved as a “first-line treatmeritr newly diagnosed MS patientsd.

On December 27, 2013, the FDA notified Saiodit the sBLA for Lemtrada had been
rejected. CAC 1 25. Soon after, on Decemife2B13, Sanofi issued a press release stating that
“Sanofi does not anticipate thidte CVR milestone of U.Sparoval of Lemtrada by March 31,
2014 will be met.”Id. § 26; AGC | 58. The press releasplaxed that the “FDA has taken the
position that Genzyme has not submitted eviderara idequate and well-controlled studies that
demonstrate the benefits of Lemtrada outweiglsérious adverse effects.” AGC  58. That
day, the market price of the CVRs dropped fi®dn77 to $0.32 per share. CAC 1 26; AGC { 58.

On January 23, 2014, Viehbacher gave &rwnew on Bloomberg Television in which
he stated that the FDA rejection “wasntbgal surprise.” CAC { 27; AGC 1 5, 59. He
explained that “when we acquitésenzyme, we actually created a contingent value right,
recognizing that it was not going b@ an easy thing to bring Lemtrada to the market. This is a
drug that’s been in development for quite some tiffileat having been sdithis is a drug that’s
been approved by 30 countries in therld.” Def. Decl. Ex. 55, at 2.

5. Sanofi Announces FDA Approval of Lemtrada

On April 7, 2014, following the filing of thedawsuits, Sanofi issued a press release
stating that after “constructive discussions” viltle FDA, it intended to resubmit the Lemtrada
application. CAC 1 80.

On May 30, 2014, the company issued anopiness release stating that the FDA had
accepted a resubmitted sBLA “based on data from the same clinical studies included in the
original sBLA.” Def. Decl. Ex. 53, at 2. Ovére next several months, Sanofi submitted more

than two dozen amendmendsits application.Seel3 Civ. 8806, Dkt. 55, at 12.

13



Finally, on November 14, 2014, Sanofi announited the FDA had approved Lemtrada
for the treatment of certain MS patients, again based on data from the same clinical trials
included in the origindicensing applicationld. at 3, 7/

B. Procedural History

On December 11, 2013, plaintiff John Solakdike Complaint on behalf of himself and
all others similarly situated. 13 Civ. 8806, Dkt. It alleged that Sanofi, through its executives,
misrepresented the safety and efficacy of Lemteadthfailed to disclose flaws in the clinical
trials that decreased the likelihootlobtaining timely FDA approvalld. 1 9, 37. As a result of
these materially misleading statements, Solakre¢d, he and other members of the purported
class had bought CVRs attificially inflated prices, then ki money when the FDA issued its
briefing report and the vaduof the CVRs declinedd. {1 53. On this basis, Solak asserted
claims under 8§ 10b-5 and § 20(a) of the Exchange Wctff 54—609.

On December 18, 2013, Vincent Stasiulewitadfa separate Complaint on behalf of
himself and all others similarly situated. @8. 8991, Dkt. 1. Stasiulewicz’'s Complaint was
substantially similar to Solak’s: It alleged that Sanofi misled investors regarding Lemtrada’s
safety and efficacy, the designtbe clinical trialsand the likelihood of timely FDA approval.
Id. 1 9. Sanofi thereby caused Stasiulewitd ather members of the purported class to
purchase CVRs at artificially inflated pricelsl. § 47. Like Solak, Stadewicz brought claims
under claims under § 10b-5 and §&0of the Exchange Actd. 11 45-60. The Court accepted

Stasiulewicz’s case as relatedSolak’s on January 23, 2014.

" The Court takes judicial notice of the facatisanofi's press releases “contained certain
information, without regard to ¢htruth of their contents.Staehr 547 F.3d at 425. Although
the Court recites the fact of post-lawsuit FD#peoval for completeness of the record, the fact
of that later approval has bearing on this decision.

14



On February 10, 2014, Solak moved to constédhe two cases. 13 Civ. 8806, Dkt. 8—
10; 13 Civ. 8891, Dkt. 3-5. On March 3, 2014, the Court granted the motion and consolidated
the cases under the caption “In Re Sanofi 8eesi Litigation.” 13 Civ. 8806, Dkt. 27; 13 Civ.
8891, Dkt. 12.

On April 28, 2014, these plaintiffs filed ao@solidated Amended Complaint. 13 Civ.
8806, Dkt. 44 (“CAC”). The putative class consstall persons, othéhan defendants, who
purchased CVRs between March 6, 2012 and November 7, 20181. The CAC asserts
claims under 8§ 10b-5 and § 20(a) of the Exchange Wctf{ 100-15. As defendants, it names
Sanofi, Viehbacher, Meeker, and Contamitc. 1 39-42.

On March 28, 2014, a group of 32 corporati¢the “AG Funds plaintiffs”) filed a
separate Complaint whose claims arose from the same events. 14 Civ. 2211, Dkt. 2 (“AGC").
The AG Funds plaintiffs either opted out of thasd or acquired CVRs prior to the class period.
Id. 1 7-13. The Court accepted tbase as related to the pending consolidated class action.
Like the CAC, the AGC brings claims undet®b) and § 20(a) ahe Exchange Actld. 1Y 77—
87. It also brings claims under § 18 of the Exchange Act, 88 11 and 12 of the Securities Act, and
various state blue sky law#d. 1 61-76, 88-106. The AGC names as defendants Sanofi,
Genzyme, Viehbacher, Meeker, and Contanfoollectively, the “defendants”)d. {{ 14-18.

On June 27, 2014, defendants filed motitmndismiss both complaints, along with
memoranda of law and supporting declaratiob3 Civ. 8806, Dkt. 48, 49 (“Def. Br.”), 50
(“Def. Decl.”); 14 Civ. 2211, Dkt. 17, 18, 19. Defendants arguter alia, that plaintiffs failed
to identify an actionable misstatement or matemaission and to adequately plead scienter.
They argue that their statements were naleniding, but rather werdther non-actionable

expressions of historicahft, forward-looking statements accompanied by meaningful
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cautionary language, permissible corporate puffery, or declarations of opinion that were
sincerely and reasonably held. On AugustZZd 4, plaintiffs filed their opposition to the
motions to dismiss. 13 Civ. 8806, Dkt. 51 (“®A.”); 14 Civ. 2211, Dkt. 20 (“AG Br.”). On
October 10, 2014, defendants filed replies.Ch8 8806, Dkt. 52 (“Def. CA Reply”); 14 Civ.
2211, Dkt. 21 (“Def. AG Reply”). On Octob81, 2014, the Court held argument. 14 Civ.
2211, Dkt. 24 (“Tr.").

On November 17, 2014, defendants submittedterlaforming the Court that the FDA
had approved Lemtrada. 13 Civ. 8806, Dkt. 55. Nomember 18, 2014, plaintiffs filed letters
in reply. 13 Civ. 8806, Dkt. 56; 14 Civ. 2211, Dkt. 26.

Il. Applicable Legal Principles

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. Twombl|y650 U.S.
544, 570 (2007). A claim will only va “facial plausibility wherthe plaintiff pleads factual
content that allows the court to draw the reabtmmference 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 complainhowever 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 favoGteginsky v. Xcelera IncZ41 F.3d 365, 368 (2d Cir. 2014),
that tenet “is inapplicable to legal conclusiorigBal, 556 U.S. at 678.

“Securities fraud claims are subject to heggted pleading requiremearthat the plaintiff

must meet to survive a motion to dismis& TSI Commc’ns, Inc. v. Shaar Fund, |.#P3 F.3d
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87, 99 (2d Cir. 2007xee also Tellabs, Inc. v. Makor Issues & Rights,, 581 U.S. 308, 321—-
23 (2007). First, a complaint adjimg securities fraud must mdée requirements of Federal
Rule of Civil Procedure 9(b)See ECA & Local 134 IBEW Joint Pension Trust of Chi. v. JP
Morgan Chase Cp553 F.3d 187, 196 (2d Cir. 2009). Rulé)Xgtates that “[i]n alleging fraud
or mistake, a party must state with particulatity circumstances constiteg fraud or mistake.”
Fed. R. Civ. P. 9(b). “Allegations that ar@nclusory or unsupported Iigctual assertions are
insufficient.” ATS| 493 F.3d at 99.

Second, such a complaint must comply wiita pleading requiremenof 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 treefendant 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 thiéhrequired state 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 could draw 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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B. Elements of Plaintiffs’ Claims

The class-action plaintiffs assert claims urgerl0(b) and 20(a) of the Exchange Act.
CAC 11 100-15. The AG Funds plaintiffs assertnetaunder those sections as well as 8§ 18 of
the Exchange Act, 88 11 and 12(a)(2) of the Seegr#ict, and the blu&kyg laws of California,
Massachusetts, and Minnesota. AGC 11 61-106.

To state a claim under 8§ 10(b) of the ExchaAgg a plaintiff must adequately plead
“(1) a material misrepresentation or omissimynthe 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. Siracusand31 S. Ct. 1309, 1317 (2011) (citation omitted).

To state a claim under § 18 of the Exchangg Aplaintiff must adquately plead that:
“(1) the defendant made or cadge be made a statement ofterél fact that was false or
misleading at the time and in light of tbiecumstances under which it was made, (2) the
statement was contained in a document filedyamsto the Exchange Act or any rule or
regulation thereunde(3) reliance on the false statememigi#4) resulting loss to the plaintiff.”
In re Adelphia Commc’ns Corp. Sec. & Derivative Ljteg2 F. Supp. 2d 266, 268 (S.D.N.Y.
2008) (citation omitted).

Claims brought under 88 11 and 12(a)(2) &f 8ecurities Act involve “roughly parallel
elements.”In re Morgan Stanley Info. Fund Sec. Lifi§92 F.3d 347, 359 (2d Cir. 2010).
“Section 11 imposes liability ongsers and other signatoriesaofegistration statement that
‘contained an untrue statement of a material fact or omitted to state a material fact required to be

stated therein or necessary to make the statsrttegrein not misleading.” 15 U.S.C. § 77k(a).
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Section 12(a)(2) imposes lidity under similar circumstances with respectitaer alia,
prospectusesld. 8§ 77I(a)(2).” Fait v. Regions Fin. Corp655 F.3d 105, 109 (2d Cir. 2011).

Finally, to state a claim under 8§ 20(a) of thekange Act, “a plaintiff must show (1) a
primary violation by the controléeperson, (2) control of the prary violator by the defendant,
and (3) that the defendant wassome meaningful sense, a cullegbarticipant in the controlled
person’s fraud.” Carpenters Pension Trust Fund of St. Louis v. Barclays, FBG F.3d 227,

236 (2d Cir. 2014) (quoting TS| 493 F.3d at 108). If plaintifisave not adequately alleged a
primary violation,i.e., a viable claim under artgr provision of the Sedties Act or Exchange
Act, then the § 20(a) claims must be dismissed.

Thus, common tall of plaintiffs’ claims—indeed, the central element—is the existence
of a false or misleading statem@ntomission of material factSee City of Omaha, Neb. Civilian
Employees’ Ret. Sys. v. CBS Cpf79 F.3d 64, 67-68 (2d Cir. 2012) (“[T]hese claims all share
a material misstatement or omission element&glditionally, scienters an element of
plaintiffs’ 8§ 10(b) and § 20(a) aims under the Exchange Act. The Court highlights, and below
addresses the allegations as to, these two eleimecasise considerationtbiem is sufficient to
establish that neither the CA®r the AGC states a claim.

1. False or Misleading Statement or Omission

As noted, for any of plaintiffs’ claims to suwe the motions to dismiss, plaintiffs must
have adequately pled “that the defendant mastatament that was ‘misleading as to a material
fact.” Matrixx Initiatives 131 S. Ct. at 1318 (quotimigasic Inc. v. Levinsqr85 U.S. 224, 238
(1988)) (emphasis omitted). Federal securlags“do[es] not create an affirmative duty to
disclose any and all material informatiorid. at 1321. “Disclosure of information is not

required . . . simply because it may be relewardf interest to a reasonable investoR&snick v.
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Swartz 303 F.3d 147, 154 (2d Cir. 2002). Instead, an omission is actionable only when
disclosure of information is “necessary ‘tokea . . statements made, in the light of the
circumstances under which they were made, not misleadidMgtrixx Initiatives 131 S. Ct. at
1321 (quoting 17 C.F.R. 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 1318 (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 shareholageghtconsider
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€&arpenters Pension Trust Funeb0 F.3d
at 235 (quotindeCA 553 F.3d at 197).

In contrast to objective statements of maiidiact, subjective staiments of opinion are
generally not actionable as fraufiee, e.gIn re Nevsun Res. LtdNo. 12 Civ. 1845 (PGG),
2013 WL 6017402, at *9 (S.D.N.Y. Be 27, 2013). “Subjectiveaements can be actionable
only if the ‘defendant’s opinions were both falnd not honestly believed when they were

made.” Kleinman v. Elan Corp.706 F.3d 145, 153 (2d Cir. 2013) (quotkajt, 655 F.3d at
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113));see alspe.g, City of Omaha679 F.3d at 67-68 (holding ththis standard applies to
claims brought under 88 11, 12, 10(b), and 20(a) lsecthey “all share a material misstatement
or omission element”freidus v. ING Groep N.Y736 F. Supp. 2d 816, 836 (S.D.N.Y. 2010)
(“That opinion can be false or misleading onlyhié opinion-giver . . . didot truly believe it to
be the case at the time it was issued:git v. Regions Fin. Corp712 F. Supp. 2d 117, 125 n.55
(S.D.N.Y. 2010)ff'd, 655 F.3d 105 (2d Cir. 2011) (colleaicases). “It is not sufficient for
these purposes to allege that an opinion was usmebte, irrational, excesaly optimistic, [or]
not borne out by subsequent eventii’re Salomon Analyst Level 3 Litig50 F. Supp. 2d 477,
489 (S.D.N.Y. 2004). “The Second Circuit hasily rejected this ‘fraud by hindsight’
approach.”Podany v. Robertson Stephens, |88 F. Supp. 2d 146, 156 (S.D.N.Y. 2004)
(citing Stevelman v. Alias Research, [ric74 F.3d 79, 85 (2d Cir. 1999)). Rather, plaintiffs
“must allege ‘with particularity'provable facts’ to demonstratkat the statement of opinion is
both objectively and subjectively falseBond Opportunity Fund v. Unilab CorpgNo. 99 Civ.
11074 (JSM), 2003 WL 21058251, at *5 (S.D.N.Y. May 9, 20a8)] 87 F. App’x 772 (2d Cir.
2004) (summary order) (quotinga. Bankshares v. Sandbef®1 U.S. 1083, 1093-98 (1991)).
2. Scienter
To sustain their 8 10(b) and2®(a) claims, plaintiffs must s adequately plead scienter.

See Matrixx Initiatives131 S. Ct. at 131 Garpenter Pension Trust Fund@s0 F.3d at 238.As

8 Defendants argue that plaintiffs’ other fed@laims “sound in fraud” and therefore also
require proof of scienter. DeBr. 31-32. That is wrongSee, e.gCity of Pontiac Policemen’s
& Firemen’s Ret. Sys752 F.3d at 182 (“plaintiffs need raitege scienter” to state claims under
8 11 or § 12)Special Situations Fund Il QP, L.P. v. Deloitte Touche Tohmatsu CPANdd.

13 Civ. 1094 (ER), 2014 WL 3605540, at *26 (S.D.NJly 21, 2014) (plaintiffs “need not
allege scienter to state a claim under Sectiof. 18laims that sound in fraud must satisfy the
heightened pleading requirementsRule 9(b), but that Rule de@ot add substantive elements
such as scienter to any clairBee Rombag!855 F.3d at 175 (“[W]hile a plaintiff need allege no
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noted, Rule 9(b) and the PSLRA raguplaintiffs to “state with particularity facts giving rise to
a strong inference that the de@iant acted with the requirecht# of mind.” 15 U.S.C. § 78u—
4(b)(2). “For an inference of scienter to be strong, ‘a reasonable pergsitj fileem [it] cogent
andat least as compellings any opposing inference one cbdtaw from the facts alleged.”
ATSI 493 F.3d at 99 (quotingellabs 551 U.S. at 324) (alterati@and emphasis in original).

The requisite mental state is one “embracingnnto deceive, manipulate, or defraud.”
Tellabs 551 U.S. at 319. Plaintiffs “may satigfyis requirement by aligng facts (1) showing
that the defendants had both motive and oppiytém commit the fraud or (2) constituting
strong circumstantial evidence of comma misbehavior or recklessnes&TS| 493 F.3d at 99.

Recklessness is “a state of mind approximatirigedentent, 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™ andah extreme departure from tharstlards of ordinary care.”
Novak v. Kasak216 F.3d 300, 311 (2d Cir. 2000) (quotRgIf v. Blyth, Eastman Dillion &
Co, 570 F.2d 38, 47 (2d Cir. 1978)). An alleged “refus see the obviousry to investigate the
doubtful” must be “egregious” to be actionabthill v. Gen. Elec. C9101 F.3d 263, 269 (2d
Cir. 1996) (citation omitted). Further, where, as here, plaintiffs do legteaihat defendants had
a motive to defraud the public, they “musb@uce a stronger inference of recklessnekslhit
v. Eichler, 264 F.3d 131, 143 (2d Cir. 2001).

More concretely, plaintiffs can estalblisecklessness by adedgig alleging that
“defendants knew facts or had access to nonipirtformation contradicting their public

statements” and therefore “knew or should hiavewn they were misrepresenting material

more than negligence to proceed under Section 11 and Section 12(a)(2), claims that do rely upon
averments of fraud are subjecttbhe test of Rule 9(b).”).
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facts.” In re Scholastic Corp. Sec. Litjig252 F.3d 63, 76 (2d Cir. 2001) (citibhgpvak 216 F.3d
at 308). “The key, of course, is the honest helieghe management in the truth of information
issued to the public. If the management knowas tlertain facts will necessarily prevent the
regulatory approval . . . and concethisse facts from the investing picbthen there is scienter.”
In re AstraZeneca Sec. Litjdh59 F. Supp. 2d 453, 470 (S.D.N.Y. 20@8)d sub nom. State
Univ. Ret. Sys. of lll. v. Astrazeneca R334 F. App’x 404 (2d Cir. 2009) (summary order).
Similarly, there is scienter “if the managementgskless in dealing with such adverse facts.”
Id. If, on the other hand, “the management ef¢tbmpany releases positive reports about the
drug to the public along the way which the mamagmet honestly believes to be true, and where
there is no reckless disregard for trutlertithat is not securities fraudld.; see also id.
(collecting cases).

C. PSLRA Safe Harbor

The PSLRA amended both the Securities #&ud the Exchange Act to provide a safe
harbor for forward-looking statementSeel5 U.S.C. § 77z-2 (Securities Act); 15 U.S.C. § 78u-
5(e) (Exchange Act). Forward-looking statemearts defined as thosleat contain, among other

things, “a projection of revenues, income, [eafnings,” “plans and objectives of management
for future operations,” or “a statement of future economic performande.Under these

parallel statutory provisns, a forward-looking statementrist actionable if it “is identified and
accompanied by meaningful cautionary languagis immateriabr the plaintiff fails to prove

that it was made with actual knowleddpat it was false or misleadingSlayton v. Am. Exp. Co.
604 F.3d 758, 766 (2d Cir. 2010). Because the statutgtien in the disjunctive, statements are

protected by the safe harbor if theyisiy any one of these three categorits. 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 (citing H.R. Conf.
Rep. 104-369, at 43 (1995)). Language thatagle” or “mere boilerpta” does not suffice.

Id. at 772. “To determine whether cautionary language is meaningful, courts must first ‘identify
the allegedly undisclosed risk’ and then ‘relae allegedly fraudulent materials—including the
cautionary language—to determine if a reasonaivestor could have been misled into thinking
that the risk that materialized and resdilie his loss did not actually exist.Th re Delcath Sys.,

Inc. Sec. Litig.No. 13 Civ. 3116 (LGS), 2014 WL 2933151, at *10 (S.D.N.Y. June 27, 2014)
(quotingHalperin v. eBanker USA.com, In295 F.3d 352, 359 (2d Cir. 2002)). Plaintiffs may
establish that cautionary language is not nmegal “by showing, for example, that the

cautionary language did not expressly warn of drdit directly relate tthe risk that 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 ofreat 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 under thgleined pleading standards, which apply to
both scienter requirements, plaintiffs must “staith particularity fact giving rise to a strong
inference that the defendant atteith the required state of md.” 15 U.S.C. § 78u-4(b)(2).

“For an inference of scient&r be strong, ‘a reasonable pergonst] deem [it] cogent arat
least as compellings any opposing inference one cadildw from the facts alleged.’ATS|

493 F.3d at 99 (quotingellabs 551 U.S. at 324) (alteration and emphasis in original).
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lll.  Analysis

The two Complaints identify a total of 26 statts that plaintiffs allege are false or
misleading’ Broadly speaking, these statements agiifeur subjects: (Ihe company’s view
of the prospects of timely FDA approval of Lendataa (2) the timing of th anticipated launch of
Lemtrada, (3) the results of the ongoing clinicals, and (4) Lemtrada’s adverse effects on
patients. Plaintiffs’ central grievance—thesabce of any specific disclosure of the FDA'’s
concerns about the single-bliddsign of the Lemtrada clinical trials and the correspondingly
heightened burden for obtainiidpA approval—is germane to most of these categories.

For the reasons that follow, the Court holdst tihe statements in the first two categories
are not actionable because they are statemenfsrmbn, and plaintiffs have not adequately pled
that they were other than genuinely held whedenaSuch statements are therefore neither false
nor misleading, nor made with soter; they are alsprotected by the PSLRA safe harbor. The
statements in the third and féluicategories are not actionabkchuse they were not misleading
as to material facts, and plaintitisve not adequately alleged scieniter, that defendants either
had a motive and opportunity to commit fraudwvare reckless in making those statements.

A. Statements Regarding the Prgsect of FDA Approval of Lemtrada

The AGC challenges six statements mad@&enzyme’s or Sanofi's SEC filings that
address FDA approval of Lemtrad8eeAGC { 30, 40, 42, 43, 44, 52. Each statement is to the
effect that the company expects the FDA to approve Lemtrada prior to March 31, 2014, the
cutoff date for the first CVR payment milestorfeive of these stateants are substantively
identical: They represent that Genzyme “antités” or “expects” FDA approval of Lemtrada

“in the second half of 2012” or, in one iaate, that Sanofi “expects action” in 2013ee id.

9 The CAC lists 17 such statements. The ABEG 12—three of which are common to the CAC
and AGC, and nine of which are unique to the AGeeCAC 11 45-73; AGC 1Y 30-52.
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11 40, 42, 43, 44, 52. The sixth statement goes further: It forecasts a 90% likelihood of reaching
the FDA approval milestone, an 80% likelihood of reaching the first sales milestone, a 54%
likelihood of reaching the second sales milestamel a 50% likelihood of reaching the third
sales milestoneld. § 30. The AGC alleges that these statements were “misleading” because
they “were not accompanied by any mention eft¢bncerns the FDA had expressed about the
trials or Lemtrada’s approval proscts.” AGC 11 30, 40, 42, 43, 44, 52.

1. False or Misleading Statement or Omission

These six statements are statements ofiopi—they express Sanofi's expectations for
the future rather than presently existing, obyectacts. See, e.gln re Bank of Am. Corp. Sec.,
Derivative, & Employee Ret. Income Sec. Act (ERISA) Nig. 09 MD 2058 (PKC), 2013 WL
6504801, at *16 (S.D.N.Y. Dec. 11, 2013) (prediciddra company’s future performance is a
statement of opinion)n re MF Global Holdings Ltd. Sec. Litigd82 F. Supp. 2d 277, 312
(S.D.N.Y. 2013) (statement thataget is “more likely than not to be realized'aistatement of
opinion). Accordingly, the statements are “ag#ible only if the ‘defendant’s opinions were
both false and not honestly believed when they were ma#éethman 706 F.3d at 153
(quotingFait, 655 F.3d at 113)).

On the facts pled and properly considenaca motion to dismiss, there is no basis to
conclude that defendantsddnot genuinely believe what they wesaying at the time they said it.
Defendants’ business decisions stjly indicate that they regarded Lemtrada as a promising new
drug: Sanofi paid $20 billion to acquire Gena;ni€AC | 8, in large part due to Genzyme’s
ownership of LemtradaeeCAC 1 6. And the two companies conducted the Lemtrada clinical
trials over the course of a decade, presumably at significant®eefAGC § 36; CAC { 23.

Indeed, Sanofi told analysts that it continuetht@st in Lemtrada even as it was “struggling to
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fund everything [it had] in development” and “killed” other projects. Def. Decl. Ex. 61, at 17.
Plaintiffs recite no facts inditiag that defendants did not iadt expect FDA approval within

the timeframe their statements articulated. Andeabconcretely pledtts to this effect, the
inference that the AG Funds plaintiffs ask @aurt to draw—that Sanofi acquired Genzyme and
continued to fund the Lemtradénical trials whilesecretly believing that FDA approval was
unlikely, impossible, or, if achievable, only ardelinquent time schedule—is implausible and
conjectural.Cf. City of Edinburgh Council v. Pfizer, In@54 F.3d 159, 170 (3d Cir. 2014)
(citing Kleinman 706 F.3d at 153) (“[T]he initiation of Phase 3 cost millions of dollars and
required FDA approval, renderingimprobable that defendantould have continued if they

did not believe their intpretation of the interim results drthey thought the drug a complete
failure.”); Davidoff v. Farina No. 04 Civ. 7617 (NRB), 2005 WL 2030501, at *11 n.19
(S.D.N.Y. Aug. 22, 2005) (“[I]t would have mad® economic sense for defendants to invest
literally billions of dollars in a ventre that they knew would fail.”).

Seeking to sustain their position, the AG Fuplisntiffs focus on a single purported
admission by one individual defendant: Sanofi@C#ehbacher’s January 23, 2014 statement
that the FDA's decision to reject Lemtradadsn’t a total surprise.’AGC 1 5, 59; CAC 11 21,
27-29, 84. But Viehbacher’s asserted lack of “tstaprise” is not incondient with defendants’
statements that they expected timely FDA appro@dl.In re Bristol-Myers Squibb Sec. Litig.
312 F. Supp. 2d 549, 558 (S.D.N.Y. 2004) (“Givenuheertainty inherent in any application
for FDA approval, Defendants’ alleged ‘inklirighat the FDA might noaipprove the drug “is
reasonable and entirely consistent with Deferglamtblic statements.”). In fact, as pled,
defendants projected a 10% likelihood that BDA would not approve Lemtrada by March 31,

2014. SeeAGC 11 30, 34. An event or circumstance with a 10% possibility of coming to pass
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can be fairly described as “not a total surprise”. Good examples from daily life include a rainout
of a baseball game, a one-hour flight delaya &irst-place finish by a racehorse whose odds of
winning had been 9:1. Thus, the AGC not only fanlafford a basis to infer that defendants did
not sincerely believe their projections when thegde them; it also indicates that defendants
affirmatively put the market on notice of whaéyhperceived to be a 10% chance that the FDA
would not approve Lemtrada by the cutdéite for the milestone payment.

Additionally, examination of Viehbacher’s statent in the context in which it was made
belies plaintiffs’ characterization of it as amadsion that, before the FDA acted, he had viewed
the likelihood of non-approval as higihthan the company had forecast:

SCHATZKER: Lemtrada was a drug thaiu hoped to use to gain a fair amount

of share, | think it's fair to say, in the multiple sclerosis business. The FDA

rejected it. How much ad letdown was the for you?

VIEHBACHER: Well, it's actually sonthing that wasn’t a total surprise,

because when we acquired Genzyme, weadlgtcreated a contingent value right,

recognizing that it was naoing to be an easy thirng bring Lemtrada to the

market. This is a drug that's beend@velopment for quite some time.

That having been said, this is a drugtth been approved by 30 countries in the

world. We're seeing patients who have gfime years without a relapse. So we

believe that the drug actually is workingdsit's important for patients, and that's

why for the first time in my 25 years this industry, we’rghinking about doing

an appeal with the FDA.

Def. Decl. Ex. 55, at 2. Read in context, My@cher’s statement does moncede that he (and
the company) knew all along that the FDA woulgceLemtrada. Rather, the statement admits
no more than that the company regarded Fpproval as uncertain. That proposition is
consistent with Sanofi's public statene@about Lemtrada’s prospects.

The CAC also recites statements attributed confidential witness (“CW”) who was

employed by Genzyme between 2002 and 2B&CAC 11 29-32. Although these statements

are not alleged in the AGC, in the interestompleteness, the Court considers them in
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evaluating the AG Funds plaintiffslaim of falsity. The CAC alleges that, according to the CW,
Genzyme and Sanofi employees were “aware aftt&da’s (and the trials’) shortcomings” and
“were hypersensitive to reported adverse evemts'the implications “for Lemtrada’s ultimate
commercial viability.” CAC § 29. The CWirther reported that a Steering Committee
composed of high-level Genzyme executives wasterned with Lemtrada’s safety profile.”
CAC 1 31. These allegatigrisowever, are far too geric to give rise t@a plausible inference
that defendants did not believe their publiegictions. Any respondid corporate executive
would be “aware of” ongoing clinical trial results, “concathabout adverse events, and
“sensitive” to the possibility of FDA non-apprdyavhether its likelihood was appraised at 10%,
higher, or lower. There is no inconsisty between a pharmaceutical company executive’s
concern about adverse events and the possibflié#ynegative FDA reaction to a proposed drug,
and his sincere optimism that the FDA was likely to approve the drug.

Even assuming the AG Funds plaintiffs had adequately pled subjective falsity, the
statements in question also have tmbgctively false to be actionabl€ait, 655 F.3d at 110.
In arguing that defendants’ stated optimism wasmpatible with the facts known to them, the
AG Funds plaintiffs emphasize that the FDA haaeagedly criticized th single-blind design of
the Lemtrada clinical trials—a critique thdg¢fendants never publicly disclosed. AG Br. 1-2;
see alsaCA Br. 1. But again, viewed in contexthe FDA'’s statements to the company could
readily be squared with the company’s publiclyi@pated timetable for approval. As pled, in
expressing misgivings about a single-blindimoelology, the FDA did nadtate that it would
refuse to approve Lemtrada were this methogiplused. It stated $tead that, to obtain
approval, Lemtrada’s demonstrated “treant effect” would have to be large-e-, the company

would carry a heavier burde proof than if a double-bid approach had been used—to
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compensate for the bias potentialyroduced by a single-blind methodologgeeAGC 1 36;
CAC 1 23;see alsdef. Decl. Ex. 11 (FDA briefing report).

Further, a series of agns by the FDA, as reflected in plaintiffs’ pleadings and in public
filings, communicated that timely agency appravakpossible. Despite the concerns the FDA
had expressed about the design efchnical trials, it allowedhose trials to proceed. Had the
FDA at any point concluded that there wererisus defects in study design that would render
the study incapable of producing valid evidenceadéty and effectiveness,” it had “authority to
issue a clinical hold.” 52 Fed. Reg. 8798. Clahiholds protect human subjects from exposure
to flawed and therefore scidéitally worthless studiesld. Indeed, after a pa&tnt died of sepsis
in 2005, the FDA had placed LemtradRlIsase Il clinical trials on holdSeeAGC 1 36(d); CAC
1 31. But, approximately 10 months later, Bi®A removed that hold and at no later point
halted the Lemtrada studieSeeAGC { 36(e); CAC 1 31. On the contrary, the FDA permitted
Genzyme to commence Phase Il studigseAGC 11 43, 44, 46; CAC | 12. Phase lll trials
may be performed only “after preliminary evidemstggesting effectiveness of the drug has been
obtained.” 21 C.F.R. 8 312.21(cAccordingly, this step “cannly be taken after there have
been positive Phase 2 results sufficient tesBaboth business and regulatory interests.”
Kleinman 706 F.3d at 153. The FDA then placedPmase Il studies on a fast track. AGC
1 42; Def. Decl. Ex. 32, at 12. This proceglupo, was consistent with Sanofi’'s stated
perception that timely FDA approvaas likely, as it is “designed expedite the development,
evaluation, and marketing of naherapies intended to treatrpens with life-threatening and
severely debilitating illnesses.” 21 C.F&312.80. Finally, in January 2013, the FDA accepted

Sanofi's sBLA seeking approval for Lemtrada. AGC { 50; CAC 11 18, 61.
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In light of these actionsna the absence of allegationfsconcrete facts that put
defendants on notice that timely FDA approvaswalikely, the AG Funds plaintiffs have failed
to adequately plead that detiants’ stated opinion that tinygeFDA approval was likely was
“objectively false.” Fait, 655 F.3d at 110.

2. Scienter

As Judge Lynch has aptly observed, where pfésrdllege a false statement of opinion,
“the falsity and scienter requireents are essentially identical’daise “a material misstatement
of opinionis by its nature a false statement, albout the objective world, but about the
defendant’s own belief.’Podany 318 F. Supp. 2d at 154. Thus, defendants act with scienter
“[i]f the management knows that certain fasil necessarily prevent the regulatory approval
.. . and conceals these factanfrthe investing public.’AstraZeneca559 F. Supp. 2d at 470.
But there is no scienter if “thmanagement of the companyea&s$es positive reports about the
drug to the public along the way which the mamagmet honestly believes to be true, and where
there is no reckless disregard for truthd:

Here, for much the same reasons that theFAGds plaintiffs have failed to adequately
plead falsity with respect to defendants’ prtifas about FDA approval, they also fail to
adequately plead scienter. The AG Fundsnpiffs emphasize that defendants knew about the
design shortcomings in the Lemtrada clinicellérand the heightened burden of proof that
followed from it, yet failed to disclose thatémim feedback, and weeavare or recklessly failed
to appreciate that the absemdesuch a disclosure made theptimistic projections about FDA
approval false and misleadin@eeAGC 1Y 79-80; CAC 11 81-84. But the inference of scienter
does not follow from the fact of non-disclosurehe law did not impose an affirmative duty to

disclose the FDA's interim feedback just besmit would be of intest to investorsee
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Resnick 303 F.3d at 154, and “[tlhe mere allegatioat tthefendants failed to disclose [relevant
information] does not in and of itself constitsteong evidence that they did so with scienter,”
Fort Worth Employers’ Ret. Fund v. Biovail Carp15 F. Supp. 2d 218, 226 (S.D.N.Y. 2009).

Instead, to adequately plesdenter, plaintiffanust also provide sufficient factual
allegations to indicate that defendants understoaikiieir public statemésnwere inaccurate, or
were “highly unreasonable” in failing appreciate that possibilitfNovak 216 F.3d at 308. For
the reasons noted earlier, the AGC and CAC dcleatr this hurdle. The complaints do not
plead a factual basis on which the Court can ithifar defendants did not lpeve their statements
about the likelihood of timely FDA approvalnd the FDA'’s statements and actions known to
defendants were by no means inconsistent defendants’ stated optimism. Viewing the
circumstances, as pled, in totality, an inferencecanter is not plausible, and the inference that
defendants intended to mislead is not “at leastompelling” as the alternative inference,
namely, “that defendants did not know, dradl no reason to know, that the FDA would
initially” reject the sBLA for LemtradaBiovail, 615 F. Supp. 2d at 228.

3. PSLRA Safe Harbor

The PSLRA safe harbor presents a finatieato sustaining # AG Funds plaintiffs’
challenge to this first category of statements.

The six statements about FDA approval are classically forward-looking—they address
what defendants expected to occur in the fut@eeKovtun v. VIVUS, In¢No. 10 Civ. 4957
(PJH), 2012 WL 4477647, at *12 (N.D. Cal. Seéit, 2012) (“Projections about the likelihood of
FDA approval are forward-looking statementssgg alspe.g, Delcath 2014 WL 2933151, at
*10; City of Livonia Employees’ Ret. Sys. v. Wyblib. 07 Civ. 10329 (RJS), 2010 WL

3910265, at *5 (S.D.N.Y. Sept. 29, 2010). Accogly, apart from plaintiffs’ failure to
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adequately allege a misleadingtsiment or scienter, these statements are not actionable if they
are covered by any of the threisjunctive categories establishby the PSLRA safe harbogee
15 U.S.C. § 78u-5(cBlayton 604 F. 3d at 766 (A forward-lookirgjatement is not actionable if
it “is identified and accompanied by meaningful cautionary langaageimmaterialor the
plaintiff fails to prove tlat it was made with actual knowledtpat it was false or misleading.”).
The statements at issue here are covieydtie first and thiraf these categories.

First, the complaints do not adequately alldgd the statements were “made with actual
knowledge that [they were] false or mislaagli’ 15 U.S.C. § 78u-5(c)(1)(B). The AGC
contains only a conclusory allegation that defendants “engaged in deceptive conduct knowingly
and intentionallyor in such a reckless manner as to constitute willful deceit and fraud.” AGC
1 80 (emphasis added). Similarly, the AG Funasnpiffs’ brief pursues a theory of “conscious
recklessness” to establish the saemlement of the § 10(b) claingeeAG Funds Br. 19-21id.
at 19 (“[D]efendants knewr, more importantly, should have knotinat they were
misrepresenting materiaddts.”) (emphasis addetf).But, as reviewed above, the allegations in
the AGC, considered as a whole, do not suppomfanence of recklessness, much less a “strong

inference” of actual knowledgeSlayton 604 F. 3d at 773.

101 a brief footnote, the AGURds plaintiffs argue that Geyrae had a motive to commit fraud,
namely, to complete the merger with Sanoifil aeap a large profit. AG Br. 20 n.12. As the
Second Circuit has held, however, “the desiradioieve the most luctige acquisition proposal

can be attributed to virtually every company s$egho be acquired. Such generalized desires do
not establish scienter.Kalnit, 264 F.3d at 141. And this motiverist logically attributed to
Sanofi and its executives, who, by this theoryramgctims of Genzyme’s fraud. This motive
also does not logically apply to statemantsde after the acquisition was completed in 2011.
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Second, each forward-looking statement wastified as such and accompanied by
cautionary languageSeeDef. Decl. Exs. 5, 30, 31, 32, 33.The Form 10-K Genzyme filed on
March 1, 2011, is illustrative. There, Genzystated that it “anticiga[s] product approval in
the United States in the second half of 2012.” Def. Decl. Ex. 32, at 12. The filing identifies such
statements as forward-looking, at 4, and includes a subgtiahsection on “risk factors,id. at
23-40. That section states relevant part:

[A] regulatory authority may deny odelay an approval because it was not

satisfied with the structure or conduct of clinical trials or due to its assessment of

the data we supply. A regulatory authgritor instance, may not believe that we
have adequately addressed negative safgyals. Clinical data are subject to
varied interpretations, and regulatorauthorities may disagree with our
assessments of data.
Id. at 26—27. This language explicitly identifié® salient risk, namely, that a regulatory
authority such as the FDA could deny or gedpproval of Lemtradalt also identifies
“important factors that could cae actual results to differSlayton 604 F.3d at 768, for
instance, because the FDA might take issue walsttucture of the clinal trials or find the
resulting data less compelling than Genzyme does.

Similarly, the Form 14D-9 filed on Mardh 2011 projects a 90%kelihood of achieving
the FDA approval milestone, which requiredaibing FDA approval of Lemtrada by March 31,
2014. Def. Decl. Ex. 31, at 45. The relevamtis® goes on to state, however, that “[t]he
Projections, while presented with numerica¢dficity, necessarily were based on numerous
variables and assumptions tlaa¢ inherently uncertaimé many of which are beyond the

control of the Company’s management,” inchgliregulatory conditns,” “the timing of

regulatory approvals,” and theutscess of clinical testing.Id. “Accordingly, there can be no

11 Genzyme’s Form 14D-9 filed on March 7, 2@thtains two distinct allegedly actionable
statementsSeeACG {1 30, 40. Both appear in the excarfaihe 14D-9 attached to defendants’
declaration as Exhibit 31.
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assurance that the Projexts will be realized.”ld. at 46. An earlier section of the 14D-9,
entitled “risk and uncertainty associated wite @VRs,” is equally explicit: “The milestone
payments, if any, under the CVRs are unceraith subject to the risk that Sanofi and its
affiliates may not achieve any of the CVR milestones, including . . . timely FDA approval” of
Lemtrada.Id. at 27.

These statements conveyed substantivenméition about the risk that ultimately
materialized. As such, they were meaningfultionary language, not mere boilerplate.
Compare lll. State Bd. of Inv. v. Authentidate Holding C&p9 F. App’x 260, 264 n.3 (2d Cir.
2010) (summary order) (warning tHatward-looking statements we“subject to certain risks
and uncertainties” was boilerplate)ith Halperin 295 F.3d at 360 (warning that securities were
not presently and might not ever be registdoedesale was meaningful cautionary language,
not boilerplate). Courts have found that simidarguage “adequately dissked the possibility of
a risk that materialized whehe FDA denied approval.Delcath 2014 WL 2933151, at *10. In
Delcath for example, Judge Schofield found thab ‘teasonable investor would have been
misled about the nature ofethisk” because defendants hadteaed the public “that the FDA
may not ‘deem [the] product candidate to be adég]y safe and effége,” may not ‘find the
data from . . . clinical trials to be sufficientdapport a claim of safety and efficacy,” and . . .
may ‘interpret data . . . significantlyftérently than [the Company did].”1d. (alterations and
first and third omissionm original). And inBiovail, Judge McMahon held that defendants’
warnings that “forward-looking statements invohigk and uncertainties’ral that “the difficulty
of predicting” regulatory approl&a“could cause actual results to differ materially from these

expectations” sufficed to “indisputabbatisfy the PSLRA safe harborBiovail, 615 F. Supp. 2d
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at 232-33. Thus, the six statements regarBDg approval are protected by two independent
prongs of the PSLRA safe harbor.

B. Statements Regarding the Launch of Lemtrada

While the AG Funds plaintiffs challengeatgments that addressed the likelihood of FDA
approval of Lemtrada, most of which predateddiass period, the class-action plaintiffs attack
five purportedly actionable statemts that discuss the launch of Lemtrada more genefadlg.
CAC 11 56, 57, 63, 70, 73. For example, durin@atober 25, 2012 coafence call, Sanofi
CFO Contamine told analysts that Sanofi waspprgng]” for “the launch of Lemtrada,” CAC
1 56, and Sanofi CEO Viehebacher stated thatdse“actually very satisfied with where the
progress is going,id. { 57. Similarly, during conferencalls on February 7, 2013 and May 3,
2013, Viehbacher told analystsatiSanofi had “significant new riines” entering “a market
of some $14 billion worldwide.d.  63;see also id] 70 (“We’ve got Lemtrada that can start
to roll out in the EU, and we expect a decistonLemtrada by the end of the year. | mean, if
you have two big products rolling out into a $I4idn market, that is something that we don'’t
have today.”). Finally, on October 30, 2013, Vieheter reiterated thae was “feeling pretty,
pretty relaxed,” in part because Sarwdid “Aubagio and Lemtrada rolling outld. § 73.

To the extent these statements reflect objective facts-that defendants were
“prepar[ing]” for “the launctof Lemtrada” in late 2012, CAC | 56, and that Lemtrada was
“rolling out” in late 2013jd.  73—they are neither false maisleading. By the end of 2013,
Lemtrada had been approved for marketing asttidution in the European Union, Canada, and
Australia. Def. Decl. Exs. 45, 48, 49. In ed214, Lemtrada was alspproved in Mexico and

Brazil. Id. Exs. 50, 51. Accordingly, although theitdual States “accounts for 20% of MS
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patients worldwide,” CAC | 11, the drug was in fiacinching in dozens of other countries. The
class-action plaintiffs do n@iead facts to the contrary.

To be sure, “[sJome statements, althougtrditly accurate, can become, through their
context and manner of presentatioryides which mislead investorsMcMahan v. Wherehouse
Ent., Inc, 900 F.2d 576, 579 (2d Cir. 1990). But, as pled, such is not the case here. The
statements at issue are couchredeneral terms and make ooncrete representations about
product launch in the United S¢at Their only specific refereas are to the global marketee
CAC 1 63 (“This is a market of some $14 billion worldwideid);f 70 (“I mean, if you have
two big products rolling out inta $14 billion market, that is seething we don’t have today.”).
As such, the omission of specific statemehgt the FDA had made did not render these
statements misleading. Rather, the statementedénv'accurately informather than mislead
prospective buyersMcMahan 900 F.2d at 579, and the pleadiggee the Court no basis on
which to infer that they were made in bad faith.

To the extent the statements on which thesskction plaintiffs seearticulate subjective
opinions—t.e., that defendants felt “relaxed,” CAY73, and “satisfied,” CAC § 57, and
“expect[ed] a decision on Lemtrada [by the FI]the end of the year,” CAC { 70—they are
not actionable for much the same reasothastatements pertaining to FDA approval
challenged in the AGC. The CAC does not adegly plead that defielants’ opinions were
objectively unreasonable or weret monestly believed when stdteThe CAC thereby fails to
plead both the false statement and seieetements of its various claimSee Kleinman706
F.3d at 153Podany 318 F. Supp. 2d at 154. Similarly, these five statements are protected by
the PSLRA safe harbor. They are forward-logkin that they voice dendants’ expectations

regarding Lemtrada’s debut into the global mark&te Shemian v. Research In Motion,Ltah.

37



11 Civ. 4068 (RJS), 2013 WL 1285779, at *24 (S.D.N.Y. Mar. 29, 2@if3), 570 F. App’'x 32
(2d Cir. 2014) (summary order) (discussingrifard-looking statements, such as planned
product launches”). And, although theseestagnts were not uniformly accompanied by
cautionary language, plaintiffs do not allege cotecfactual particulars that support an inference
that the statements were “made with actual kndgdethat [they were] false or misleading.” 15
U.S.C. § 78u-5(c)(1)(B). The CAC, like the AGiGstead alleges only that defendants were
aware of the FDA’s concerns and therefore “kroewvere severely reckless in disregarding” the
misleading nature of their statents. CAC Y 84 (emphasis addesbe also id{ 81-83.
C. StatementsRegarding Lemtr ada Clinical Trial Results
The third category of challenged statemetssists of 13 statements describing—and
lauding—the substantive resuilbf the Lemtrada clinical trialBoth sets of plaintiffs claim that
these statements are actional$eeCAC 1 45, 47, 49, 52, 59, 61, 64, 66, 68, 71, AGC 11 46,
47, 48, 49, 50, 5% The statements in the March 7, 2013 Form 20—F are representative:
The two pivotal Phase Il studies demipasng the safety and efficacy of
alemtuzumab ife., Lemtrada] were completed i8011 and the results were
published in theLancet in November 2012. 7¢h first study, CARE-MS |,
demonstrated strong and robust treatment effect on the relapse rate co-primary
endpoint vs Rebif in treatment-naive Mfatients. The co-priary endpoint of
disability progressiorftime to sustained accumulati of disability: SAD) did not
meet statistical significaec The second study, CARESMII, demonstrated that
relapse rate and SAD were significgntteduced in MS patients receiving
alemtuzumab as comparedtiwRebif in MS patients who had relapsed on prior
therapy. Results from CARE-MS Il alsshowed that patients treated with
Lemtrada™ were significantlgnore likely to experiere improvemenin disability

scores than those treated with Rebif, suggesting a reversidadfility in some
patients. In both pivotal studies, safety results were consistent with previous

12 Four of these statements address both the redulligical trials and Lentrada’s side effects;
they are therefore included in both thedrand fourth categories of statemerfi®eCAC { 45

and AGC 1 47; CAC 152 and AGC 1 49; CA&Rf[CAC 1 66 and AGC 1 51. Seven challenged
statements appear only in the CA@eCAC 11 47, 49, 59, 61, 64, 68, 71, three appear only in
the AGC,seeAGC 11 46, 48, 50; the remainingeRrappear in both complainsgeCAC { 45

and AGC 1 47; CAC 1 52 and AGC 1 49; CAC 1 66 and AGC 1 51.
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alemtuzumab use in MS and adverse events continued to be manageable. Marketing
applications for Lemtrada™ are currentlydenreview by regulatory authorities.

CAC 1 66; AGC T 51.

Other challenged statements about the clirircal results represented that Lemtrada had
a “strong and robust treatmeriteet,” CAC | 45; AGC 1 47; “significantly slowed” the
accumulation of disability, CAC T 4%ee alsdCAC 1 59; AGC 1 48; and “significantly reduced
relapse rates,” CAC § 64. And others exprégsasonal enthusiasm: Genzyme President and
CEO Meeker stated that he was “very pleaséth the “unprecedented” results, AGC 1 46,
which “underscore the tremendous promise trabtrada holds for MS patients,” CAC | &&e
alsoCAC 1 52; AGC 1 49 (“Lemtrada, given itS§ieacy and unique dosing schedule, has the
potential to transform the lives of patientshaMultiple Sclerosis.”). Similarly, Sanofi CEO
Viehbacher called the results “thest efficacy data that anybody has ever demonstrated in a
product,” CAC 1 71, “nothing short of stunning;AC 1 49. Plaintiffs also challenge
defendants’ statements that, based on thesedhle results, they we “on track” to submit
Lemtrada for FDA approval, AGC 11 46, 48, anéiddhat they had submitted the sBLA, CAC
19 61, 64, AGC 1 50.

Both groups of plaintiffs argue that thestatements were misleading because, while
lauding the clinical trial resultslefendants did not disclose thla¢ FDA had expressed concerns
about the single-blind study desiguach that a particularly stng treatment effect was required
for approval. See, e.g.CAC 1 23. The class-action plaintiisgue that defendants should have
disclosed that “there were material design issusthe presence of biasthe trials that
prevented reliance on their results” and thay “lacked evidence from adequate and well
controlled studies to supporttleffectiveness of Lemtrada for treating [MS].” CAC 1 48.

Similarly, the AG Funds plaintiffargue that the statements abiiet trial results and prospects
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of FDA approval were misleading because theye “not accompanied by any mention of the
concerns the FDA had expresseduithe trials or Lemtrada’pproval prospects.” AGC { 46.

It is undisputed that defendants never disetbthe specific FDA feedback cited in the
CAC and AGC, including the reservations theragy expressed abouttkrials’ single-blind
methodology and the heightened treatment effect the company would need to show to secure
Lemtrada’s approvalSeeTr. 10. However, defendants defend this omission as non-actionable,
on several grounds. They argue: that (1) nonlaBsice of the FDA'’s feedback did not render
the company'’s statements materially misleading, particularly in light of case law rejecting
securities fraud claims based on a company’s failure to disclose interim FDA feedback; (2) many
of the challenged statements were non-actionageessions of opinionnd (3) plaintiffs have
not adequately pled scienter. The Gaadresses these arguments in turn.

1. MisleadingOmission of Material Fact

In considering whether defendants were regglio disclose the FDA'’s feedback about
the company’s testing methodology to make the company’s statements about Lemtrada non-
misleading, context is important. In particylaruch of the information conveyed to Sanofi by
the FDA was publicly availabl. And the FDA feedback specifio the Lemtrada clinical trials
was part of an ongoing conversation with theraxy that defendants had no affirmative legal
duty to disclose.

Here, the FDA had publicly stated, includimgfederal regulations, its preference for
double-blind studies. The fedéragulation governing “adequasad well-controlled studies”

states that “[a]ctive treatment trials,” the tygfdrial used to test Lemtrada, “usually include

13 0On a motion to dismiss, the Court may consfigormation already irthe public domain and
facts known or reasonably avdila to the shareholdersRodman v. Grant Found608 F.2d 64,
70 (2d Cir. 1979).
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randomization and blinding of patients or investigators, or both.” 21 C.F.R. 8§ 314.126(b)(2)(iv);
see alspe.g, id. 8 314.126(b)(2) (blinding expected foapkbo concurrent control and dose-
comparison concurrent control studiad);8 352.72(e) (sunscreen fesgt should be blinded)d.

8 514.117(b)(7) (blinding preferred studies of veterinary meditans). The agency had also
explained, in federal regulatioasd elsewhere, why it prefers tlaignical testing methodology:
“Blinding is intended to minimize thpotential biases resultingpn differences in management,
treatment, or assessment of patients, or intexpoa of results thatauld arise as a result of
subject or investigatdmowledge of the assigned treatmérEDA Guidance for Industry at 4;

see alspe.g, 21 C.F.R. 8 314.126(b)(5) (“An adequated well-controlled study has the
following characteristics . . . Adequate measuarestaken to minimize bias on the part of the
subjects, observers, and analystthe data. The protocahd report of the study should

describe the procedures used to accomplishgtied) as blinding.”). The importance of blinding
is among the “principles [that] have been deped over a period of years and are recognized by
the scientific community as the essentials of #-aantrolled clinical investigation.” 21 C.F.R.

§ 860.7(f). As such, the FDA considers theé#l and methods of ‘blinding’™ to determine
whether data qualifies as “valatientific evidence” that “provide[s] reasonable assurance that
the device is safe and eftee for its intended uses.Id.

That the Lemtrada clinical trials usediagle-blind, not double-blind, design was also
well known. From at least June 2009 througivéimber 2012, it was disclosed in a publicly
available online database maintained byNlagonal Institute of Health (“NIH").SeeDef. Decl.
Ex. 12, at 2 (“Study Design . . .rigjle Blind”); Ex. 21, at 2 (same); Ex. 22, at 2 (same). The
Lemtrada study design was discusgegreater detail in the tigles published in prominent

medical journalsTheNew England Journal of MedicirmndThe Lancet See idEx. 17, at 15
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(“The infusion-related syndrome associated Wlittmtrada] precluded double-blinding.”); Ex.
28, at 3, 9 (similar); Ex. 29, at 4 (similar). Predeases attached to SEC filings also noted that
patient treatment groups were “randomized” and ‘teadluating neurologists . . . were blinded
to the patients’ treatment assignmentsl’ Ex. 26, at 7; Ex. 27, at 9.

Given this publicly available information, aasonable investor had reason to know that
the design of the Lemtrada clinical trials félbost of the FDA'’s gold standard. Such an investor
could reasonably infer # the study design might impededaiay FDA approval. An investor
could also reasonably infer thats the FDA had told Genzyme, the FDA might require a more
compelling showing than it would have required from a double-blind study to overcome the
limitations of the sub-optimal study design. Andeed, during a call withnalysts, defendants
acknowledged that if Lemtrada wégoing to come to market, they had to have an extremely
convincing set of results.” Def. Decl. Ex. 59patAlthough not attributig that sentiment to the
FDA, that statement fairly captured the FDA@mMonition to the company—that given its use of
a single-blind clinicatesting methodology, a particularly latreatment effect on MS patients
would be required to secure FDA approval.

The issue, then, is whether omission & BEDA’s statements to Genzyme about the
burden of proof it bore as a result of using ingle-blind methodology “significantly altered
the total mix of information made available” to investokatrixx Initiatives, Inc, 131 S. Ct. at
1318 (citation omitted). Measured against a &gl body of case law, the answer is no.

The decision irKleinman v. Elan Corp.706 F.3d 145 (2d Cir. 2013), is particularly
instructive. At issue there was a press releggerting the results of clinical trials for an
Alzheimer’s disease drudd. at 147—-49. The press release chtlee results “encouraging” and

disclosed that the “statistically significant arishically meaningful benefits” had been shown
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through “post-hoc analysesld. at 149. Plaintiffs alleged th#te press release was misleading
because it failed to mention that the compamgethodology deviated from the FDA'’s preferred
approach. As plaintiffs allegethe press release failed to revidedt “the post-hoc analysis was
curvilinear,” and that defendants had been “ableut positive results only because they
deviated from the established protocol (whiglled for a linear analysis) and changed the
metrics by which the data was analyzett” at 154. Notwithstanding ifiomission, the district
court granted defendants’ motion to dissy and the Second Circuit affirmeldl. at 147. The
Second Circuit noted thatl) the “press releasaccurately disclosed thidie only positive results
from the entirety of the Phase 2 study stesd from the use of post-hoc analysis,” and

(2) “when it is clear that postec analysis is beingsed, it is understood that those results are
less significant and should therefore have legmohon investors,” in ghificant part because
publicly available FDA guidance had “cautionedatitonclusions about safety and efficacy
based solely on post-hoc analyses are “unlikely to be acceptedt 154-55 & n.11. The
press release was, therefore, not “falseisleading to a esonable investor.1d. at 156.

The analysis ifKleinmanpoints to the same result here. Although defendants certainly
could have reported the FDAssatements about its prefed testing methodology and the
implications for the company’s burden of prook flailure to disclose those statements was not
“false or misleading ta reasonable investorld. Importantly, the FDA’s methodological
commentary cannot be fairly depicted—asmiffis characterize it—as tantamount to a
statement that Lemtrada could not or webabt obtain timely FDA approval. The FDA
statements to Genzyme recounted in the @AG AGC do not say that. Taken on their face,
those statements explained that a heightenedisai proof was needed to compensate for the

less reliable testing methodology used. Phblic, through published FDA regulations and
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guidance, was already on notice that the Fidéferred a double-blind methodology. Since it
was “accurately disclosed” that the positive resofithe Lemtrada clinical trials stemmed from
a single-blind study, it was “undéosd that those results [welefs significant” than results
from a double-blind study would have bedd. at 154-55.

Furthermore, in a series of cases, courts hejeeted claims of marial omissions where
pharmaceutical companies did not reveal pracacdr methodological commentary, or other
interim status reports, received frahe FDA as to drugs under revieBee, e.gIin re MELA
Sciences, Inc. Sec. LitidNo. 10 Civ. 8774 (VB), 2012 WL466604, at *13-14 (S.D.N.Y. Sept.
19, 2012) (no duty to disclose FDA feedback eggirey concerns about onggiclinical trials);
Biovail, 615 F. Supp. 2d at 231 (no duty to disclose FDA feedback critical of the design of an
ongoing study)Johnson v. Pozen IndNo. 07 Civ. 599 (WXD), 2009 WL 426235, at *19
(M.D.N.C. Feb. 19, 2009) (no duty to discldseery detail of [defendant’s] FDA
correspondence,” including certain safety conceislgle Asset Mgmt. v. Allos Therapeutics,
Inc., No. 04 Civ. 1030 (RPM), 2005 WL 4161977*&t(D. Colo. Oct. 20, 2005) (no duty to
disclose FDA questions and ammns about defendants’ analysfclinicaltrial results);in re
Alkermes Sec. LitigNo. 03 Civ. 12091 (RCL), 2005 WL 2848341, at *16 (D. Mass. Oct. 6,
2005) (no duty to disclose the fact thia@ FDA had requested additional studiésye Biogen
Sec. Litig, 179 F.R.D. 25, 37 (D. Mass. 1997) (finding, at summary judgment, no duty to
disclose FDA's reservatiorabout a drug’s efficacyRobbins v. Moore Med. CorB94 F.

Supp. 661, 671 (S.D.N.Y. 1995) (finding, at summagment, no duty to disclose details of an

ongoing FDA review of a drug'’s “recipe’ln re Medimmune, Inc. Sec. Liti@73 F. Supp. 953,
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966 (D. Md. 1995) (no duty to disclose the FBRAjuestions about a clinical trial desidh).
Analogously, courts have held that there is nty tu disclose the results of FDA inspections
that do not reflect final agency determinatios®e, e.gAcito v. IMCERA Grp., In¢47 F.3d
47,52 (2d Cir. 1995)n re Genzyme CorpNo. 09 Civ. 11299 (GAO), 2012 WL 1076124, at
*10 (D. Mass. Mar. 30, 2012gity of Pontiac Gen. Employees’ Ret. Sys. v. Stryker C86p.F.
Supp. 2d 811, 825 (W.D. Mich. 201Mpnk v. Johnson & JohnspNo. 10 Civ. 4841 (FLW),
2011 WL 6339824, at *13 (D.N.J. Dec. 19, 2014nderson v. Abbott Lahsl40 F. Supp. 2d
894, 902 (N.D. lll.)aff'd sub nom. Gallagher v. Abbott Lap269 F.3d 806 (7th Cir. 2001).
These courts reasoned that interim FDAdfesck is not material because it does not
express a binding agency decision and is subject to change as the FDA and pharmaceutical
companies work together to develop viable chhitrials and approvablgeensing applications.
In Medimmunefor example, the courecognized that “[c]ontinuoudialogue between the FDA
and the proponent of a new drug is the essehtie product license application process.” 873
F. Supp. at 966. Problems, issues, and questitses “in random orporadic fashion,” and
those questions tend to “get answered in the procéds.This case comfortably fits that profile.
As alleged here, the FDA'’s position evolved otmegre: In 2002, the FDA told ILEX that the
single-blind study Will not provide substantial support” fan application for approval of

Lemtrada. AGC { 36(a) (emphasis added)2d64, the FDA told ILEX that the proposed

4 Evenln re Amylin Pharmaceuticals, Inc. Sec. Litiyo. 01 Civ. 1455 (BTM) (NLS), 2005

WL 21500525 (S.D. Cal. May 1, 2003), which heldttdefendants’ omissions of interim FDA
feedback rendered their optimistitatements about FDA approval misleading, recognized that
“[a] company seeking FDA approval of a new dalgarly is not under angbligation to disclose
every single issue raised byetkDA throughout the processld. at *8. Rather, “if the FDA
expresses significant concerns regarding thecseificy of the trials, the company cannot make
affirmative representations regarding the completeness or sufficiency of the trials without full
disclosure.”ld. Here, in contrast tAmylin, the FDA expressed comms about defendants’
methodology but took no position as to the sigincy of the clinical trial data.
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single-blind, small-sample-size study tislikelyto provide substantial support” for an
application. Id. 1 36(b) (emphasis added). But in 208i@ough the FDA continued to note that
“they preferdouble-blinded, controlled studiesspecially for the pivotdtials,” it also stated

that “a rater blinded (bytatient not blinded) studyay be adequatéthe effect is large.” CAC

1 23(a) (emphasis added). And by Jan2&/1, the FDA primarily “emphasize[d] the
importance of presenting a full discussion andysislof the impact of having the patients and
treating physicians unblindedId. § 23(d). Defendants had daty to disclose these ongoing
discussions with the FDASee Medimmun&73 F. Supp. at 966.

The class-action plaintiffs argtleat finding no material mispresentation here requires
crediting a “truth on the market defense,” wheash defenses are “generally inappropriate for
resolution on a motion to dismiss.” CA Br. 16hat is incorrect. “Under the ‘truth on the
market’ theory, ‘a misrepresentat is immaterial if the information is already known to the
market because the misrepresentation cannot then defraud the mdrket.Bank of Am. Corp.
Sec., Derivative, & Employee Ritcome Sec. Act (ERISA) Litig57 F. Supp. 2d 260, 301
(S.D.N.Y. 2010) (quotingsanino v. Citizens Utils. Co228 F.3d 154, 167 (2d Cir. 2000)). The
core of a “truth on the market defense” is thetendants’ misrepresentations could not have
“affected stock price, becauttee truth already was knownld. at 301-02. Here, however,
defendants do not argue that the public waarawf the FDA's interim feedback to the
company. Rather, defendants’ argument is thatfdedback, considered in light of what was
undisputedly publicly known, was notaterial and thus not legaligquired to be disclosebee
Abely v. Aeterna Zentaris IndNo. 12 Civ. 4711 (PKC), 2013 WL 2399869, at *12 (S.D.N.Y.

May 29, 2013) (finding that defenal® had not asserted a “tredih-the-market defense” where
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they “d[id] not contend that, for example, therket was aware of the Bke 2 results . . . but
rather, that they were under noightion to release that data”).

Finally, contrary to plaintiffs’ theoryseeCA Br. 2;AG. Br. 2, the eventual sharp drops
in price of the CVRs on November 8, 2013 &wetember 30, 2013 cannot be taken as evidence
of the materiality of the undisclosed FDAncmentary. Based on the pleadings and cognizable
public statements, the drops in price of theRS\did not follow disclosure of the FDA'’s
concerns about the single-blistlidy design. Rather, the prices dropped after the FDA issued a
report that “sharply criticizédSanofi’s application for FDAapproval of Lemtrada in a way
tantamount to “rejection of 8afi’'s submission,” CAC |1 19, 28ge alscAGC | 55, and again
after the FDA formally declined to approve the drug, CAC { 26; AGC {f 3, 58. That
information—that the Advisory Committee had reagmegative view of the sBLA, and that the
FDA rejected the sBLA for Lemtrada thre@nths before the March 31, 2014 cutoff—was new
to the market and to defendants alike. And well-settled that, undehe securities laws,
“[c]orporate officials need ndie clairvoyant; they are onlysgonsible for revealing those
material facts reasonably available to themNdvak 216 F.3d at 309.

2. Statementf Opinion

Many of the 13 statements addressing Lemtsaclanical trial results are unambiguously
statements of opinion. In them, the defendamitgextively assessed the clinical trial results and
described them as encouragingeSe.g.CAC 11 45, 66 (discusy) the “strong and robust
treatment effect”); AGC 11 47, 51afee). They also reportedeih personal reactions to the
data. See, e.g.CAC 1 68 (“These resultsderscore the tremendous promise that Lemtrada
holds for MS patients.”); AGC T 46 (“We are vgigased with the results of the CARE-MS I

study.”). Courts have repeatedigld “publicly stated interpretians of the results of various
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clinical studies” to be “pinions” because “[rleasonablerpens may disagree over how to
analyze data and interpret results, and neltdrets itself to objective conclusionslii re Sanofi-
Aventis Sec. Litig.774 F. Supp. 2d 549, 567 & n.20 (S.D.N.Y. 20&&E alspe.g, Abely 2013
WL 2399869, at *12MELA Sciences2012 WL 4466604, at *13. Such statements are
actionable only if they were “both false and not honestly believed when they were made.”
Kleinman 706 F.3d at 153.

As discussed at pages 26—8apra plaintiffs’ pleadings do not come close to supplying
a factual basis on which to condiithat defendantsshbelieved their own statements. And the
surrounding circumstances strongly undermimg such thesis: Defendants’ substantial
investment of money and personnel in the Lemtdisiécal trials over aeveral-year period is
hard to square with the premise that defetslanderstood that the study design was fatally
flawed or that the results matlemtrada dead on arrival. By far the most logical inference on
the facts pled—indeed, the onlyapkible inference—is that def@ants (1) sincerely held their
optimistic views of the clinicdtial results, and (2) were garised and disappointed by the
FDA'’s temporary—for the FDA eventually reged course—rejection of these results as
inadequate.

The facts on which plaintiffs rely are niotthe contrary. Fdhe reasons explained
above, Viehbacher’s statement thiat FDA's initial decision wasot a “total surprise,” and the
testimony of a confidential witness, do not supploe inference that before the FDA'’s decision,
either company or any individual defendant expect rejection or viewed the clinical trial
results ominously. Absent “some particularizadt$ to indicate that” dendants “held a private
opinion different from [their] publiopinions,” plaintiffs’ allegatias “are simply insufficient to

state a claim for securities fraudSalomon 350 F. Supp. 2d at 493.
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As to objective falsity, based on the pleagindefendants’ expressed opinions had an
ample basis in fact. Although the FDA had esgezl concerns about tlesign of the Lemtrada
clinical trials, it allowed thoseitls to proceed to Phase lll gtfinal phase, and even placed the
Phase Il studies on a fast trackeeCAC 11 30-32; AGC 11 42—-44. Moreover, while voting
against FDA approval of Lemtrada, the FDA Astwviy Committee adopted the view that Sanofi
had provided substantial evidence of Lemtrada’s efficacy by a vote of 12 to 6. CAC { 78.
Further, articles published in peer-reviewed roadiournals and regulaty decisions approving
Lemtrada for sale in more than 30 countriggported defendants’ im@retations of the study
results. See AstraZenec&59 F. Supp. 2d at 470 (“[O]ther facssich as the approval of [the
drug] in Europe for some uses, made it naeasonable for defendants to believe in their
product.”). Plaintiffs thereforeannot plausibly contend thatfdedants’ opinions were “without
any reasonable basidii re AnnTaylor Stores Sec. Liti@07 F. Supp. 990, 1000 (S.D.N.Y.
1992) (citingVa. Bankshares501 U.S. at 1090-91) (emphasis omitted), or were “objectively
false,”Fait, 655 F.3d at 110.

3. Scienter

Evenassumingarguendathat defendants’ statements about the Lemtrada clinical trial
results were materially misleading because faégd to report the FDA’s comments about the
implications of using a single-blind testing methodology,GA& and AGC do not plausibly
allege that those statements were made ‘ivitent to deceive, mapulate, or defraud. Tellabs
551 U.S. at 319.

Again, plaintiffs claim that defendants knawgly or recklessly failed to disclose the
FDA's interim feedback SeeCA Br. 27-32; AG Br. 19-21. Plaifis can establish conscious

recklessness by adequately alleging that ‘lalédets knew facts or had access to non-public
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information contradicting their public statent&€hand therefore “knew or should have known
they were misrepresenting material factS¢holasti¢c 252 F.3d at 76 (citinjlovak 216 F.3d at
208). But, as noted, the FDA’s comments singitynot contradict Sarfics public statement$>
The FDA had informed defendants that “a raterded (but patient ndilinded) study may be
adequate if the effect is large. Howevemtally blinded study is more likely to be found
persuasive if the treatment efféestrelatively small.” CAC  23(ayee alsaCAC 11 23(b)—(d);
AGC 1 36(e)—(g). Accordingly, while voicings&rong preference for a double- rather than
single-blind clinical trial desigrseeCAC { 23; AGC { 36, the FDA did not take any position as
to the adequacy of the emerging study data when measured against the standard of proof
applicable to singlélind test results.

Nor do the facts alleged support that defenslavere “highly unreasmable” in failing to
disclose the FDA'’s concern§ee Novak216 F.3d at 308. The gravity of the FDA’s negative
feedback was muted by a series of encouagggulatory decisions—itdt the clinical hold
placed after a pati¢ulied of sepsisseeCAC | 31; AGC 1 36(e); to allothe clinical trials to

proceed to Phase IkeeCAC § 12; AGC 11 43, 44, 46; to place the Phase lll clinical trials on a

151n their brief, the class-action plaintiffs claim that the FDA wawilling to accept results

from a single-blind trial. CA Br. 24. But theharacterization distendise facts pled. As

alleged, the FDA “strongly recommend[ed]” conting a double-blind study but affirmed that
“robust” results from a singlbhnd trial could “overcome these issues” and support FDA
approval of Lemtrada. CAC | 23. Had the Fidkl the company that approval was impossible
given the single-blind methodologyessentially, giving advance mc¢ of Lemtrada’s certain
rejection—Sanofi’s failure to disclose tHaedback while touting its optimism about FDA
approval would have assurediigen a material omissiorsee, e.glIn re Transkaryotic

Therapies, Inc. Sec. Litig319 F. Supp. 2d 152, 159 (D. Mass. 20@#im adequately pled
where defendants failed to disclose FDA feedlihek the “studies did not show efficacy and
were methodologically flawed and that in orttegenerate acceptable data, [defendant] would
have to start over from scratchtit re Amylin Pharms., IncNo. Civ. 1455 (BTM) (NLS), 2002
WL 31520051, at *4 (S.D. Cal. Oct. 10, 2002) (cladequately pled where defendants failed to
disclose FDA feedback that “the current study d@stzot considered pivat data” and therefore
could not support FDA approval).

50



fast trackseeAGC 1 42; and to accept the sBLA for revisgeCAC 11 18, 61; AGC 1 50. The
interim feedback, viewed in real time, wdmat methodology and process, not about the FDA'’s
eventual decision. As such, the significancthat feedback became apparent only after the
FDA had released its briefing report and iggidion not to approve Lemtrada. “Whether
Sanofi’s optimism was, by hindsight, unwarranted &p[not give rise to securities violations’
because ‘[u]p to a point, companies muspéanitted to operate with a hopeful outlook.”
Sanofi-Aventis774 F. Supp. 2d at 566 (quotiRgmbach355 F.3d at 174kee alspe.q,

Shields v. Citytrust Bancorp, In@5 F.3d 1124, 1129-30 (2d Cir. 1994) (“People in charge of
an enterprise are not requireda&ie a gloomy, fearful or defeat\gew of the future; subject to
what current data indicates, they can be expdotéeé confident abouheir stewardship and the
prospects of the business that tinegnage.”). At all relevantrties, and without the benefit of
hindsight, Sanofi did not have reason to know that its public statements omitted or
misrepresented material facts.

Finally, based on the facts alleged, the infeesof scienter is bgo means “at least as
compelling” as the “opposing infence of nonfraudulent intentTellabs 551 U.S. at 314.
Defendants, acting with FDA arization, conducted the Lemtradinical trials over a period
of years and consistentlyperted favorable resultsSeeCAC 1 13-17; AGC 11 42-52. The
most plausible inference is, theved, that defendants honesthlibeed their descriptions of the
data and did not anticipate that the FDA vebatiopt a different view. The unfavorable FDA
briefing report and approval decision, releasttdr defendants made the statements now at
issue, does not undermine this conclusiGf. AstraZenecab59 F. Supp. 2d at 471 (“It is
impossible to read the FDA document and the AstraZeneca document without concluding that

both present the honest analysis aadclusions of their authors.”).
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D. StatementsRegarding Lemtrada’s Side Effects

The final category of challenged statemertssists of six statements about Lemtrada’s
side effects.SeeCAC 11 45, 50, 52, 54, 64, 66; AGC 11 47, 49'%Four represented that
“safety results” and “adverse effects” werefisistent” across trials and were “manageable.”
CAC 11 45, 52, 64, 66; AGC 1 47, 49, 51. One funtdeorted that “infusion-associated
reactions and infections . . . wagenerally mild to moderate in severity.” CAC 52, AGC 1 49.
Another reported Viehbacher®@rspective of the results: During an April 27, 2012 conference
call, Viehbacher stated thatthink this is going to be a majdrug. People are concerned about
safety, but | don’t see theason for that.” CAC | 54. Plaintiffs argue that these statements are
actionable because defendants omitted the fact.#ratrada “presented serious and potentially
fatal side effects.”See, e.g.CAC | 51.

1. False or Misleading Statement or Omission

Physicians involved in the Lemtrada studies published full resulkeed?hase Il clinical
trial in The New England Journal of Medicioe October 23, 2008—years before any of the
allegedly misleading statements were made. De€l. Ex 17. This publication disclosed every
adverse event that had been observeddrlihical trials, from the most minoe.g, headache,

chills) to the most serioug.(g, cancer, abnormal liver functionpee idat 11-14. It also

¢ Two statements address ohlgmtrada’s side effectseeCAC 1 50, 54; the other four
address both side effects and thautts of the clinical trials. Three of the four statements that
fall into both categories appear in both the CAC and the AB&CAC 1 45 and AGC { 47,
CAC 152 and AGC 1 59, CAC 1 66 and AGC 1 th&;others of the challenged six statements
appear only in the CAGeeCAC {1 50, 54, 64.

" The class-action plaintiffs alsdlege that, on July 26, 2012, Vigdher stated that “the fact
that we have this strong safety profile is eriely important.” CAC § 54. This statement is
non-actionable for the reasons dissed below. It also was not dein reference to Lemtrada:
As the transcript of the July 26, 2012 earnings earfce call reveals, this statement referred to
a dengue vaccineSeeDef. Decl. Ex. 39, at 22.
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discussed the “difficult issue ekposing young adults who have little disability to a drug having
potentially serious side effectsd. at 15, and straightforwardly latowledged that “[tlhere were
two deaths, both in the [Lemtrada] groujd’at 11.

After Sanofi completed the Bke Il clinical trials in2012, researchers published a
similarly comprehensive report rhe Lancetanother well-known medical journateeDef.

Decl. Exs. 28-29. In the interim, Genzyme andddiareleased updated safety information on an
annual basisSee idExs. 18 (2010), 24-26 (2011), 27 (2012), 30 (2013).

Plaintiffs do not allege that these publicly available reports omitted any adverse events
that had been observed, or that thesports were otherwise incomplételnstead, plaintiffs
argue that the brief synopsesL@mtrada’s safety profile ingtled in Sanofi's SEC filings and
discussed during conference calls were misleaoioguse those statements did not fully explain
Lemtrada’s “serious and potentially fatal side effecSéee, e.g.CAC | 51.

Considering defendants’ statements indggregate, however, plaintiffs have not
adequately alleged that defendants made amynable omissions. “[T]he ‘total mix’ of
information made availableMatrixx Initiatives 131 S. Ct. at 1318 (citation omitted), included
that Lemtrada “presented sericrsd potentially fatal side effext Defendants were not obliged
to reproduce a comprehensive enumeration of adverse events every time they mentioned
Lemtrada’s safety profileCf. Abuhamdan v. Blyth, IndNo. 12 Civ. 1597 (MPS), 2014 WL
1289251, at *9 (D. Conn. Mar. 31, 2014) (“Defenddrad no duty to disclose the allegedly

omitted information . . . because they had alyedidclosed substantially similar information,

8 This comprehensive disclosurs@ldistinguishes this case fraxmylin, supranotes 13 and

14, on which plaintiffs heavily rely. IAmylin, defendants “reported that successful results were
obtained without an increase in severe hypoglycewvents,” when in fact the drug “appeared to
increase the risk of severe hypoglycemiarhylin 2002 WL 31520051, at *5. These statements
were held to be “misleading because a readenabestor would believe that ‘no’ severe
hypoglycemia means ‘no’ severe hypoglycemill’ at *6.
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thus making all of the ideni&d statements not misleading.”). Although the complete
disclosures were important when made infifs instance, a reasonable investor would not
expect repetition at every opportunity. And tleewgities laws do not require such regurgitation;
that approach would “bury the shareholdaran avalanche ofitial information.” TSC Indus.
426 U.S. at 448. The CAC and AGC thus doadquately allegeaaterially false or
misleading statement or omission witlspect to Lemtrada’s side effects.

Most statements regarding Lemtrada’s side-effects—for instance, that adverse events
were “manageable,” CAC { 64, “mild to moderateseverity,” CAC § 52; AGC { 49, and not a
cause for concern, CAC { 50—are also achenable as expressions of opini@ee, e.gln re
Pfizer, Inc. Sec. Litig538 F. Supp. 2d 621, 634 (S.D.N.Y00B) (defendants’ statements
regarding the seriousnesa drug’s side-effects were statertseof opinion). Plaintiffs have
not adequately alleged that these opinions wérer than sincerely ke And various facts
cognizable on a motion to dismiss—fostiance, that the FDA Advisory Committee
unanimously found that safety concerns showltdpreclude FDA approval of Lemtrada for
patients for whom other drugs have not been effective, CAC { 78, and that more than 30
countries had approved Lemtrada by e@f0y4, Def. Decl. Exs. 45, 48-51—underscore that
defendants’ stated views warbjectively reasonableSee Kleinman706 F.3d at 153.

2. Scienter

Again, plaintiffs have not adgately alleged that Sanofi&atements about Lemtrada’s
side effects were made with the “intéa deceive, manipulate, or defraudiellabs 551 U.S. at
319. Unlike with the category of statements pentagjrio the clinical triatesults, plaintiffs do
not even allege that defendants had acces$aomation about Lemtrada’s side-effects that was

not made public. This makes an inference of cias recklessness partiadly hard to sustain.
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See Scholasti@52 F.3d at 76. The most plausible infee instead, is baym: that defendants
believed that they had reportalll observed adverse events and felt no need to repeat that
exhaustive disclosure in every later statemditte contrary inference—that defendants knew or
should have known that they wargsleadingly downplaying the seusness of Lemtrada’s side-
effects—is purely speculative. @me facts pled, it is nowhere neaatleast as compellirigas
the benign inferenceld. (quotingTellabs 551 U.S. at 324).

E. StateLaw Claims

In addition to bringing federal claims, the AG@leges violations athe blue sky laws of
California, Massachusetts, and Minneso®C 1 61-106. Because the AG Funds plaintiffs
do not seek to proceed as a class—and thosdifigiaven if treated as a class, number fewer
than 100 members—the Class Action FairnesgZAFA”) does not provide this Court with
original jurisdiction over te AGC’s state-law claimsSee28 U.S.C. § 1332. Accordingly,
having dismissed all federal law claims, the Court must determine whether to exercise
supplemental jurisdiction over the remaining state law claims.

Federal district courts have supplementakpliction over state-law claims “that are so
related to” federal claims “that they form paftthe same case or controversy.” 28 U.S.C
§ 1367(a). However, such jadiction is “discretionary,City of Chicago v. Int'| Coll. of
Surgeons522 U.S. 156, 173 (1997), and a district t6omay decline to exercise supplemental
jurisdiction over a claim” if it “has dismissetl alaims over which it hasriginal jurisdiction,”
28 U.S.C. 8§ 1367(c). A districourt should, in deciding whethter exercise its supplemental
jurisdiction, balance the tradinal “values of judicial eenomy, convenience, fairness, and
comity.” Carnegie—Mellon Univ. v. Cohjlt84 U.S. 343, 350 (1988). Both the Second Circuit

and the Supreme Court have held that, as arglenge, “when the federal claims are dismissed
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the ‘state claims should be dismissed as welh’re Merrill Lynch Ltd. P’ships Litig.154 F.3d
56, 61 (2d Cir. 1998) (quotingnited Mine Workers v. Gibb883 U.S. 715, 726 (1966)). The
ordinary case “will point toward declining juristion over the remaining state-law claimsd.
(citing Cohill, 484 U.S. at 350 n. 7).

Here, no circumstances counsel in favoexércising supplemental jurisdiction over the
AG Funds plaintiffs’ state law claims. The Cbhas not invested thresources necessary to
resolve these non-federal claims, and convenidacegss, and comity do not require the Court
to exercise supplemental juristion. The Court accordingly declines to exercise supplemental
jurisdiction over these alms. These claims are, thered, dismissed without prejudice.

F. Leave to Amend

Federal Rule of Civil Procedure 15(a)(2) pars that leave to amend a complaint shall
be “freely” given when “justie so requires,” although “a distrimburt has discretion to deny
leave for good reason, including futility, b&adth, undue delay, or undue prejudice to the
opposing party.”"McCarthy v. Dun & Bradstreet Corp482 F.3d 184, 200 (2d Cir. 2007).
Granting leave to amend is “futile” if a revised claim still “could not withstand a motion to
dismiss pursuant to Rule 12(b)(6)Dougherty v. Town of N. Hemsigad Bd. of Zoning Appeals
282 F.3d 83, 88 (2d Cir. 2002). Where the probleiitis a claim are “substantive” rather than
the result of an “inadequately mrartfully pleaded” complain&an opportunity to replead would
be “futile” and “should be denied.Cuoco v. Moritsugu222 F.3d 99, 112 (2d Cir. 2000).

The deficiencies in both the CAC and AGE aubstantive. The statements plaintiffs
identify were not false or misleading. Ancktfacts alleged in theomplaints support the
conclusion that defendants sincerely and reasonably believed their statements to be true. An

amended complaint is therefore unlikely to survive a motion to dismiss.

56



Further, there is no realistic prospect of rehabilitating plaintiffs’ federal claims. This case
has been vigorously litigated; the class-action plaintiffs have already availed themselves of one
opportunity to amend their complaint, see 13 Civ. 8806, at Dkt. 44 (Amended Complaint); and
neither set of plaintiffs has requested a further opportunity to amend. “In the absence of any
identification of how a further amendment would improve upon the Complaint, leave to amend
must be denied as futile.” In re WorldCom, Inc. Sec. Litig., 303 F. Supp. 2d 385, 391 (S.D.N.Y.
2004); see also, e.g., Panther Partners Inc. v. ITkanos Commc 'ns, Inc.,347F. App’x 617, 622 (2d
Cir. 2009) (summary order) (“Granting leave to amend is futile if it appears that plaintiff cannot
address the deficiencies identified by the court and allege facts sufficient to support the claim.”).

CONCLUSION

For the foregoing reasons, the Court hereby dismisses both complaints in their entirety,

with prejudice as to all federal law claims. The Clerk of Court is respectfully directed to

terminate all pending motions and to close these cases.

SO ORDERED.

BW{ A, &Wmmﬂ/

Paul A. Engelmayer
United States District Judge

Dated: January 28, 2015
New York, New York
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