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UNITED STATESDISTRICT COURT
DISTRICT OF MASSACHUSETTS

)
)
JOHN J. GERNETH, Individually and on )
Behalf of All Others Similarly Situated )
)
Plaintiff, )
)
v )
) Civil Action No.: 16-11082
)
CHIASMA, INC,, et al., )
)
Defendants. )
)
)

MEMORANDUM AND ORDER

CASPER, J. February 15, 2018
l. I ntroduction

Plaintiff John Gerneth (“Gesth”) brings claims agaihsDefendants Chiasma, Inc.
(“Chiasma”), Mark W. Leuchtenberger (“Leuchteniper”), Mark J. Fitzpatrick (“Fitzpatrick”),
Todd Foley (“Foley”), John Scarlett (“ScarlettAnsbert Gadicke (“Gadicke”), Dror Brandwein
(“Brandwein”), Bard Geesaman (“Geesaman”)p®Bdlinick (“Minick”), David Stack (“Stack”),
Vincent Miles (“Miles”)}! William Blair & Company, LLC (“William Blair’), Cowen and
Company, LLC (“Cowen”), Barclays Capital In¢'‘Barclays”) and @penheimer & Co. Inc.
(“Oppenheimer”) (collectively, “Defndants”), alleging that Defendaniolated Seton 11 of the

Securities Act, 15 U.S.C. 8 77k (“Section 11Qount I), and that # Individual Defendants

! The Court shall refer to Leuchtenbergeitzatrick, Foley, Scarlett, Gadicke, Brandwein,
Geesaman, Minick, Stack and Milas the “Individual Defendants.”
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violated Section 15 of the Sedigs Act (Count Il). D. 30. Defelants now move to dismiss the
complaint pursuant to Fed. R. Civ. P. 12(b)(6). 62. For the reasons stated below, the Court
DENIES the motion.
. Standard of Review

The Court will grant a motion to dismiss puant to Fed. R. Civ. P. 12(b)(6) if the
complaint fails to plead sufficient facts that “statelaim to relief that is plausible on its face.”

Bell Atl. Corp. v. Twombly, 550 U.S. 544, 570 (200AVhen considering a motion to dismiss,

the Court is tasked with “separat[ing] the factual allegations from the conclusory statements in
order to analyze whether the former, if takas true, set forth a ‘plausible, not merely a

conceivable, case for relief.”” _Juérez v. &#lPortfolio Servicinglnc., 708 F.3d 269, 276 (1st

Cir. 2013) (quoting Ocasio-Hernandez v. Fortufigs®t, 640 F.3d 1, 12 ¢i Cir. 2011)). In

conducting this examination, the court must fadtempt to forecast a plaintiff's likelihood of
success on the merits,” id. (internal quotation marks omitted), but instead “give the plaintiff the

benefit of all reasonable inferences.” RuiBually Total Fitness Holding Corp., 496 F.3d 1, 5 (1st

Cir. 2007) (citing Rogan v. Menin@,/5 F.3d 75, 77 (1st Cir. 1999)).

[I1.  Factual Background

The following summary is based upon the allegations in the amended complaint, D. 30,
which are accepted as true for tmnsideration of the motion to dismiss. Chiasma is a late-stage
biopharmaceutical company with igncipal place of business in Newton, Massachusetts. D. 30,
1 16. The company’s primary business since 2001 has been applying its proprietary Transient
Permeability Enhancer (“TPE”) technology to deyeblnd sell drugs for oral delivery that were

previously only available in injectable form. D. 30, Y 3, 53-55. Chiasma was focused on



developing the first oral drug for the treatmehtacromegaly, a hormonal growth disorder that
causes excess production of growtdrmone. D. 30, 11 4, 48, 55.

Chiasma’s oral acromegaly treatment, Mycapssan oral capsule form of octreotide, a
previous injectable treatment, using fARE technology. D. 30, 11 3-4, 47, 52-53. Mycapssa
would be the first oral treatment for acromggalailable on the market. D. 30, § 51. Upon
Mycapssa’s approval and success, Chiasma intetadase its TPE technology to develop oral
delivery treatments of other drugat are now only available agections. D. 30, 11 4, 53.

Chiasma decided to seek approval fordsliyssa using the FD&'505(b)(2) hybrid New
Drug Application (“NDA”) pathway.D. 30, { 77. 505(b)(2) allowserapplicant to rely partially
upon previously submitted clinicatudies submitted by prior applidann support of other drugs.

D. 30, 1 40. Chiasma perforthd’hase 1 trials for Mycapss@. 30, 1 62, and relied upon
previously conducted clinical studies octreotide’s injectable drugs in lieu of a Phase 2 trial, D.
30, 19 55, 111.

Between March 2012 and November 2014, Chasonducted a single-arm, open label,
multi-center, baseline-controlled Phase 3 trial to observe whether patients with acromegaly
maintained safe and effective responses to treatmhen switched from injectable octreotide to
Mycapssa. D. 30, { 64. The Phase 3 trial m@sconducted in the United States because the
FDA required six months of monkey toxicity datafmprove enrollment in a U.S. site and Chiasma
only had three months of monkey toxicity datd. The Phase 3 trial was conducted in two phases:
a seven-month “Core Treatment Phase,” followgdan optional six-monthExtension Phase.”

D. 30, 1 65. Out of 155 patients enrolled in thadeh3 trial, 102 completed the Core Treatment

Phase and 82 completed the Extension Phase. D. 30, { 67.



In February 2013, Chiasma entered into a licensing agreement with F. Hoffman-La Roche
Ltd. and Hoffman-La Roche Inc. (collectiveRRoche”). D. 30, § 5. Roche promised a $65
million upfront payment and possible future payments based on development and commercial
milestones of up to $530 million in exchange fa tlght to develop ancbmmercialize Mycapssa
after FDA approval. D. 30, M1 5, 71. In May 20kdying received the finalized Phase 3 data,
Roche and Chiasma met with the FDA to itfgnany “major unresolved problems” before
submitting the NDA. D. 30, 11 6, 74, 77, 800, 105, 112-113, 115, 119. Jaly 2014, Roche
terminated its licensing agreement with Chiasina30, 1 6, 74, but Chiasma stated that Roche’s
executives were pleased with the Phase 3 trllt® and that its termination was a strategic
decision to avoid becoming “more deeply involved in the endocrinology sector,” D. 30, | 75.

On April 17, 2015, Chiasma submitted its drafgR&ation Statement on Form S-1 to the
Securities and Exchange Commission (“SEC”), alettg a preliminary prospectus. D. 30, { 83.
Chiasma submitted its registration statement on Fhrto the SEC, along with a prospectus on
Form 424(b)(4), D. 64-1 (the “Prospectus”). D. 30, 1 85. Chiasma submitted the Mycapssa
505(b)(2) NDA to the FDA on June 15, 2015. 3D, [ 77-78. Chiasma submitted an amendment
to its registration statement onrRoS-1/A on July 6, 2015. |d. @sma’s initial public offering
took place on July 15, 2015. D. 30, T 85. By the time the IPO was complete on July 21, 2015,
Chiasma had received net proceeds of appraeim&106.5 million._Id. On November 18, 2015,
after the markets closed, Roni Mamluk (“Maukil) of Chiasma disclosed during a quarterly
earnings conference call thatrohg the May 2014 pre-NDA meetinthe FDA had raised specific
guestions about (1) Chiasma’slapto get approval of ittNDA for Mycapssa under the 505(b)(2)
pathway; (2) the duration of the Phase 3 taakl (3) the durability of Mycapssa’s effect on its

Phase 3 trial patients. D. 30, 1 115. On theesaall, Malmuk assured investors that Chiasma



had addressed these FDA concerns and thatwesee“no question[s] anmore” with respect to
durability or the 505(b)(2) pathway. D. 30, 1 1Malmuk stated that Chiasma had “a clear path
forward with the FDA.” _Id.

On April 14, 2016, the market became awarenews that the FDA would reject the
Mycapssa NDA, D. 30, | 117, causing negativectff on analysts’ price targets, D. 30, 1 10,
120-123. On April 15, 2016, Chiasma announced that the FDA had issued a Complete Response
Letter (“CRL”") explaining its denial of th&ycapssa NDA. D. 30, § 87. On April 18, 2016,
Chiasma offered more detailed reasoning ftoenCRL, including that the FDA did not believe
the NDA had offered substantial evidence ofaaftly and that Chiasma would need to conduct
another clinical trial twesolve this deficiencyD. 30, 1 88. Chiasma alsaplained that the FDA
had “expressed concerns” about “certain atgjeof the Phase 3 trial, and among other
recommendations it suggested that Chiasma comdustw trial in the United States, and that the
trial have a longer duration. D. 30, 1 89. @othaer conference call gkpril 18, 2016, before the
markets opened, Leuchtenberger said that duisecond pre-NDA meeting in December 2014,
the FDA had expressed that Chiasma’s Phasel3as@onstructed, would not be as informative
as some alternatives, but that these issuesdwmil preclude Chiasmaoim filing the Mycapssa
NDA. D. 30, 1 119. The same day, Chiasma’s common stock price dropped more than 63%,
falling to $3.75 per share from its firslosing price of $10.17. D. 30, 1 11, 124.

IV.  Procedural History

The original complaint was filed on June2®16. D. 1. After being appointed as lead
plaintiff for the putative class, Gerneth filed amended complaint on February 10, 2017. D. 30.
Defendants have now moved to dismiss the complaint. D. 62. The Cardtthe parties on the

pending motion and took this mattender advisement. D. 73.



V. Discussion

A. Section 11 of the Securities Act

Section 11 makes liable any issuer of a séguar certain indiwiluals involved in the
Registration Statement or prospecthat in “any part of [a] regisdtion statement, when such part
became effective, contained an untrue statemeatméterial fact or omitted to state a material
fact required to be stated ther@r necessary to make the stagais therein not misleading.” 15
U.S.C. 8 77k(a). “Section[] 11 . [is an] enforcement mechanisphpr the mandatory disclosure

requirements of the Securities Act.””_Silverstrand Investments v. AMAG Pharm., Inc., 707 F.3d

95, 102 (1st Cir. 2013) (“Silverstrand ") (al&tion in original) (quoting_Glassman v.

Computervision Corp., 90 F.3d 617, 623 (1st Cir. 1996@ction 11 “imposes strict liability on

issuers of a security, and any ‘remaining [ fethelants . . . may be held liable for mere

negligence.” _Silverstrand I, 7073d at 102 (alteratiom original) (quoting In re Morgan Stanley

Info. Fund Secs. Litig., 592 F.3d 347, 359 (2d €010)). Unlike Section 10(b) of the Securities

Exchange Act of 1934, there is no scienter bamee requirement, and the Court does not apply
any heightened pleading standardess the plaintiff’'s claim sounds fraud. Silverstrand I, 707
F.3d at 102.

To state a Section 11 claim, a plaintiff muséauately allege “(1) the existence of either
a misstatement or an unlawful asion; and (2) materiality [of thatatement or omission].”_In

re Morgan Stanley Info. Fund Secs. Litig., 592 F.38&8 Materiality is measured by “[w]hether

the defendants’ representationgetia together and in contextiould have misled a reasonable

investor.” 1d. (quoing Rombach v. Chang, 355 F.3d 164, 172 Ad’/Cir. 2004)). Materiality is

a mixed gquestion of law and fact, and thus “willetg be dispositive in a motion to dismiss,” In

re Morgan Stanley Info. Fund Secs. Litig., 592d-at 360, unless the statements “are so obviously




unimportant to a reasonable investor that reddemainds could not differ on the question of their

importance,”_ ECA v. JP Morgan Chase, 353d 187, 197 (2d Cir. 2009) (quoting Ganino v.

Citizens Utils. Co., 228.8Bd 154, 162 (2d Cir. 2000)).

1. Plausible Allegations of Material Misstatements and Omissions
For the reasons explained below, several of Gerneth'’s allegations in the amended complaint
satisfy the requirements to stad claim under Section 11. Howevether allegations contained
in the amended complaint do not. Accordingly féhelants’ motion to dismiss is denied as to
Count I, but some of the misstatements orssions alleged by Gerneth cannot plausibly support
that claim.

a) Gerneth Has Adequately PledrBe Material Misstatements or
Omissions in Chiasma's Iltem 503 Disclosures

Regulation S-K, 17 C.F.R. § 229.&0seq., issued pursuant to the Securities Act, “governs
the disclosure requirements of registrationestants, periodic reports and annual reports filed

with the SEC” pursuant to Section 11.ilv&rstrand Investments v. AMAG Pharm., Inc.,

12 F. Supp. 3d 241, 246 (D. Mass. 2014) (“Silverstrt”) (citing 17 C.F.R. § 229.10). One of
the “items” an issuer is obligated to disclaseler Regulation S-K is Item 503, which requires a
prospectus to include “a dis@isn of the most significant factors that make the offering
speculative or risky.” 17 C.F.R. 8§ 229.503(c)enit 503 disclosures must “describe the most
significant factors that may advetg affect the issuer's business . or its future financial
performance,” Silverstrand T07 F.3d at 103 (quotin§ecurities Offering Reform, SEC Release
No. 8501, 2004 WL 2610458, at *86), atekplain how the risk affects the . . . securities being
offered. Generic or boilerplatkscussions do not tell the investdrow the risks may affect their

investment.”_ld. (quoting Statement of the Coigsion Regarding Disclosure of Year 2000 Issues



and Consequences by Public Companies, Ima&st Advisers, Invesient Companies, and
Municipal Securities Issuers, SEC Relebige 7558, 1998 WL 425894, at *14 (July 29, 1998)).

In essence, to survive a motion to dismiss, a complaint allegirgfiviolof Section 11 in
Item 503 disclosures must “allege sufficient factgfer that a registrant knew, as of the time of
an offering, that (1) a risk factor existed; (2) the risk factor cadicersely affect the registrant's
present or future business ex@icins; and (3) the offering docunteffiailed to disclose the risk
factor.” 1d.

Defendants argue that Chiasma’s prospectusplied with Item 503, including multiple
disclosures of risk factors relating tofer alia, (1) dependence on the regulatory approval of
Mycapssa; (2) that Chiasma had never had a drugeggby regulatory authibies; (3) that even
if Mycapssa received regulatory approval in the Uhiiates, that it coulde delayed; (4) that
Chiasma would only be able to generate reventirere was regulatory appral; (5) that it would
be incurring expenses to secuegulatory approval;rad (6) that the FDA mighdisagree with the
design or conduct of Chiasma’s ctial trials, including different intpretation of thelinical trial
data or that the data was insufficient to justéifance on prior studies. D. 64-1 at 16-61. Further,
the prospectus disclosed that these risk factmrklmegatively impact the stock price. D. 64-1 at
57-58. While the issues raised by the FDA dgrithe pre-NDA meeting were not among those
Item 503 risk factors that Chiasma disclosedebdants argue they are beyond the scope of what
Item 503 requires. In other word3efendants dispute their materiality.

Although Gerneth makes a number of arguméinés the amended complaint plausibly
alleges materiality, his argument is persuasive at least to the extent that he asking the Court to read
the Item 503 disclosures contextually. Gernathues that the disclosures were couched as

possibilities of risk, rathethan certainties that had alreadyr@to pass. For example, Gerneth



points to Chiasma’s warning thaetkRDA might disagree with the sign or conduct oits clinical
trials, including disagreement abaonterpretation of data, D. 64-1 at 17, when in fact the amended
complaint alleges that the FDA had already stétedisagreement with the Phase 3 trial design

by that time, see, e.g., D. 30, §¥, 119. “[C]autionary words abbtuture riskcannot insulate

from liability the failure to disclse that the risk has transpiredri re AOL Time Warner Sec. &

“‘ERISA” Litig., 381 F. Supp. 2d 192, 223 (S.D.N.X004). It was not until the phone calls on

November 18, 2015, April 14, 2016, and April 18, 2016, that Chiasma executives admitted that

the possible disagreement by the FDA they tisdlosed had not only occurred, but was later

listed in the CRL as a partial basis for dewoiaihe NDA. See, e.g., D. 30, 11 87-89, 115-16, 119.
While the parties hotly dispeitthe severity of the FDA’'seservations at the pre-NDA
meetings and thus their materiality, the Courtres consider that disputed issue of fact on a
motion to dismiss. As alleged in the amendechglaint, a reasonable investor could have been
misled by the failure to include details aboig timeliness and accuraoy Chiasma’s disclosed
Item 503 risks regarding warnings by the FDAlat pre-NDA meetings, which Chiasma failed to
heed before filing the NDA. While the FDA neVspecifically requestethat [Chiasma] postpone

its NDA submission” due to its concerns sthtat the pre-NDA meetings, Sanders v. AVEO

Pharmaceuticals, Inc., No. 13-cv-11157-D2Q15 WL 1276824, at *6 (D. Mass. Mar. 20, 2015),

111}

the allegations reflect “subjective scientific disagreement over the efficacy’ of the drug [that]

should be disclosed to investors.” Id. (qugtin re Alkermes Sec. Litig., No. 03-cv-12091-RCL,

2005 WL 2848341, at *16 (D. Mass. 106, 2005)). Accorndgly, Gerneth has ated a Section 11

claim that the Item 503 discloss were materially misleading.



b) Gerneth Has Plausibly Alleged THadme Statements Describing
The Phase 3 Trial Were Materially Misleading

Defendants argue that Regulation S-K does neguire a prospectus to disclose the
particular and granular details of a clinical friaut rather the generblsiness strategy that may
include clinical trials. In paitular, Defendants argue that théig not have a duty to disclose
additional details about the Ph&sérial, which Gernetlalleges were material omissions, such as
methods of statistical analys® methodological comparison tther studies for acromegaly
treatments._See D. 30, 1 92-97, 99. Issuers dakrty to “provide invstors with a clear and
concise summary of the matenieks.” Silverstrand |, 707 F.3d 403. However, granular details
from a NDA meeting about a clinictial are not materiaf they are “not peticularly predictive”

of the FDA's ultimate decision. Washtenaw Cty.[Hoyees' Ret. Sys. v. Princeton Review, Inc.,

No. 11-cv-11359-RGS, 2012 WL 727125, at *5 ass. Mar. 6, 2012); see Glassman, 90 F.3d
at 632.

Nonetheless, the Court finds other allegatiotettirey to the Phase 3 trial to be materially
misleading. For example, Gernettleges that Chiasnfailed to disclose tht, at the pre-NDA
meeting, the FDA offered guidance to Chiasmaitivadbuld prefer that theompany enroll in sites
in the United States to run the Phase 3 tBal30, 1 93, 102, 104-105, and that this shortcoming
was another explicit reas for the ultimate denial of the NDMB, 30, 11102, 123. While “ultimate
FDA disapproval . . . could not have been knowthattime of the . . omissions, certainly the
FDA had expressed concerns” thatd@&hiasma’s claim that it would be able to secure approval
for Mycapssa with shorter development timelimeaterially misleading when it was made,
Sanders, 2015 WL 1276824, at *6, because the omitted fact made approval on any timeline less

likely. In Sanders, 2015 WL 1276824, at *7, thisu@t determined that a later statement by an

10



executive of the defendant that “he was avihet the FDA expressed concerns” during a pre-
NDA meeting was sufficient to allegausibly that his statementsttee contrary were materially
misleading._Id. Accordingly, Gerneth has stated a Secfid claim that omiseis relating to the
FDA's stated concerns about the Phase 3 triakedlsas related misstatements about the timeline
and likelihood of NDA approvalyere materially misleading.
2. Certain Allegations Do Not State a Section 11 Claim

While, as explained above, Gerneth has stateldim as necessary for Count | to survive
Defendants’ motion to dismiss, some of the naitgshents and omissions alleged in the amended
complaint fail to suppor claim under Section 11.

a) Alleged Omissions Tét Were Disclosed

Defendants argue that the ppestus includes informatioabout the Phase 3 trial that
Gerneth alleges was omitted. Defendants point tm&le’s allegation that the prospectus failed
to disclose that the percentage of patients enRhase 3 trial who successfully controlled their
acromegaly using Mycapssa was calculated ussi@lzservation carry forward statistical method,
rather than worst-observation carried forwasttistical method, whit Gerneth alleges is
preferred by the FDA and would Y&resulted in a lower perceg&of “successful” patients in

the Phase 3 trial. D. 30, 11 95-96. As Defenddertstify, the prospectus appeared to do exactly

2Even if, as Defendants argue elsewhere, thegsiant claiming to be abte secure approval for
Mycapssa on a shorter time horizon was an opinf[a]n opinion may still be misleading if it
does not represent the actual belief of thesge expressing the opinion, lacks any basis or
knowingly omits undisclosed factsiging seriously to undermine thecuracy of the statement.”
Plumbers' Union Local No. 12 Pension FundNemura Asset Acceptae Corp., 632 F.3d 762,
775 (1st Cir. 2011). In this instance, Gernledis alleged plausibly @t Defendants “knowingly
omit[ted] undisclosed facts tenditg undermine the accuracy tife statement,” id., that the
Mycapssa NDA could be approved with shorter development timelines.

11



that. After disclosing its 65% rate of patiemiso had “achieved the primary endpoint,” it states
that ““[a]pplying a worst-case imputation method, whereby all patients who withdrew from the
study prematurely . . . are treatsinonresponders, 53% of patientseneassified as responders.”

D. 64-1 at 103. To the extent the FDA prefdrige worst-observation iéed forward method, it

was made available as an alternative calculation.

Similarly, Defendants point to Gerneth’s gligion that the prospectus was materially
misleading because it stated that the respondenrtite Phase 3 trial 8&62% after the Extension
Phase, when only 58.2% of patients participateétienExtension Phase and 54.3% finished it. D.
30, 1 99. The information necessary to derivedhmscentages is either disclosed or calculable
based on information on the sarpage of the prospectus. B4-1 at 103. Furthermore,
participation in each subsequent stage of thdystdiscussed in the first paragraph on that page,
id., is not the same calculati@s responder rate, which refertedthe patient’s response to a

particular treatment, see, e.g.,@3-1 at 101 (classifying patierds “responder[gp a long-acting

injectable somatostatin analog”). In other wgrthe Phase 3 responder rate of 62% refers to a
subset of those who participated in Exd¢ension Phase who responded to Mycapssa.
Defendants also point to Gerhitallegation that a statemexttributed teendocrinologists
contained in the prospectusatihg that a minimum effectivess rate among patients of 50%
would be sufficient for an ordfeatment to be successful. 80, T 98. Defendants argue this
statement was provided under a section addre$Simgnmercialization Striggy,” and related to
the effectiveness rate necessary to ensureesadn convincing doctors to prescribe the drug,
rather than relating at all to the FDA. The adeshcomplaint similarly reads this disclosure out
of context, which does not make it misleadir@ee Washtenaw, 2012 WL 727125, at *6. A plain

reading of the amended complaint shows thab@% patient rate came from “Chiasma’s market

12



research” intended to show what effectiveness ma patients “would be sufficient for an oral
treatment to be successful.” D. 30,  98.

Defendants also point to Gerneth’s allegatibat the Prospectus omitted a “standard”
guantity of measurement for treatment efficabg ({ULN endpoint measurement”) of 1.0, instead
only disclosing that Chiasma used a 1.3 ULN endpoie@surement for the Phase 3 trial. D. 30,
1 101. A prospectus is not required to disclosietiaative methods for meaisng the data,” In re

Rigel Pharm., Inc. Sec. Litig., 697 F.3d 88®%/9 (9th Cir. 2012), or otherwise disclose

“information from optimal studies” in contragb the company’s own stated methods of

measurement, Padnes v. Scios Nova INo., 95-cv-1693, 1996 WL 539711, at *5 (N.D. Cal.

Sept. 18, 1996). In essence, Gerneth asks thd @oevaluate the prudence of the Phase 3 trial
as alleged in the amended complaint, rather thammaterial falsity of its representation in the
Prospectus. The use of any alternative measutestaied clearly in the prospectus, would be
part of the mix of information an investor couisge in deciding whether furchase the security.
Finally, Defendants argue Gerneth’'s allegas that Roche terminated its licensing

agreement with Chiasma after the pre-NDA meeliegause of questionsigad by the FDA, D.
30, T 113, is contradicted by a plain reading aitidisures contained in the prospectus. In
particular, Defendants point to a paraggin in which the prospectus states:

“[lln July 2014, Roche elected terminate our license agreement

for oral octreotide after reviemy the data from the seven-month

core treatment period of our Phaselinical trial and after a May

2014 pre-NDA meeting with the FDA. Roche cited no reason for

its decision in its formal notice ¢érmination, but stated publicly at

the time that it had elected to make this decision after receiving

additional information about our Phase 3 clinical trial and after
further consultation with gulatory authorities.”

13



D. 64-1 at 18. Gerneth arguesithhe prospectus was misleadlvgrause its claim that “Roche

cited no reason for its decision in its formal noti€¢éermination” was notrue. No facts alleged

in the amended complaint make this disclosure misleading or false by alleging that Roche did give
a reason for its termination in its foatmotice, or what the reason was.

b) Speculative Alleged Omissions

Further, Defendants argue tlaaseries of Gerneth’s allegai®mof other misstatements are
baseless speculation and, therefore, cannottiegrbasis of a Section 11 claim. Defendants point
to Gerneth’s allegation that the prospectus wasaading because it did not disclose that the FDA
preferred the WOCF method tocatint for withdrawing patients ithe mITT study. D. 30,  96.
However, Defendants argue that the amended Eammloes not allege that the FDA expressed
this preference to Chiasma at any time beforgthspectus was filed, stead relyingonly on an
analyst report that was published a year aftepthspectus was filed [arttid not itself imply that
any FDA statement was made before the prospgeess filed]. D. 30, T 121. Information the
plaintiff alleges to have been omitted must have “existed at the time the prospectus became

effective” to state a claim undee&ion 11 of the Securities ActCooperman v. Individual, Inc.,

171 F.3d 43, 47 (1st Cir. 1999).

While Gerneth argues that Section 11 claimsalorequire him to plead scienter to state a
claim, this fails to rebut Defendants’ argumebefendants argue that the information must have
existed when the prospectus was issued fooiitgssion to be misleading. In other words,
Defendants cannot have misled the market by argittiformation that “when such [Registration
Statement] became effective,” 15 U.S.C. § 77lkda) not exist. For motion to dismiss purposes,
Gerneth cannot be said to have stated ancldiat the prospectuwas misleading without

adequately pleading that information was avadato be disclosed when the prospectus was

14



issued, which in this instance he has failed to do. At the very least, Gerneth must plead that the
information did exist to allege alisibly that Defendants shouldveadisclosed it._See Gross v.

Summa Four, Inc., 93 F.3d 987, 995 (1st Cir. 1986perseded by statute on other grounds)

(rejecting argument that press release waseamshg by referencing infmation contained in
board minutes created afteetpress release was issued).

Finally, Defendants contend that Gernethlegation concerning Gdsma’s disclosure
that “oral octreotide has the potential to becorsaadard of care in the treatment of acromegaly”
is not actionable because Gerneth has nagedlehat Defendants éany opinion or knowledge
to the contrary, and that the protitailed to reach its stated potential does not rise to the level of
being misleading. The statements referencedbgneth as misleading on this subject are all
couched in opinion language. &lprospectus talks about Chiasm“belie[f]” that they have
sufficient data to seek 505(b)(2pproval, or that Chiasma “expgjtto be able to rely on
information from previously conducted studies.” D. 30, § 105.

B. Count |l IsNot Time-Barred

Defendants argue that the claims againstridevidual Defendants, which were added in
the amended complaint, are untimely and shouldraltely be dismissed on this basis. Claims
brought under the Securities Actveaa one-year statute of limitatis. 15 U.S.C. § 77m. This
period is measured from “thesdiovery of the untrue statemeortthe omission, or after such
discovery should have been made by the exeafiseasonable diligence.1d. This discovery
rule has been analogized to finding “the later datevhich an investor, atted by storm warnings

and therefore exercising reasonable diligence, woaNe discovered the fraud.” Capital Ventures

Int'l v. UBS Sec. LLC, No. 11-cv-11937-DJ@012 WL 4469101, at *13 (D. Mass. Sept. 28,

2012). The “relevant question foasite of limitations purposes ishgther a plaintiff could have

15



pled '33 Act claims with sufficient particularity survive a 12(b)(6) motion to dismiss.”_Id.

(quoting_In re Bear Stearns Mortg. Passeligh Certificates Litig., 851 F. Supp. 2d 746, 762-63

(S.D.N.Y. 2012)).

Defendants contend that the Court should firad the claims began to accrue on November
18, 2015, when Gerneth alleges Chiasma first revemiblicly material infomation that had been
omitted from the prospectus. D. 30, 1 115. Presently, however, the Court cannot conclude there

is “no doubt that [the claims] are time-barredWarren Freedenfeld Assocs. V. McTigue, 531

F.3d 38, 46 (1st Cir. 2008) (citation omitted). é&gplained above, the Court considers Gerneth’s
allegations from the April 14 and 18, 2016 phone calselevant to the rexiality of omissions
from the Prospectus. Moreover, these April 201@jaliens were reference&uGerneth’s original
complaint filed in June 2016. See D. 1, Y 36feDdants have not met their burden that Gerneth
discovered or should have discovered factsaleekin the April 2016 phone calls in November

2015. See In re Bear Stearns, 851 F. Supp. 2d at 763.

VI.  Conclusion

For the aforementioned reasons, the Coufd[HS Defendants’ motion to dismiss, D.
62.
So Ordered.

& Denise J. Casper
Lhited States District Judge
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