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PAUL A. ENGELMAYER, District Judge:

In this putative class action arising under the federal securities laws, lead plaintiffs Joseph
Bessent, John Corbitt, and Eric Pearson claim that animal pharmaceutical company Aratana
Therapeutics, Inc. (“Aratana”) and two of its officers, Steven St. Peter and Craig A. Tooman,
made false and misleading statements or omissions regarding the future commercial availability
of “ENTYCE,” an appetite stimulant for dogs. Plaintiffs bring this lawsuit on behalf of all
persons (other than defendants) who purchased Aratana securities between March 16, 2015 and
March 13, 2017 (the “Class Period”). They allege violations of §§ 10(b) and 20(a) of the
Securities Exchange Act of 1934 (the “Exchange Act”) and the corresponding rule of the
Securities and Exchange Commission, 17 C.F.R. § 240.10b-5 (“Rule 10b-5").

Pending now is Aratana’s motion to dismiss the Amended Class Action Complaint
(“AC”) for failure to state a claim under Federal Rules of Civil Procedure 12(b)(6) and 9(b). For
the following reasons, the Court grants the motion and dismisses the AC in its entirety.

I Background'

A. The Parties

! These facts are drawn primarily from the AC. Dkt. 22. For the purpose of resolving the motion
to dismiss, the Court assumes all well-pled facts to be true and draws all reasonable inferences in
favor of plaintiffs. See Koch v. Christie’s Int’l PLC, 699 F.3d 141, 145 (2d Cir. 2012). The
Court has also considered the documents attached to the declaration of Kevin M. McDonough in
support of the motion to dismiss, Dkt. 30 (“McDonough Decl.”), and the document attached to
the declaration of Shannon L. Hopkins in opposition to the motion to dismiss, Dkt. 32 (“Hopkins
Decl.”). Because these documents were incorporated into the AC by reference, or are matters of
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Aratana is “a development-stage biopharmaceutical company that develops biomedical
therapeutics for animals.” AC 2. The individual defendants are St. Peter, Aratana’s President,
CEOQ, and founder, and Tooman, Aratana’s CFO and Treasurer. Id. ] 23-24. Each exercised
authority with respect to Aratana’s conduct, and each had access to material inside information
about Aratana during the Class Period. Id.

The lead plaintiffs are individuals who acquired Aratana securities during the Class
Period. Id. Y 19-21.

B. Aratana’s Business Activities During the Class Period

At the start of the Class Period—March 16, 2015—Aratana had two animal
pharmaceutical products conditionally or fully approved by either the Food and Drug
Administration (“FDA™) or the United States Department of Agriculture (“USDA”):
BLONTRESS and TACTRESS, which are both lymphoma treatments for dogs. Id. Y 29, 55.
The company received full approval for BLONTRESS in early 2015, and for TACTRESS in
January 2016. Id. 61.

In October 2015, Aratana entered into a loan agreement consisting of a $35 million term
loan and a $5 million revolving line of credit. Id. §4. The loan agreement provided that certain

payment obligations would be deferred if, by December 31, 2016, Aratana had received full

public record, they are properly considered on a motion to dismiss. See City of Pontiac
Policemen’s & Firemen’s Ret. Sys. v. UBS AG, 752 F.3d 173, 179 (2d Cir. 2014) (in resolving a
motion to dismiss, the court may consider, inter alia, “any statements or documents incorporated
in it by reference, as well as public disclosure documents required by law to be, and that have
been, filed with the SEC, and documents that the plaintiffs either possessed or knew about and
upon which they relied in bringing the suit”). The Court considered these documents “not for the
truth of the matters asserted therein,” but only “for the fact that the statements were made.”
Clark v. Kitt, No. 12 Civ. 8061(CS), 2014 WL 4054284, at *7 (S.D.N.Y. Aug. 15, 2014); see
also, e.g., Staehr v. Hartford Fin. Servs. Grp., 547 F.3d 406, 425 (2d Cir. 2008) (“[I]t is proper to
take judicial notice of the fact that press coverage, prior lawsuits, or regulatory filings contained
certain information, without regard to the truth of their contents.” (emphasis omitted)).

2
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regulatory approval for four biomedical products (including BLONTRESS and TACTRESS), as
well as conditional approval for a fifth. /d. Receiving this deferment was “critical to [Aratana’s]
future viability.” Id.

In March 2016, the company received full approval for a third product: GALLIPRANT,
an arthritis treatment for dogs. Id. 28, 61. On May 16, 2018, the company received full
approval for ENTYCE, the product at issue in this lawsuit. /d. § 62. Finally, in August 2016,
Aratana received full approval for NOCITA, a pain medication for dogs. Id. § 63. With
NOCITA’s approval, Aratana met the terms of the loan agreement. Id.

C. The FDA Approval Process

Plaintiffs’ claims concern defendants’ statements about the FDA approval process for
(and subsequent commercial distribution of) ENTYCE. ENTYCE, also known as AT-002, is a
“capromorelin oral solution” designed to stimulate appetite in dogs suffering from acute and
chronic diseases. /d. §48. Commercial distribution of an animal pharmaceutical like ENTYCE
requires FDA approval. Id. ] 29, 40. That process involves several steps, as follows.

First, a company seeking approval for an animal pharmaceutical must establish an
Investigational New Animal Drug file with the FDA’s Center for Veterinary Medicine (“CVM?”).
Id. §42. The company then holds a pre-development meeting with the CVM to establish a plan
for providing data necessary to meet the requirements for a New Animal Drug Application
(“NADA”). .

As part of the NADA process, the company must gather and submit data on three
“technical sections,” each of which must be satisfied to receive approval: (1) safety; (2)
effectiveness; and (3) chemistry, manufacturing, and controls (“CMC”). Id. ] 43-44. Asto the

CMC section specifically, the company must demonstrate that the product has a “defined
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manufacturing process that ensures that the product can be made with high quality consistency.”
1d. § 43 (quotation marks omitted). Manufacturing may take place in-house, or, as with Aratana,
with the assistance of third-party “contract manufacturers” compliant with Current Good
Manufacturing Practices (“cGMP”). Id. 99 35-36.2

If the CVM deems the company’s submissions satisfactory as to any particular technical
section, it issues a technical section complete letter for that section. /d.  44. Once the company
receives all three letters, it then files an “administrative NADA,” which compiles certain
additional relevant information, including proposed labeling. Id. §45. Generally, if there are no
deficiencies in the administrative NADA, the FDA will fully approve the product within 60 days.
Id

Once a drug is approved, any post-approval changes that may adversely affect the
identity, strength, quality, purity, or potency of a drug are deemed “major changes,” and require
renewed approval by the CVM. Id. q 46. Relevant here, a change in manufacturing sites
constitutes a major change if the new site has never been inspected by the FDA for the relevant
type of operation, or if the new site does not comply with cGMP. Id. To secure approval for a
major change, and thus to receive authorization to distribute any products affected by the change,
a company must file a Prior Approval Supplement (“PAS”). Id. A PAS is subject to a 120-day

review period. Id.

2 Aratana used contract manufacturers because it “lack[ed] the resources and capability to
manufacture any of [its] own therapeutic candidates on a scale necessary for commercialization.’
Id. § 35 (quotation marks omitted). Thus, as Aratana disclosed, the company was “completely
dependent on [contract manufacturers] to comply with cGMP [and] ha[d] no control over the
[contract manufacturers’] ability to maintain adequate quality control and quality assurance
practices.” Id. § 36.

2
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D. Aratana’s Challenged Statements Regarding ENTYCE

By March 16, 2015—the start of the Class Period—Aratana had already submitted a
NADA to the CVM regarding ENTYCE, and had already received a technical section complete
letter for the safety section. See id. ] 49. Plaintiffs allege that from that date until March 13,
2017, defendants made a series of false and misleading statements or omissions concerning
ENTYCE’s prospects for commercialization. Specifically, plaintiffs allege that defendants
falsely stated that ENTYCE was on track for commercial launch first in 2016 and then in early
2017, while in fact defendants knew that these timelines were unrealistic, given that Aratana had
failed to secure an FDA-approved manufacturer capable of producing ENTYCE on a commercial
scale. Id. 16, 13. According to plaintiffs, the truth was finally revealed to investors on
February 6, 2017, when Aratana disclosed that the CVM had, on February 2, 2017, requested
additional information regarding the company’s transfer of manufacturing for ENTYCE from
one vendor to another. Id. 9§ 10-11.2

The Court will now recite chronologically the statements alleged by plaintiffs to be
actionably false or misleading and to have supported defendants’ scheme. For ease of reference,
the Court has grouped the alleged misstatements by expected commercialization date—i.e., the
anticipated commercial release date for ENTYCE as announced by defendants.*

1. Anticipated 2016 or “Mid-2016" Release

On March 16, 2015, having received the first section complete letter for ENTYCE,

Aratana filed its annual Form 10-K with the SEC. Id. § 73. This submission marks the

3 The Class Period is defined as lasting until March 13, 2017, on the theory that the full extent of
the financial harm caused by this delay had not come into focus until then. See id. § 118.

4 Certain statements are inaccurately transcribed in the AC. The Court recites here the original
language from the underlying documents.
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beginning of the Class Period. Plaintiffs claim that several of defendants’ statements in this
document were false and misleading. Because this document (like later, similar Forms 10-K

filed by Aratana) is central to the instant motion to dismiss, the Court describes the Form at some
length.

The Form begins with a series of cautionary statements. First, Aratana identified as
“forward looking,” for purposes of the Private Securities Litigation Reform Act of 1995, any
statements concerning “management’s plans and objectives for product development and
commercialization,” “anticipated timing of regulatory submissions and approvals,” and “business
prospects and collaborations.” McDonough Decl. Ex. 13 at 1 (the “2014 10-K”). Such
statements, the Form warned, were subject to “risks, uncertainties and assumptions, that, if they
never materialize or if they prove incorrect, could cause our consolidated results to differ
materially from those expressed or implied by such forward-looking statements.” /d.

The report then directed readers to a set of “Risk Factors.” See id. As relevant here,
these included the following:

e “Although we have one fully approved product and one conditionally approved
product, we are substantially dependent on the success of our current product
candidates.” Id. at 33.

e “The development and commercial success of our current product candidates will
depend on a number of factors, including . . . the ability of us or our third-party
manufacturers to manufacture supplies of any of our current or future product
candidates and to develop, validate and maintain commercially viable manufacturing
processes that are compliant with [cGMP, and] our ability to successfully launch
commercial sales of our current product candidates, assuming CVM . . . approval is
obtained, whether alone or in collaboration with others . . ..” Id. at 33-34.

e “We may be unable to obtain regulatory approval for our existing or future product
candidates under applicable regulatory requirements. The denial or delay of any such
approval would delay commercialization efforts and adversely impact our potential to
generate revenue, our business and our results of operations.” Id. at 34.
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e “We rely completely on third-party manufacturers to manufacture the supplies for the
development of [products such as ENTYCE] and we intend to rely on third-party
manufacturers to produce commercial quantities of any of these approved drug
candidates. With respect to [these products], we do not currently have, nor do we
currently plan to acquire, the internal infrastructure or capability to manufacture . . .
any of our product candidates on a scale necessary for commercialization. We will
need to identify contract manufacturers to provide commercial supplies of the
formulated drugs . . . . If the CVM . . . does not approve our contract manufacturers’
facilities used for the manufacture of our product candidates, or if any such agency
withdraws any such approval in the future, we may need to find alternative
manufacturing facilities, which would adversely impact our ability to develop and
obtain regulatory approval for or market our product candidates, if approved.” Id. at
38-39.

e “[T]o manufacture our product candidates in the quantities that we believe would be
required to meet anticipated market demand, our third-party manufacturers may need
to increase manufacturing capacity, which could involve significant challenges and
may require additional regulatory approvals. Neither we nor our third-party
manufacturers may successfully complete any manufacturing scale-up activities
required to increase existing manufacturing capabilities in a timely manner, or at all.”
Id. at 39; see also AC § 105.

The Form also included statements about the business prospects of Aratana’s product
candidates. Noting that “[m]anufacturers of animal health pharmaceuticals, including us, must
show their products to be safe, effective and produced by a consistent method of manufacture,”
Aratana stated that it had “established processes and resources to provide oversight of the
development and launch of our products and their maintenance in the market.” AC §102; 2014
10-K at 24, 28. With respect to ENTYCE specifically, the Form stated “[w]e plan to have all
three major technical sections of the NADA completed in time to receive NADA approval in
2016.” 1d. 73,2014 10-K at 11.

On May 8, 2015, Aratana filed a quarterly Form 10-Q with the SEC, in which the
company “anticipate[d] U.S. marketing approval [for ENTYCE] in 2016.” AC 9 74;

McDonough Decl. Ex. 17 at 21 (the “Q1 2015 10-Q”). That same day, the company held an
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earnings call, in which St. Peter stated that “Aratana is working to secure commercial supply” of
ENTYCE. AC 9 75; McDonough Decl. Ex. 18 at 4 (the “Q1 2015 Earnings Call”).’

On August 6, 2015, Aratana issued a press release attached to a Form 8-K updating the
market on recent positive ENTYCE study results. It noted that “Aratana anticipates submitting
an administrative [NADA] for [ENTYCE] in 2016, which if approved, would allow the
Company to commence commercialization of the product in mid-2016.” AC q 76; McDonough
Decl. Ex. 19 at 1.

On August 7, 2015, Aratana filed its second-quarter 2015 Form 10-Q. AC §77. As
concerns ENTYCE, Aratana reported that it “anticipate[d] submitting an NADA for AT-002 in
dogs in 2016, which if approved, would allow us to commence commercialization of the product
in mid-2016.” Id.; McDonough Decl. Ex. 5 at 21 (the “Q2 2015 10-Q”).

The same day, Aratana held another earnings call. St. Peter stated that “Aratana has
made remarkable progress towards our stated goal of advancing our expanding pipeline towards
commercialization.” AC Y 79; McDonough Decl. Ex. 4 at 3 (the “2015 Q2 Earnings Call”). He
continued: “One implication of this substantial progress, Aratana believes that it will have six
products on the market in 2016. . . . [T]hat has been the planning assumption for quite some
time.” AC 9 79; 2015 Q2 Earnings Call at 3—4. In response to a question regarding what
Aratana was “doing to prepare for manufacturing and supply needs for [ENTYCE],” St. Peter
responded: “[W]e’re working to complete the commercial supply agreement on that one.” AC

9 79; 2015 Q2 Earnings Call at 8. As to that subject, he continued, it is something “we’ve been

> Like every document alleged by plaintiffs to contain false or misleading statements, these two
documents—the Q1 2015 10-Q and the Q1 2015 Earnings Call transcript—expressly incorporate
the risk factors identified by Aratana in its Form 10-K. See Q1 2015 10-Q at 29; Q1 2015
Earnings Call at 3. Likewise, every document referenced in the AC contains an express forward-
looking statement disclaimer. See, e.g., Q1 2015 10-Q at 20; Q1 2015 Earnings Call at 3.

8
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working on and tracking to support the launch of the products in 2016. But it will be contract
manufacturing.” AC §79; 2015 Q2 Earnings Call at 8.

On September 24, 2015, Aratana issued another press release attached to a Form 8-K.
The company stated that it “anticipate[d] submitting an NADA in early 2016, which if approved,
is expected to enable the Company to commence commercialization of the product in mid-2016
or,” as the company suggested for the first time, “shortly thereafter.” AC § 80; McDonough
Decl. Ex. 20 at 1.

On November 5, 2015, Aratana issued another press release, also attached to a Form 8-K.
The company announced that it had received its technical section complete letter for ENTYCE
for CMC. AC q 81; McDonough Decl. Ex. 21 at 1. The press release set out the same timeline
and noted, with respect to ENTYCE, that “[c]learly, in the near-term, the key priority is
commercial execution.” AC § 81; McDonough Decl. Ex. 21 at 1, 3 (quotation marks omitted).

On November 6, 2015, in its third-quarter 2015 Form 10-Q, Aratana set forth the same
timeline with the same language. AC § 82; McDonough Decl. Ex. 22 at 28 (the “2015 Q3 10-
Q”). And on a November 6, 2015 earnings call, St. Peter stated: “[W]e are proud of the fact that
2.5 years later we believe that we are on track to have these products [including ENTYCE] reach
the market in 2016 . . . . We very much look forward to launching these products next year.” AC
9 83; McDonough Decl. Ex. 23 at 3 (the “2015 Q3 Earnings Call”). St. Peter added that the
company was “confident in these products and our overall commercialization strategy.” AC
9 83; 2015 Q3 Earnings Call at 3. Finally, as to the “unprecedented number of pet therapeutics”
that Aratana hoped to have on the market by 2016, St. Peter stated that Aratana had already

“completed safety studies, demonstrated GMP manufacturing, conducted pilot field studies and
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successfully completed the rigorous pivotal field effectiveness studies.” AC § 103; 2015 Q3
Earnings Call at 3.

On November 17, 2015, Aratana filed a Form 8-K. It stated that the company “plan[ned]
to have discussions with the national veterinary distributors in the first and second quarters of
2016 to discuss potential distribution arrangements for our product candidates.” AC 9§ 84;
McDonough Decl. Ex. 24 at 3.

2. Anticipated Late-2016 Release

On March 14, 2016, Aratana issued a press release attached to a Form 8-K. It announced
that Aratana had received its third and final technical section complete letter for ENTYCE (for
effectiveness). AC q 85; McDonough Decl. Ex. 6 at 4. Aratana stated that it was “finalizing the
[ENTYCE] product label, completing the other minor sections, and expect[ed] to submit the
administrative NADA by the end of March 2016.” AC § 85; McDonough Decl. Ex. 6 at 4. As
for commercialization, the company revised its timeline: Aratana now “anticipate[d] commercial
availability of ENTYCE in late-2016 or shortly thereafter.” AC 9 85; McDonough Decl. Ex. 6 at
4,

On March 15, 2016, Aratana filed its 2015 Form 10-K. It stated Aratana’s expectation,
pending CVM approval, of “commenc[ing] commercialization of ENTYCE in the United States
in late-2016 or shortly thereafter.” AC § 86; McDonough Decl. Ex. 2 at 6 (the “2015 10-K”).
Relevant here, Aratana also stated as follows:

We have identified contract manufacturers to provide commercial supplies of the
APIs [i.e., active pharmaceutical ingredients] and formulated drugs for our lead
pharmaceutical product candidates [including ENTYCE]. These contract
manufacturers have established track records of quality product supply and
significant experience with regulatory requirements of both CVM and [the
European Medicines Agency]. We are currently transferring the manufacturing
technology process for . . . ENTYCE and scale-up required for commercialization.

10
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We believe we have or will have sufficient supply of formulated drugs to meet our
commercial forecast.

AC 9 87,2015 10-K at 9.°

That same day, Aratana held another earnings call with analysts. See AC { 88;
McDonough Decl. Ex. 7 (the “2015 Q4 Earnings Call”). On that call, an analyst asked whether
and to what extent manufacturing processes were “driving the timing” of the commercialization
of products such as ENTYCE. See AC 9 88; 2015 Q4 Earnings Call at 6. St. Peter responded as

follows:

So a number of things create that time between when you get the formal approval
and when you actually launch the product. One of which is you actually have to
really create a commercial supply with the product labeling and all of the different
SKUs for the products. So that you can actually stock if you’re going to use
distributors, you can stock the distributors and also make the product available. So
one issue is just that ramping up the commercial supply and inventory to launch.
One of the others is the conference sequence and really thinking about when you
want to be launching and obviously, between holidays is not ideal. . . . And the
other challenge that we have obviously is commercial scale up. You run the clinical
trials with smaller batches of products. That’s what the approval is based on. Then
as you move to commercialization, you scale that up to support really a commercial
product. And so we’re doing that with respect to both Galliprant and Entyce. . . .
[W]ith respect to [those products], we’re seeking to enter those supply agreements
to really support the overall commercial forecast.

AC 9 88; 2015 Q4 Earnings Call at 6. The analyst followed up, “just to clarify that last point, are
you still working on those commercial agreements or are those already in place at this point?”
AC 9 88; 2015 Q4 Earnings Call at 6. St. Peter responded, “we’re still working on the supply
agreements for Galliprant and Entyce.” AC q 88; 2015 Q4 Earnings Call at 6.

A second analyst on the call then asked why, if Aratana anticipated filing an

administrative NADA by March 2016, commercialization would begin only in late-2016 or

6 As noted above, the 2015 10-K, like the 2014 10-K, included an express forward-looking
statements disclaimer and identified materially identical risk factors. See 2015 10-K at 1, 24-42.

11
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shortly thereafter, given that review of an administrative NADA typically takes only 60 days.
AC 4 88; 2015 Q4 Earnings Call at 7. St. Peter responded, “for all the reasons that I tried to
explain previously, scaling up commercial supply, sequencing the launches, thinking about the—
when in the calendar you want to be launching, those are the factors that really—and also getting
the actual inventory made and shipped, all the different SKUs. And those are the factors that
create that time lag.” AC  88; 2015 Q4 Earnings Call at 7.

On May 5, 2016, Aratana issued a press release attached to a Form 8-K. It disclosed that
Aratana had filed its administrative NADA for CVM approval. AC q 89; McDonough Decl. Ex.
25 at 1. The company stated that if ENTYCE were approved by the CVM, Aratana “anticipates
commercial availability of Entyce in late-2016 or shortly thereafter.” AC { 89; McDonough
Decl. Ex. 25 at 1.

On May 6, 2016, Aratana stated the same in its first-quarter Form 10-Q filing. AC 9 90;
McDonough Decl. Ex. 8 at 23 (the “2016 Q1 10-Q”). The company also disclosed that, during
the previous quarter, it “continued to transfer the manufacturing technology processes for . . .
ENTYCE to our identified active pharmaceutical ingredient and formulated product contract
manufacturers to provide commercial supplies.” AC §90; 2016 Q1 10-Q at 24.

On the same day, Aratana held another earnings call. St. Peter again reiterated the “late
2016 or shortly thereafter” time frame, and stated that Aratana had “commenced the process of
hiring a sales organization . . . to support . . . Aratana’s anticipated launches of Entyce and
Nocita.” AC g 92; McDonough Decl. Ex. 26 at 3 (the “2016 Q1 Earnings Call™).

3. Early 2017 Release Date

On May 17, 2016, Aratana announced in a press release that the FDA had fully approved

ENTYCE for appetite stimulation in dogs. McDonough Decl. Ex. 9 at 1. The company then

12
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stated, revising its timeline once more, that it “intend[ed] to commercially launch Entyce in
conjunction with the North American Veterinary Conference in February 2017.” Id.

On August 4, 2016, Aratana issued another press release attached to a Form 8-K setting
forth the same timeline. AC § 93; McDonough Decl. Ex. 27 at 1.

On August 5, 2016, Aratana filed its second-quarter 2016 Form 10-Q. It repeated the
company’s expectation that ENTYCE would launch commercially in the “first quarter of 2017.”
AC 4 94; McDonough Decl. Ex. 10 at 27 (the “2016 Q2 10-Q”). Aratana also noted that in the
second quarter of 2016, it had “continued to transfer the manufacturing technology processes for
... ENTYCE to our identified active pharmaceutical ingredient (“API”) and formulated product
contract manufacturers to provide commercial supplies.” AC 9 95;2016 Q2 10-Q at 28. Finally,
the Form 10-Q also set forth Aratana’s near-term plans concerning ENTYCE:

We intend to make filings to the FDA in the third quarter of 2016, in support of the
transfer of API and formulated contract manufacturing to the respective contract
manufacturing organizations to be used for the production of launch inventories.
FDA approval of these filings are required for product launch.

2016 Q2 10-Q at 28.7

The same day, Aratana held its second-quarter 2016 earnings call. St. Peter once again
announced that the company anticipated ENTYCE’s commercial launch in the first quarter of
2017. AC 9 96; McDonough Decl. Ex. 28 at 3. On November 3, 2016, some three months later,
Aratana issued another press release announcing the same time frame, provided that “Aratana’s
supply of Entyce is approved and released.” AC q 97; McDonough Decl. Ex. 29 at 1.

On November 4, 2016, Aratana filed its third-quarter 2016 Form 10-Q. On that Form,

Aratana addressed ENTYCE’s manufacturing status as follows:

7 This statement is conspicuously absent from and unaddressed in both the AC and plaintiffs’
brief opposing dismissal.

13
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During the third quarter of 2016, we continued to transfer the manufacturing
technology processes for GALLIPRANT and ENTYCE to our identified active
pharmaceutical ingredient (“API”) and formulated product contract manufacturers
to provide commercial supplies. We have completed the required manufacturing
validation work in regards to API for both GALLIPRANT and ENTYCE. We
made additional manufacturing filings with the FDA to obtain approvals that are
required for commercial launch. Further, we continue to complete the required
manufacturing validation work of formulated product and packaging to produce
inventory for commercial availability.

AC 17 98-99; McDonough Decl. Ex. 11 at 25 (the 2016 Q3 10-Q”).

Also on November 4, 2016, defendants held a third-quarter 2016 earnings call. In
response to a question regarding the “actual launch dates” of GALLIPRANT and ENTYCE, St.
Peter gave a detailed response, quoted at length in the AC and reproduced here:

So we’re not changing the timing of what we expect . . .. I think as we’ve discussed
several times over the past few years, there is a lag between the approval and the
product launch for these 2 products, because they’re new chemical entities, and that
takes several months. And so . .. while the manufacturing scale for FDA approval
is significant, the scale that is required to support what we believe to be [two very]
large commercial products is even larger. And our approach had not been to scale
up all the way to that commercial scale at risk. And so what that means is
significant post-approval work. And that includes, in some cases, transferring the
API or active pharmaceutical ingredient manufacturing. In other cases, moving the
formulation of the drug product or packaging and really process improvements.
And so when you make those sorts of changes and moves, there’s things that require
various filings with the FDA to make sure that they understand everything that
you’re doing, and we need to let those play out before we can actually ship products
to the customers. And then, of course, I think some good news, at this point, we
believe that we basically made all the necessary filings. It’s just a matter of playing
those out. And then beyond the regulatory requirements, both Aratana and our
collaborators have certain quality standards and procedures that have to be satisfied
before product is released to market, and I think that’s true for basically all
pharmaceuticals. And so that’s all what’s happening over the next weeks to months
to support the time lines we’ve articulated.

AC § 100; McDonough Decl. Ex. 30 at 8 (the “2016 Q3 Earnings Call”).

14
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E. The Alleged Corrective Disclosure

On February 6, 2017, Aratana filed a Form 8-K announcing that the commercial
availability of ENTYCE would be pushed back to late 2017. AC § 115. This delay, Aratana
explained, was the result of the CVM’s February 2, 2017 request for additional information from
Aratana regarding the company’s proposed transfer of ENTYCE manufacturing to a new vendor.
Id.; see also McDonough Decl. Ex. 15 at 3. On this news, shares of Aratana fell 17.93%. AC
q116.

On March 13, 2017, Aratana filed another Form 8-K, reporting $15.1 million in losses in
2016 attributable to impairment charges of intangible assets and inventory adjustments resulting
at least in part from the delayed commercial rollout of ENTYCE. AC { 118.

The next day (after the close of the Class Period), Aratana disclosed in its 2016 Form 10-
K submission that it had written off $2,639 in process validation batches of ENTYCE and $1,983
in associated manufacturing costs as research and development expenses because those batches
could no longer be used as commercial launch inventory. AC 9 119; see also McDonough Decl.
Ex. 3.

Also on March 14, 2017, during the fourth-quarter 2016 earnings call, Tooman
announced that Aratana had made inventory adjustments of approximately $2.6 million in
inventory intended for an earlier commercial launch, and also had lost a purchase commitment of
approximately $2 million. See AC 9 120. On this news, shares of Aratana’s stock dropped
another 24%. Id. § 121.

F. Post-Class-Period Events

On April 25, 2017, Aratana issued a press release announcing that it had reached an

agreement with CVM regarding ENTYCE’s manufacture, and believed it would be able to make
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ENTYCE commercially available by the fall of 2017. Id. § 122. On this news, Aratana’s stock
price increased approximately 6%. Id 9§ 123.

On May 4, 2017, Aratana filed a press release attached to a Form 8-K announcing that the
company had offered and sold approximately $24.4 million worth of common stock in part to
support the commercialization of ENTYCE. Id. § 124.

On May 9, 2017, Aratana filed its first-quarter 2017 Form 10-Q, reiterating that the
company expected ENTYCE to be commercially available by fall 2017. Id. 9§ 126.2

G. The Individual Defendants’ Stock Activity

Plaintiffs allege that the individual defendants made suspicious stock sales, albeit
pursuant to pre-set Rule 10b5-1 trading plans, during the Class Period. Tooman, after making no
sales before the start of the Class Period, sold approximately $314,175 in Aratana shares across
four days in 2015 and 2016. AC 9 154-56. These sales included one substantial sale on
September 9, 2016. Id. 9 156. St. Peter, meanwhile, after selling 50,000 shares in 2014, sold
300,000 shares during the Class Period, with total proceeds of $1,664,925. Id. § 157-62.

H. Procedural History

On June 6, 2017, this Court issued a decision consolidating two underlying cases and
appointing lead plaintiffs. See Dkt. 19. The Court incorporates by reference the prior procedural

history set forth in that decision.

8 Defendants note that the FDA ultimately did approve Aratana’s PAS on October 13, 2017,
without requiring any changes to the manufacturer Aratana had in place when it first submitted
the PAS. See Dkt. 33 at 2 (citing the declaration of Kevin M. McDonough in support of
defendants’ reply memorandum, Dkt. 34). However, because the cited document postdates the
AC, the Court has not considered this information in resolving the pending motion.
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On August 7, 2017, plaintiffs filed the operative AC. Dkt. 22. On October 6, 2017,
defendants filed the pending motion to dismiss, Dkt. 28, a memorandum of law in support, Dkt.
29 (“Mem.”), and the McDonough Declaration, Dkt. 30. Defendants also filed a letter motion
seeking oral argument. Dkt. 27. On November 6, 2017, plaintiffs filed their memorandum of
law in opposition to the motion to dismiss, Dkt. 31 (“Opp.”), as well as the Hopkins Declaration,
Dkt. 32. On November 20, 2017, defendants filed a reply. Dkt. 33.

II1. Applicable Legal Standards

A. Standards for Resolving a 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 relief that is plausible on its face.” Bell Atl. Corp. v. Twombly, 550 U.S.
544, 570 (2007). A claim will only have “facial plausibility when the plaintiff pleads factual
content that allows the court to draw the reasonable inference that the defendant is liable for the
misconduct alleged.” Ashcrofi v. Igbal, 556 U.S. 662, 678 (2009). A complaint is properly
dismissed where, as a matter of law, “the allegations in a complaint, however true, could not
raise a claim of entitlement to relief.” Twombly, 550 U.S. at 558. Although the court must
accept as true all well-pled factual allegations in the complaint and draw all reasonable
inferences in the plaintiff's favor, Steginsky v. Xcelera Inc., 741 F.3d 365, 368 (2d Cir. 2014),
that tenet “is inapplicable to legal conclusions,” Igbal, 556 U.S. at 678.

“Securities fraud claims are subject to heightened pleading requirements that the plaintiff
must meet to survive a motion to dismiss.” ATSI Commc 'ns, Inc. v. Shaar Fund, Ltd., 493 F.3d
87, 99 (2d Cir. 2007); see also Tellabs, Inc. v. Makor Issues & Rights, Ltd., 551 U.S. 308, 321-

23 (2007).
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First, a complaint alleging securities fraud must meet the requirements of Federal Rule of
Civil Procedure 9(b). See ECA & Local 134 IBEW Joint Pension Trust of Chi. v. JP Morgan
Chase Co., 553 F.3d 187, 196 (2d Cir. 2009). Rule 9(b) states that “[i]n alleging fraud or
mistake, a party must state with particularity the circumstances constituting fraud or mistake.”
Fed. R. Civ. P. 9(b). “Allegations that are conclusory or unsupported by factual assertions are
insufficient.” A7SI, 493 F.3d at 99.

Second, such a complaint must comply with the pleading requirements of the Private
Securities Litigation Reform Act (“PSLRA”), 15 U.S.C. § 78u—4(b). See ECA, 553 F.3d at 196.
In particular, where a plaintiff’s claims depend upon allegations that the defendant has made an
untrue statement of material fact or that the defendant omitted a material fact necessary to make
a statement not misleading, the plaintiff “shall specify each statement alleged to have been
misleading [and] the reason or reasons why the statement 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 misleading; they must demonstrate with specificity why and
how that is s0.” Rombach v. Chang, 355 F.3d 164, 174 (2d Cir. 2004). In addition, the plaintiff
“shall, with respect to each act or omission . . . state with particularity facts giving rise to a
strong inference that the defendant acted with the required state of mind.” 15 U.S.C. § 78u—
4(b)(2).

B. Elements of Plaintiffs’ Claims

Plaintiffs assert claims under §§ 10(b) and 20(a) of the Exchange Act, and Rule 10b-5.
AC 9 194-209.

Section 10(b) of the Exchange Act makes it unlawful to “use or employ, in connection

with the purchase or sale of any security . . . any manipulative or deceptive device or contrivance
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in contravention of such rules and regulations as the Commission may prescribe.” 15 U.S.C.

§ 78j(b). The SEC’s implementing rule, Rule 10b-5, provides that it is unlawful “[t]o make any
untrue statement of a material fact or to omit to state a material fact necessary in order to make
the statements made, in light of the circumstances under which they were made, not misleading.”
17 C.F.R, § 240.10b-5.

To state a claim under § 10(b) of the Exchange Act, a plaintiff must adequately plead “(1)
a material misrepresentation or omission by the defendant; (2) scienter; (3) a connection between
the misrepresentation or omission and the purchase or sale of a security; (4) reliance upon the
misrepresentation or omission; (5) economic loss; and (6) loss causation.” Matrixx Initiatives,
Inc. v. Siracusano, 563 U.S. 27, 37-38 (2011) (quotation marks and citation omitted).

To state a claim under § 20(a) of the Exchange Act, “a plaintiff must show (1) a primary
violation by the controlled person, (2) control of the primary violator by the defendant, and (3)
that the defendant was, in some meaningful sense, a culpable participant in the controlled
person’s fraud.” Carpenters Pension Tr. Fund of St. Louis v. Barclays PLC, 750 F.3d 227, 236
(2d Cir. 2014) (quoting ATSI, 493 F.3d at 108) (quotation marks omitted). If a plaintiff has not
adequately alleged a primary violation, i.e., a viable claim under another provision of the
Exchange Act, then the § 20(a) claims must be dismissed. See id.

C. False or Misleading Statements or Omissions

In addition, to survive a motion to dismiss, the complaint must adequately plead “that the
defendant made a statement that was ‘misleading as to a material fact.”” Matrixx Initiatives, 563
U.S. at 38 (quoting Basic Inc. v. Levinson, 485 U.S. 224, 238 (1988)) (emphasis omitted).
Significantly, § 10(b) and Rule 10b-5 “do not create an affirmative duty to disclose any and all

material information.” Id. at 44; see also Basic, 485 U.S. at 239 n.17. “Disclosure of . . .
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information is not required . . . simply because it may be relevant or of interest to a reasonable
investor.” Resnik v. Swartz, 303 F.3d 147, 154 (2d Cir. 2002). An omission of information not
affirmatively required to be disclosed is, instead, actionable only when disclosure of such
information is “necessary ‘to make . . . statements made, in the light of the circumstances under
which they were made, not misleading.’” Matrixx Initiatives, 563 U.S. at 44 (quoting 17 C.F.R.
§ 240.10b—-5(b)); see also In re Vivendi, S.A. Sec. Litig., 838 F.3d 223, 23940 (2d Cir. 2016)
(““Pure omissions’ of information, absent a duty to disclose, are not actionable. Half-truths,
however, ‘statements that are misleading . . . by virtue of what they omit to disclose,’” are.)
The materiality requirement, meanwhile, “is satisfied when there is ‘a substantial

likelihood that the disclosure of the omitted fact would have been viewed by the reasonable

29

investor as having significantly altered the total mix of information made available.”” Matrixx

Initiatives, 563 U.S. at 38 (quoting Basic, 485 U.S. at 231-32). As the Supreme Court has
explained, a lower standard—such as defining a “material fact” as any “fact which a reasonable
shareholder might consider important”—would lead corporations to “bury the shareholders in an
avalanche of trivial information[,] a result that is hardly conducive to informed decisionmaking.”
TSC Indus., Inc. v. Northway, Inc., 426 U.S. 438, 448—49 (1976). The “materiality hurdle” is,
therefore, “a meaningful pleading obstacle.” In re ProShares Trust Sec. Litig., 728 F.3d 96, 102
(2d Cir. 2013). However, because of the fact-intensive nature of the materiality inquiry, the
Court may not dismiss a complaint “on the ground that the alleged misstatements or omissions
are not material unless they are so obviously unimportant to a reasonable investor that reasonable
minds could not differ on the question of their importance.” ECA, 553 F.3d at 197 (quotation

marks omitted).
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D. Statements of Opinion

Like objective statements of material fact, subjective statements of opinion can be
actionable as fraud. As the Supreme Court and the Second Circuit have recently clarified, such
statements of opinion can give rise to liability in two distinct ways.

First, “liability for making a false statement of opinion may lie if either ‘the speaker did

29

not hold the belief she professed’ or ‘the supporting fact she supplied were untrue.”” See Tongue

v. Sanofi (“Sanofi I1’), 816 F.3d 199, 210 (2d Cir. 2016) (quoting Omnicare, Inc. v. Laborers
Dist. Council Const. Indus. Pension Fund, 135 S. Ct. 1318, 1327 (2015)). “It is not sufficient for
these purposes to allege that an opinion was unreasonable, irrational, excessively optimistic, [or]
not borne out by subsequent events.” In re Salomon Analyst Level 3 Litig., 350 F. Supp. 2d 477,
489 (S.D.N.Y. 2004). “The Second Circuit has firmly rejected this ‘fraud by hindsight’
approach.” Podany v. Robertson Stephens, Inc., 318 F. Supp. 2d 146, 156 (S.D.N.Y. 2004)
(citing Stevelman v. Alias Research, Inc., 174 F.3d 79, 85 (2d Cir. 1999)).

Second, “opinions, though sincerely held and otherwise true as a matter of fact, may
nonetheless be actionable if the speaker omits information whose omission makes the statement
misleading to a reasonable investor.” Sanofi I, 816 F.3d at 210 (citing Omnicare, 135 S. Ct. at
1332). To adequately allege that a statement of opinion was misleading through the omission of
material information, “[t]he investor must identify particular (and material) facts going to the
basis for the issuer’s opinion—facts about the inquiry the issuer did or did not conduct or the
knowledge it did or did not have—whose omission makes the opinion statement at issue
misleading to a reasonable person reading the statement fairly and in context.” Id. at 209
(quoting Omnicare, 135 S. Ct. at 1332). As the Supreme Court has explained, “a reasonable

investor, upon hearing a statement of opinion from an issuer, ‘expects not just that the issuer
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believes the opinion (however irrationally), but that it fairly aligns with the information in the
issuer’s possession at a time.”” Id. at 210 (quoting Omnicare, 135 S. Ct. at 1329). “The core
inquiry,” then, “is whether the omitted facts would ‘conflict with what a reasonable investor
would take from the statement itself.”” Id. (quoting Omnicare, 135 S. Ct. at 1329).

The Supreme Court has instructed that this second theory of liability for opinions, based
on omissions of material facts that may render a statement of opinion actionable, should not be
given “an overly expansive reading”; rather, establishing liability on such a theory “is no small
task for an investor.” Id. (quoting Omnicare, 135 S. Ct. at 1332) (quotation marks omitted).
“Reasonable investors understand that opinions sometimes rest on a weighing of competing
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