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1. Lead Plaintiff St. Paul Teachers’ Retirement Fund Association ( “Lead Plaintiff” or
“Plaintiff”), by its undersigned attorneys, brings this action under Sections 10(b) and 20(a) of the
Securities Exchange Act of 1934 (the “Exchange Act”), and U.S. Securities and Exchange
Commission (“SEC”) Rule 10b-5 promulgated thereunder, on behalf of itself and all other
similarly situated purchasers of the securities of HeartWare International, Inc. (“HeartWare” or
the “Company”) from June 10, 2014 through January 10, 2016, inclusive (the “Class Period”).

2. Lead Plaintiff alleges the following upon personal knowledge as to itself and its
own acts, and upon information and belief as to all other matters. Lead Plaintiff’s information and
belief is based on, among other things, the independent investigation of Court-appointed Lead
Counsel Bernstein Litowitz Berger & Grossmann LLP. This investigation included, among other
things, a review and analysis of: (i) HeartWare’s public filings with the SEC; (ii) public reports
and news articles; (iii) research reports by securities and financial analysts; (iv) economic analyses
of securities movement and pricing data; (v) transcripts of HeartWare’s investor calls; (vi)
consultations with relevant experts; (vii) interviews with former HeartWare employees; and (viii)
other publicly available material and data identified herein. Lead Counsel’s investigation into the
factual allegations contained herein is continuing, and many of the facts supporting the allegations
contained herein are known only to the Defendants or are exclusively within their custody or
control. Lead Plaintiff believes that further substantial evidentiary support will exist for the
allegations contained herein after a reasonable opportunity for discovery.

I PRELIMINARY STATEMENT

3. This case arises from misstatements and omissions made by HeartWare and its
CEOQO, Defendant Douglas E. Godshall, about the safety and commercial viability of the Company’s
most important new product, a heart pump called the “MVAD.” As detailed herein, HeartWare

failed to heed directives by the U.S. Food and Drug Administration (“FDA”) to remedy dangerous
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deficiencies in its processes for manufacturing and testing its devices. Instead, HeartWare
disregarded serious defects in MVAD, and implanted the flawed device in patients enrolled in a
pivotal clinical trial. Defendants nevertheless stated that the Company fixed the defects found by
the FDA, and repeatedly emphasized MVAD’s purported commercial value, superior safety
profile, and cutting edge technological enhancements. None of these statements were true. As a
direct result of this misconduct, HeartWare’s clinical trial of MVAD ended in disaster, with nearly
half the patients experiencing serious adverse side effects, and the Company’s stock price losing
more than two-thirds of its value.

4, HeartWare manufactures ventricular assist devices, known as “VADs.” A VAD is
a heart pump that is implanted in patients suffering from heart failure. At all relevant times,
HeartWare had a single commercialized product, known as “HVAD.” While HVAD experienced
significant growth after it was introduced in 2009, by the time the Class Period began in June of
2014, HVAD’s revenue growth was grinding to a halt as concerns about the safety of VADs and
their suitability for widespread use increased. In order to prosper amidst the leveling of demand
for HVAD, HeartWare began to emphatically promote a newer, smaller, and, most importantly,
safer VAD, called MVAD. Given the stagnated growth in the existing VAD market, HeartWare
became increasingly reliant on the investor excitement it generated about MVAD to buoy the
Company’s stock price. Moreover, because the Company’s chief competitor, Thoratec, was
successfully developing newer and safer VAD technology during the Class Period, HeartWare
faced mounting pressure to report positive news about MVAD.

5. Godshall repeatedly stated that MVAD was the most important driver of the
Company’s growth and future commercial success. For instance, Godshall told investors that

MVAD represented “the biggest deal in the VAD space probably for the next three or four years,”
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was “the pump that everyone is waiting for,” and was the catalyst that would reignite HeartWare’s
stalled growth. According to Godshall, MVAD would “stimulate double-digit growth,” and “will
be a major driver of stronger growth in [] 2016, 2017, 2018[, and] beyond.” Thus, Godshall
repeatedly stated that MVAD was a key reason the Company was “most optimistic about the
longer-term prospects for HeartWare.”

6. Consequently, investors and analysts were intensely focused on Defendants’
statements about MVAD. Analysts reported that the success of MVAD was the core of their
investment thesis for HeartWare stock, stating that “[t]he long-term potential and pipeline at
HeartWare is reliant on the company’s development of MVAD,” and “MVAD is key to
[HeartWare’s] long-term story” and “critical to HTWR’s long-term growth trajectory.”

7. By the time the Class Period began, HeartWare was close to beginning medical
trials for MVAD in Europe (known as a “CE Mark trial”). The CE Mark trial was a critical first
step in obtaining regulatory approval to market MVAD in Europe, which would then be followed
by regulatory review in the United States and, ultimately, the commercial introduction of MVAD
domestically. However, on June 3, 2014, one week before the Class Period began, HeartWare
received a Warning Letter from the FDA directing it to remedy significant deficiencies in its
manufacturing, testing, and validation processes at its only manufacturing facility, where it
manufactured its VAD devices. Standards for testing and manufacturing medical devices are
imposed by law. Strict compliance with those standards is not only essential to safeguarding the
welfare of patients, but necessary to ensure the successful commercialization and marketing of a
company’s medical products. Importantly, testing and validation standards provide assurance to

investors and doctors that statements about a device’s efficacy or safety have a sound basis.
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8. The Warning Letter raised questions about the process by which MVAD was tested
and produced, and thus, the device’s integrity. Recognizing the singular importance of MVAD to
HeartWare’s commercial success, Godshall stated that he was focused on the product, its safety
profile, and remediating any manufacturing deficiencies that could impact it. For example,
Godshall stated that HeartWare’s “new Number 1 priority” was to “address those concerns of the
FDA,” emphasizing that “from the moment [the Warning Letter] arrived, it became our highest
priority.” Godshall assured investors he was personally overseeing HeartWare’s remediation
effort because he had to “sign off” on the Company’s compliance with FDA standards before the
CE Mark trial began.

9. Throughout the Class Period, Defendants repeatedly assured investors that
HeartWare was successfully remediating the manufacturing, testing and validation deficiencies
identified in the Warning Letter that related to MVAD. Among other things, Godshall stated that
HeartWare had “made significant progress” in addressing the Warning Letter, and would resolve
any problems “before we start any clinical activities [for MVAD] so that we are more than
squeaky clean” and “bulletproof” Similarly, Godshall emphasized “how buttoned up we are
being on the MVAD, given this refresh we’ve gone through as a result of the warning letter.”

10.  Based on HeartWare’s supposedly sound manufacturing, testing and validation
procedures, Defendants also assured investors that MVAD’s safety profile was
strong. Specifically, Godshall stated that HeartWare’s validation and testing procedures had
shown that it could not cause MVAD to “thrombus,” stating that “we frankly can’t thrombus, no
matter how hard we try in the MVAD.” Pump thrombosis is a serious complication arising from
the formation of an obstructive blood clot in the VAD, and is one of the leading adverse events

associated with VADs. Pump thrombosis can lead to ischemic and hemorrhagic stroke, renal
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failure, or even death. Defendants’ assurances that MVAD was not prone to pump thrombosis
were particularly important to investors because this adverse side effect was responsible, in part,
for stagnant growth in the size of the VAD market as a whole. As both investors and Defendants
knew, any VAD that elevated patients’ risk of pump thrombosis beyond the incidence associated
with existing VADs would not be commercially viable.

11.  Defendants also stated that two aspects of MVAD were key differentiating features
that enhanced the device’s safety profile and set the product apart from its competition: its
controller, which contained the device’s alarm system, and its “qPulse algorithm,” which allowed
MVAD to adjust its pumping speeds and supposedly reduced adverse events. For example, with
respect to the qPulse algorithm, HeartWare’s lead clinical investigator told investors that the “real
game breaker for the MVAD is qPulse” because that feature has “go[ne] a long way to alleviating”
adverse side effects associated with VADs. Godshall stated that MVAD’s controller “has a
tremendous number of advantages over other systems,” including the supposedly enhanced alarm
system that made the device safer by promptly alerting patients and doctors to any problems.

12.  Based on all these purported advantages, Godshall repeatedly represented that
MVAD was a “paradigm-changing” and ‘“game-changing technology” that would propel
HeartWare to new commercial success. Analysts credited Defendants’ statements about MVAD’s
commercial strength, stating, “[we] believe that this product should lead to renewed share taking
and revenue growth worldwide.”

13.  Lead Plaintiff’s investigation has revealed that the true facts inside HeartWare were
completely at odds with Defendants’ public representations. Numerous former HeartWare
employees with direct knowledge of the Company’s operations reported that, contrary to

Defendants’ statements that HeartWare was successfully remediating the deficiencies identified
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by the FDA, the Company’s manufacturing, testing and validation processes remained severely
deficient through the Class Period. As detailed herein, former HeartWare personnel explained that
the Company did next to nothing to change its testing, validation, and quality control processes
after receiving the Warning Letter. These processes were so deficient that the professionals
charged with improving them reported that it would take years to actually remediate them.
Moreover, HeartWare engineers had reported numerous problems with MVAD, some of which
actually increased the risk of pump thrombosis, but these problems were ignored. As one former
HeartWare executive who was responsible for testing and validating MVAD explained, “Because
of undue haste and, at all times, the focus was only on getting the product out the door and never
on — at least with regard to software and electronics — what does it take to establish a method of
ensuring we have a safe product.”

14.  Indeed, while Defendants repeatedly touted MVAD’s safety profile, including its
purported resistance to pump thrombosis, the true facts inside HeartWare told a different story. In
reality, HeartWare executives identified several issues with MVAD that increased patients’ risk,
including the device’s propensity to cause pump thrombosis. For instance, HeartWare executives
discovered, but failed to remediate, significant malfunctions in MVAD’s software responsible for
ensuring that the pump’s internal rotor, called an “impeller,” did not strike the body of the pump
and cause potentially fatal blood clots. Similarly, HeartWare personnel observed and reported that
the controller’s “suction alarm,” which notifies patients and doctors when the pump is creating an
imbalance of pressure in the heart that could induce pump thrombosis, was defective and would
trigger only under extreme conditions. Defects in MVAD’s suction alarm were particularly serious

because, as Godshall acknowledged after the Class Period, the pump’s design made it “more prone
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to suction than HVAD.” Notwithstanding the fact that MVAD was “prone” to suction, the defect
in the pump’s suction alarm went unremediated.

15.  Defendants’ statements concerning MVAD’s qPulse algorithm also departed from
reality. Contrary to Defendants’ representations that the qPulse algorithm enhanced patient safety
and gave MVAD a distinct advantage in the marketplace, the algorithm caused MVAD to pump
blood out of the heart too quickly, which significantly increased the risk of pump thrombosis.
While the controller’s “suction alarm” should have alerted patients within minutes to the dangerous
condition caused by the faulty qPulse algorithm, because that alarm was defective, this condition
was allowed to persist in patients for weeks or even months at a time — a confluence of defects that
put patients in serious jeopardy.

16.  As a former high-ranking HeartWare executive explained, many of the defects in
MVAD — which were so serious that they ultimately required the Company to halt the critical CE
Mark trial — “were known early on and occurred early in the development phase,” including “the
suction alarm, the algorithms, the qPulse, displays that were blank or showed gibberish — those
were problems that dogged the project throughout.” And even before the Class Period began, these
problems were discussed in meetings that Godshall attended, and were reflected in numerous
meeting minutes he received.

17.  Notwithstanding these severe problems, HeartWare management proceeded to rush
MVAD to marketplace. On July 20, 2015, HeartWare announced that it had completed the first
implant in the CE Mark trial.

18.  Just six weeks later, investors were blindsided by a revelation that called the
veracity of Defendants’ prior statements into serious question. On September 1, 2015, HeartWare

announced a highly dilutive transaction with another company named Valtech Cardio Ltd.
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(“Valtech”), which was in a different line of business than HeartWare. Under the terms of the
transaction, HeartWare agreed to purchase Valtech with 4.4 million shares of HeartWare stock,
which amounted to 25% of the Company’s equity value, with milestones that could require
HeartWare to pay up to 35% of its equity value in stock.

19. The market immediately questioned why — if Defendants’ positive statements
concerning MVAD were true — the Company would agree to give up as much as 35% of its equity
value when MVAD was approaching regulatory approval, a development that would likely cause
the Company’s stock price to increase meaningfully as its “game-changing” product entered the
marketplace. Analysts reported that the announced transaction cast doubt on HeartWare’s prior
statements concerning MVAD, writing that “it’s unclear to us why HTWR management would
dilute its shares by up to 35% if it were bullishon .. . MVAD.”

20. In response to the announcement of the Valtech transaction, HeartWare’s stock
price sharply declined on extremely heavy volume, falling from $81.81 to $64.82, or 21%, in a
single trading day. To stem any further decline, Defendant Godshall flatly denied that the Valtech
transaction signaled that there were problems with MVAD, stating that “we are only doing this
because of our confidence in our VAD portfolio and pipeline, not because we are concerned about
prospects of growth for VADs or concerned about prospects for our portfolio specifically.”
Indeed, Godshall stated that HeartWare was “quite delighted” with MVAD’s performance in the
CE Mark trial.

21. Soon after the Company announced the Valtech transaction, HeartWare was
confronted with deeply troubling facts further showing that MVAD bore no resemblance to the
device the Company and Godshall had repeatedly described to investors. In particular, in the first

11 patients implanted with MVAD in the CE Mark trial, there were three incidents of pump
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thrombosis — the dangerous adverse event that the market was concerned about. These adverse
events had occurred at a rate of more than 27%, which was vastly in excess of prior reported
incidence rates.

22.  Specifically, the 27% incidence rate was between 7 fo 13 times greater than the 2-
4% rate observed in prior studies of competing VADs that fueled market optimism. Equally
disturbing, these pump thrombosis events had occurred unusually quickly after device
implantation, further indicating that something was fundamentally amiss with MVAD. In
particular, MVAD patients experienced pump thrombosis within three months, at the most, after
pump implantation. By contrast, HeartWare’s own existing VAD had demonstrated a median time
to thrombosis of approximately 8 months after implantation, while other devices had exhibited an
even longer time to thrombosis of 18.6 months. Thus, HeartWare’s data indicated that MV AD not
only failed to deliver the leap forward in safety over existing VAD technology the Company had
promised, but, in fact, appeared to be materially more dangerous than existing devices.

23. On October 12, 2015, analysts reported rumors that HeartWare had experienced a
cluster of adverse events in the early stages of its CE Mark trial. In response to this market
speculation, HeartWare was forced to announce on October 12, 2015 that it was investigating
“reported adverse events in certain clinical trial patients” who had been implanted with MVAD.
The Company further announced that given its investigation into those adverse events, enrollment
in the CE Mark trial, which had been briefly paused in September, might not resume as
expected. HeartWare shares quickly plunged nearly 30%, falling from $50.07 per share on
October 9, 2015 (the last trading day before October 12) to $35.21 per share on October 13, 2015,

on heavy volume.
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24.  However, rather than inform the market about the extremely high rate of pump
thrombosis it had observed, HeartWare did not disclose the nature or number of adverse events.
Instead of disclosing this critical information, the Company attempted to mollify the market by
falsely reassuring investors that the unspecified advserse events were “typical of those seen in
other clinical trials for ventricular assist devices” — when, in reality, the incidence and rapid onset
of the adverse events was highly unusual. Similarly, Godshall falsely assured investors that “our
initial experience [in the CE Mark trial] has us more convinced than ever that the MVAD will be
extremely successful in the clinic and ultimately in the marketplace,” when, in truth, the clinical
data indicated that MVAD’s commercial viability was severely jeopardized.

25. On January 11, 2016, investors finally learned the full truth about MVAD. That
day, Godshall announced that nearly half of the patients enrolled in the CE Mark trial experienced
pump thrombosis. Moreover, Godshall admitted thatthe Company’s dangerously defective
qPulse algorithm and alarms — the same features he had touted as key differentiating aspects of
MVAD - actually increased the risk of pump thrombosis. As noted above, the qPulse algorithm
caused MVAD to pump blood out of the heart too quickly, generating clots that led to pump
thrombosis, while the controller’s defective suction alarm failed to alert patients, allowing this
condition to persist in patients for weeks and months at a time.

26.  HeartWare was forced to indefinitely suspend the CE Mark trial while seeking to
repair both its qPulse algorithm and its “suction alarm detection system,” efforts the Company
expected would take at least “several months.” The Company also acknowledged that, given the
extent of the remediation required, it might not be able to resume the CE Mark trial it had already
initiated, but would have to restart the clinical trial process from the very beginning. In other

words, the key driver of the Company’s future growth was an unmitigated disaster, and was now

10
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sidelined indefinitely. In response to this news, investors immediately abandoned HeartWare
stock. HeartWare shares plunged more than 35% in a single day, falling from $40.84 per share on
January 11, 2016 to $26.50 per share on January 12, 2016, on extremely heavy volume.

27.  Inall, the disclosure of the true facts concerning MVAD caused massive losses to
investors. HeartWare shares fell nearly 68%, from $81.81 per share at the close of trading on
September 1, 2015, to $26.50 per share at the close of trading on January 12, 2016.

28. To date, the FDA has still not lifted the Warning Letter. Nor has HeartWare
restarted the MVAD trial.

1I. PARTIES
A. Lead Plaintiff

29. On April 11, 2016, the Court appointed St. Paul Teachers’ Retirement Fund
Association (“St. Paul Teachers’”) as Lead Plaintiff. St. Paul Teachers’ is a non-profit
organization formed in 1909 that provides retirement, survivor, and disability benefits to public
school educators in St. Paul, Minnesota. As of June 30, 2015, St. Paul Teachers’ had assets of
over $1 billion under management. St. Paul Teachers’ purchased HeartWare common stock at
artificially inflated prices during the Class Period as set forth in its certification previously filed
with the Court, and was damaged thereby.

B. Defendants

30. Defendant HeartWare is a medical device company that develops and manufactures
implantable heart pumps, called “ventricular assist devices” or “VADs,” used to treat patients
suffering from heart failure. HeartWare is headquartered in Framingham, Massachusetts. The
Company’s common stock is traded on the Nasdaq Stock Market (“Nasdaq”) under the symbol

“HTWR.”

11
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31. Defendant Douglas E. Godshall (“Godshall”) has been President and Chief
Executive Officer of HeartWare since September 2006, and became a director of the Company in
October 2006. As discussed below, Godshall made numerous false and misleading statements and
omissions of material fact, including on conference calls with analysts and investors and in
HeartWare’s public SEC filings.

III. FORMER HEARTWARE EMPLOYEES

32. Certain of the Complaint’s allegations are based on information provided by former
HeartWare employees interviewed by Lead Counsel.

33. Former Employee 1 was HeartWare’s Director of Program Management from June
2008 through April 2014, and was a member of HeartWare’s leadership team, reporting first to the
Company’s Chief Scientific Officer, Jeff LaRose, and then to its Senior Vice President for
Research, Development, and Quality, Mark Strong.

34, Former Employee 2 was one of HeartWare’s most senior software engineers
throughout the Class Period.

35. Former Employee 3 was a contractor at HeartWare’s Miami Lakes Facility from
October 2014 to July 2015. Former Employee 3 served as a “CAPA” Manager' at HeartWare. In
this capacity, Former Employee 3 was directly responsible for reviewing HeartWare’s purported
efforts to address the manufacturing, validation, and testing deficiencies identified in the Warning

Letter.

I “CAPA,” an acronym for “corrective and preventative action,” is an essential part of quality
control management that concerns the identification of “root causes” of defects and risks, and the
development of processes for remediating those defects or risks. The FDA requires that medical
device companies develop and maintain a CAPA process within their quality management system.
See 21 C.F.R. 820.11.

12
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36.  Former Employee 4 was HeartWare’s Program Manager for FDA 483 Warning
Letter Remediation for Non-Product Software at the Company’s Framingham headquarters from
March to August 2014. Former Employee 4 was brought in specifically to address the deficiencies
in HeartWare’s quality assurance and manufacturing processes regulators identified, first in the
Form 483 issued to the Company and then the Warning Letter.

37.  Former Employee 5 was a Validation and Verification Tester at HeartWare from
August 2012 to March 2015, and personally performed validation and verification testing on
MVAD, including its controller. Former Employee 5 directly reported to the Engineering Group
Lead in the Medical Device Design Verification department, and Former Employee 5’s work,
including problems he reported with MVAD, was reviewed by HeartWare’s most senior
engineering executives, including Jonathan Eagle, the Company’s Principal Electronics Engineer,
and Sanjeev Pandya, Director of Research and Development.

38. Former Employee 6 was employed by HeartWare as a Clinical Specialist in
Germany, one of the Company’s major clinical sites, from May 2010 until May 2015. Former
Employee 6 reported directly to the Territory Manager for HeartWare. As a Clinical Specialist,
HeartWare tasked Former Employee 6 with providing training to hospital staff regarding the
Company’s devices and, importantly, ensuring that implantation surgeries were executed properly.

IV. JURISDICTION AND VENUE

39. The claims asserted herein arise under Sections 10(b) and 20(a) of the Exchange
Act and Rule 10b-5 promulgated thereunder. This Court has jurisdiction over the subject matter
of this action pursuant to 28 U.S.C. §§ 1331 and 1337, and Section 27 of the Exchange Act. Venue
is proper pursuant to Section 27 of the Exchange Act and 28 U.S.C. § 1391(b). HeartWare

common stock trades on the Nasdaq, which is located in this District, and acts giving rise to the

13
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violations complained of herein, including the preparation and/or dissemination of materially false
and misleading statements, occurred in this District.

40.  In connection with the acts alleged in this Complaint, Defendants directly or
indirectly used the means and instrumentalities of interstate commerce, including without
limitation the mails, interstate telephone communications, and the facilities of the national
securities exchanges.

V. SUMMARY OF THE FRAUD

A. MVAD Was the Key Driver of HeartWare’s Growth, and the Focus of
Management and Investor Attention Throughout the Class Period

41. HeartWare develops and manufactures miniaturized implantable heart pumps, or
VAD:s, to treat patients suffering from heart failure. The Company’s sole commercialized product,
the HeartWare Ventricular Assist Device or “HVAD,” is a continuous flow blood pump that is
implanted adjacent to the heart. HeartWare operates only one manufacturing facility, which is
located in Miami Lakes, Florida (“Miami Lakes Facility”).

42. VADs are used to partially or completely replace heart function in patients whose
native heart’s pumping power is weaker than normal, generally through the weakening or improper
functioning of the left ventricle. HVAD is supposed to work by supporting the weak left ventricle
and providing additional blood flow. A key component of HVAD is the “controller,” which is
positioned outside the body and regulates and monitors HVAD’s pump, as shown in Figure 1,

below.

14
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Figure 1.
43.  HVAD experienced substantial market growth after its introduction into the market

in 2009. However, as illustrated in Figure 2 below, by the beginning of 2014, that growth
plateaued, as HVAD, and the VAD market generally, suffered a series of setbacks arising from

increasing concern among doctors and regulators about the relative safety of VADs.

15



Case 1:16-cv-00520-RA Document 29 Filed 06/29/16 Page 20 of 139

HeartWare Quarterly Net Revenue
(in millions)  &pxee!
$80 Period

$60 / \/\\
$50 _~/
40 /
$30
420 ‘v/\/
Slo S /

$- —

O O N
SERESEES RS
NS SN i S

o
&

o
S
NS S

Figure 2.

44. First, a November 2013 article in the widely-read New England Journal of
Medicine (“NEJM”) showed significantly increased risk of pump thrombosis associated with
HVAD?’s chief competitor, Thoratec’s HeartMate II. This article reported that, while HeartMate
IT had shown an incidence of pump thrombosis between 2-4% in prior pivotal trials and
postmarketing approval studies, HeartMate II was associated with an approximately 8% pump
thrombosis rate in more recent data. As Godshall explained to investors, the publication of these
data “spooked a lot of people because of adverse events” and HeartWare “certainly saw in the
beginning of [2014] a reluctance to refer patients in part because of this New England Journal
article and the aggregate adverse event profile.” Analysts echoed Godshall’s assessment, with
Canaccord reporting that the “NEJM article on HM2 thrombus concerns has had a drag on patient
referrals” for HVAD, and Credit Suisse reporting that they “anticipate[d] continued softness on
NEJM-related thrombus concerns.”

45. Second, also in November 2013, the Centers for Medicare and Medicaid Services

(“CMS”) — the agency responsible for making coverage determinations for these two market-
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dominating government payors — changed important coverage policies that adversely affected
HVAD. CMS tightened the criteria under which a patient could be listed as “awaiting heart
transplantation.” HVAD had been approved as an interim therapy for patients who were awaiting
transplants, but not as an ultimate, or “destination,” therapy for those who would require VAD
assistance indefinitely. Because many potential patients could no longer be listed as “awaiting
transplantation,” CMS would no longer consider them candidates for HVAD and would not cover
the cost of implantation. As Godshall explained, “It is increasingly difficult to compete with the
national coverage determination [a coverage policy issued by CMS] that short-term bridge
population [i.e., patients awaiting transplant] is constrained, and even a lot of patients who used to
be bridge decision are now just getting lumped into destination therapy since physicians and
hospitals don’t want to run any risk with CMS or payers. That has put downward pressure on the
bridge segment.”

46.  Analysts identified both the November 2013 NEJM article and CMS decision as
causing significant stagnation in HVAD’s growth and the growth of the VAD market generally,
and openly questioned “what can reinvigorate [the] LVAD market.” As Leerink analysts
explained,

In 2014, we estimate that the U.S. LVAD market slowed to mid-single-digit implant

volume growth — the slowest growth year since before THOR’s [OP] HeartMate I1

BTT launch in early 2008, after which the LVAD market grew strong double-digits

through 2013. While 2014 was impacted by very specific headwinds — notably a

change in CMS’ National Coverage Determination (NCD) and a NEJM article

highlighting increasing rates of thrombus with THOR’s HeartMate II initially
published in late 2013 — this dramatic deceleration has raised some questions as to

what can reinvigorate LVAD market growth in the near-term.

47. In response to the stalled growth of the VAD market, and HVAD specifically,

Defendants put increasing emphasis on a new and purportedly safer device HeartWare had been

developing, called MVAD. As HeartWare stated in filings with the SEC, “The MVAD System is
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based on the same technology platform as the HVAD System,” but is significantly smaller, at less
than one-half the size of HVAD. According to the Company, MVAD would require less invasive
surgery than HVAD and allow HeartWare to treat a greater number of patients at earlier stages of
heart disease.

48.  HeartWare billed MVAD as a “paradigm-changing” and “game-changing
technology” that would reinvigorate the Company’s stalled growth and propel the Company’s
commercial success to new heights. Throughout the Class Period, Godshall told investors that
MVAD represented “the biggest deal in the VAD space probably for the next three or four years”
and had “incredible upside potential.” Godshall also stated that enthusiasm for MVAD, both inside
the Company and among medical practitioners is “through the roof” and had “never been higher.”
Godshall stated that MVAD was “the pump that everyone is waiting for” and was a key reason
Defendants were “most optimistic about the longer-term prospects for HeartWare.” Indeed,
Godshall stated that MVAD “will stimulate double-digit growth” and “will be a major driver of
stronger growth in [] 2016, 2017, 2018[, and] beyond.” Godshall acknowledged that he heavily
promoted MVAD as a dramatic catalyst for HeartWare, calling himself “the global cheerleader for
MVAD.”

49. Godshall and HeartWare emphasized the superior safety profile of its next-
generation MVAD device as the catalyst for reigniting market growth. As Godshall explained, “I
think ultimately what will drive those inflection points for MVAD . . . . MVAD will have a
materially lower adverse event profile.” Godshall explained that between MVAD and Thoratec’s
next-generation VAD, called HeartMate III, the “across the board drop in adverse events for

VADs” would “be quite stimulative to the market.”
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50.  Given Defendants’ positive statements about MVAD and how critical MVAD was
to HeartWare’s success, analysts and investors viewed MVAD as the principal basis of their
investment in HeartWare. William Blair analysts noted, for instance, that “[t]he long-term
potential and pipeline at HeartWare is reliant on the company’s development of MVAD.” Barclays
analysts likewise noted that “[a] high teen’s growth rate [for HeartWare] globally will also likely
not be possible without approval of MVAD.” Leerink analysts similarly stated, “MVAD is key to
[HeartWare’s] long-term story” and “critical to HTWR’s long-term growth trajectory.” Likewise,
Canaccord analysts stated, “HTWR’s medium and long-term growth prospects are largely tied to
MVAD,” explained that they “believe[d] MVAD could prove to be more of a game-changing
device than” any competing VADs, and opined that “if MVAD achieves the promise of lowering
stroke and bleeding risk at the same time” — a promise that depended, in part, on the success of
MVAD’s qPulse algorithm — “it could ultimately become the market leading VAD.”

51. Analysts’ models of HeartWare stock made clear that the Company’s value was
largely a function of MVAD’s commercial promise. For instance, in an October 13, 2015 report,
Credit Suisse analysts noted that their price target for HeartWare stock fell from $90 per share
assuming MVAD received regulatory approval to only $34 if regulators failed to approve the
device. These analysts opined that without MVAD, HeartWare would lose 50% of its projected
market share.

52.  Inlight of MVAD’s obvious importance to HeartWare, Godshall assured investors
that he was keenly focused on the details of its development and ultimate commercialization. On
an October 30, 2014 earnings call, for example, Godshall told investors that he personally “walked
around yesterday and asked every