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IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF OHIO
WESTERN DIVISION
Barbara Forman, individually and on
behalf of others similarly situated,
Case No. 1:17-cv-774
Plaintiff,
Judge Susan J. Dlott
V.
Order Granting Motion to Dismiss
Meridian Bioscience, Incet al,

Defendants.

This matter is before the Court on Defendants’ Motion to Dismiss (Doc. 32) this
securities fraud case. Defendants move to idson the grounds that Plaintiff cannot state a
claim for relief under the Private Securitiesigation Reform Act (“PSLRA”). For the reasons
that follow, the Court wilGRANT the Motion to Dismiss.

l. FACTUAL ALLEGATIONS
A. Introduction

The well-pleaded facts in the Amended ComgléDoc. 29) are considered to be true for
purposes of this Motion to Dismiss. Couppainted Lead Plaintiff Barbara Forman alleges
claims on behalf of herself and a proposedslof persons and entities who purchased or
acquired securities of Defendavieridian Bioscience, Inc. between March 4, 2016 and October
23, 2017 (“the Class Period”). (Doc. 29 at Pagémn3.) Meridian is a life sciences company
which, among other things, develops, manufacturdls, sad distributes clinical diagnostic test
kits. (d.) Itis a publicly-held company and its seties are registered witihe SEC and traded
on NASDAQ. (d. at PagelD 178-179.) Defendant JohrKAaeutler is the former CEO and
Chairman of the Board of Directors of MeridiaDefendant Melissa A. Lueke has served as
Meridian’s Vice President, CFO, and Seargtsince 2001, and she was appointed Executive
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Vice President in 2009.1d. at PagelD 178.)

Plaintiff alleges generally that Meridiamade misstatements about blood lead level
testing systems manufactured by Magellan 8rrsces, Inc., a company which Meridian
acquired in March 2016. Plaintileges that Meridian misstatéue efficacy of the blood lead
level testing systems and concedt@dwn regulatory problems.

B. Meridian Business Difficulties inthe Period Prior to March 24, 2016

In the period prior to thacquisition of Magellan, Plairitialleges that Meridian was
facing a host of difficulties with its existing produictes. Plaintiff alleges that those difficulties,
which are summarized in this selotion, created pressure for Medadito secure future growth
by acquiring a third-party compamyith an existing product line.

Meridian’s business linesasplit into two reporting ggnents, diagnostics and life
sciences. I¢l. at PagelD 181.) Diagnostics providésP of Meridian’s consolidated net
revenues for fiscal year 2015d.(at PagelD 182.) Meridiandiagnostics business was focused
on non-molecular diagnostic products prioMarch 24, 2016. Meridian had launched a
molecular testing platform catlallumigene in 2011, but it did not perform as well as expected
due to market competitionld( at PagelD 182-184.)

Also, in early 2016, Meridian acknowledgee tlppcoming expiration of its patents for its
H. pylori products in May 2016.Id. at PagelD 187.) Meridian séat in its quarterly Form 10-Q
report on February 9, 2016 that it “expect[ed] competition with respect td.qaylori products
to increase” and that the increased competitiaridciead to an adverse impact on prices, on the
ability to maintain business at current pricasd on future revenues and gross profilg.) (
Meridian made similar statements abthé effect of the expiration of thé pylori products in

the 2016 Form 10-K it filed with the SEC on November 29, 201d.af PagelD 188.)



Finally, Meridian had a low researahd development budget, and a high dividend
payout policy of 75% to 85%, that stuntiéslability for organic growth. 1d.)

In early 2016, industry analysts werdicizing Meridian’s performance, its narrow
product field, and its high priceslative to competitors.Id. at PagelD 185-187.) Industry
analysts suggested that Meridian makeacquisition to compel growthld(at PagelD 183—
189.) Meridian, in fact, didcquire an outside company, idlan, in March 2016. However,
Plaintiff alleges that Meridiaknew or learned, but did not revealthe investing public, that
Magellan’s blood level testing syshs did not work as intended with venous blood samples.
C. Magellan Biosciences, Inc. and Its LeadCare Products

Magellan Biosciences, Inc. and its whollyswed subsidiary, Magelh Diagnostics, Inc.
(jointly, “Magellan”), a company headquareérin Billerica, M&sachusetts, manufacture
systems to test lead levelshimod under the LeadCare naméd. @t PagelD 180, 190.) Amy
Winslow was the President and ClBOMagellan starting in 2011.Id. at PagelD 264.)
Magellan launched the LeadCare system in 1R8@dCare Il in 2006, Lead@aUltra in August
2013, and LeadCare Plus in July 201kl. &t PagelD 192-193.) LeadCare products were
intended to provide quick diagnosasthe point of car, such as a physician’s office, without
having to send a blood sample to a laboratoly. at PagelD 194, 196.)

LeadCare systems were designed to test ldaatples drawn either from a vein or from
a capillary in the finger or heel. The blood samm@es mixed with testinggagents and placed in
the LeadCare testing device. The blood leadlleesults are displayed by the testing device.
(Id. at PagelD 196.) The tests are used faeesting purposes only. Norther testing is
required for low lead blood levelselts, but patients are advisedaie a confirmatory test if

lead blood level results are highd.(at PagelD 196-197.) LeadCare Il, LeadCare Ultra, and



LeadCare Plus are subject to FDA regulatio€kss 1l medical devices. They require FDA
clearance through a premat&d.0(k) notification. Id. at PagelD 198%)

Magellan learned in a September 2013 stemlytled “Blood Treatment in Reagent
Stability Study” (“Reagent Study”) that the acacy of the LeadCare Ultra system improved
when the reagent was allowed an incubatiaiode However, LeadCare Ultra’s original
instructions or labeling called fommediate test analysis, not filvre use of an incubation period.
(Id. at PagelD 199-200.) Magellan received tustomer complaints in August 2014 that
LeadCare Ultra had underestimated lead blowdl$e and it received another complaint in
October 2014 that LeadCare Ultra had underedéchlead blood levels for eight different
patients. However, Magellan did not follow its own policy to report the issue to the FDA in a
medical device report (“MDR”) within 30 daysld(at PagelD 200-201.) Instead, it submitted
one MDR to the FDA in April 2015 for the August 2014 complaintd. gt PagelD 200.)

In November 2014, Magellan opened annméé corrective action request (“CAR”) 108
to investigate underestimation issues in the Czad 11, LeadCare Ultra, and LeadCare Plus
systems. Ifl. at PagelD 201.) Magellan also issuatb#ice to customers instructing them to
incubate the reagent mixture twenty-four hours prioto testing in the LeadCare Ultra system,
but it did not validate the twénfour-hour incubation period, ndimely inform the FDA about
the corrective action. It did send a copy of the notice to cestowith the April 2015 MDR to

the FDA. (d. at PagelD 201-202.) FDA regulations riegd that CEO Winslow be appraised

1 Plaintiff alleges that a 510(k) notification is a “preket submission made to the FDA to demonstrate that the
device to be marketed is at least as safe and effectatdstisubstantially equivalent, to a legally marketed device
(21 C.F.R. § 807.92(a)(3)) that is not subject to Premarket Approval.” (Doc. 29 at R&§)Drhe Sixth Circuit
has described the 510(k) process as “a streamlined process” that is focused on equivalence tooainctan the
market, and that “does not comment on safeBddriguez v. Stryker Cor680 F.3d 568, 573—-74 (6th Cir. 2012).
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of any quality problems and corrective actionglertaken by Magellaim regard to FDA-
regulated products.Id. at PagelD 267.)

In mid-2015, Magellan opened engineeringrode orders to change the labeling for
LeadCare Plus and LeadCare Ultra to incladerenty-four-hour incubation period, but it did not
report the changes to the FDAd.(at PagelD 202-204.) Plaintdikserts that the customer
complaints and internal reports concerninguhderestimation issue were required by federal
regulation to be reported Magellan managementld( at PagelD 203—-204.)

D. Meridian Acquires Magellan

On March 24, 2016, Meridian announced the acquisition of Magellan for $66 million.
(Id. at PagelD 180.) Meridian recorded ménan $42 million in goodwill on its financial
statements following the acquisiti which it said represented tAmount of consideration paid
exceeding Magellan’s fair market valued. @t PagelD 191.) kescribed the goodwill as
consisting of Magellan’s customer basestibution channels, industry reputation, and
management and workforce talentd.) Winslow became the executive vice-president,
president and CEO of the Magellan busingss when the acquisition was completett. &t
PagelD 266.) As the head of the Mageltarisiness unit within Meridian, Winslow was
responsible for providing a powsint presentation regarding Blan’s sale performance,
forecast, and marketing program for a monthginess review meeting held at Meridian’s
headquarters. Winslow also participated in bessrreview meetings calléflash calls” the first
Thursday of every month to discussdé#ian’s performance and outloold.(at PagelD 207.)

Meridian issued a press release in corjonowith the acquisitionyhich it attached to
its March 2016 Form 8-K filed ith the SEC, in which it des¢réd Magellan as “the leading

provider of point-of-care lead testing systewith placements in more than 6,500 physician



offices and clinics nationwide.”ld. at PagelD 190, 211.) It statdtht Magellan “pioneered the
engineering, development, and manufacturing@A-cleared products fdhe testing of blood

to diagnose lead poisoning in children and adultid?) (It stated that from a “strategic
perspective, the acquisition bfagellan provided” both “pointfecare capability” and “a new
growth driver.” (d.) It further stated that “Magellan [had] maintained a clear focus on
developing and marketing test systems thategll recognized for their accuracy and ease-of-
use.” (d. at PagelD 191.) Meridiatzoncluded that “there is e&llent growth potential in
Magellan Diagnostics on its own, both witletbxisting products and the pending new product
pipeline.” (d.)

Meridian attached a copy of the Merdggreement between Meridian and Magellan to
its May 2016 Form 10-Q filed with the SEQd.(at PagelD 212.) Kraeutler signed the Merger
Agreement on behalf of Meridian as its CEO, &ader Glick signed it on behalf of Magellan as
its executive chairman and president. &t PagelD 212; Meridian May 2016 Form 10-Q, EXx.
10.1 at 79-80%) Magellan made the following represations and warranties in the Merger
Agreement:

(g) The Company has made availabl®#&vent all material reports, documents,

claims, notices, filings, minutes, trangts, recordings and other material

correspondence between the Targen@any Group, on the one hand, and any
Healthcare Regulatory Authority, dne other hand, since January 1, 2013.

(h) All material reports, documentsaahs, applicable ggstration files and
dossiers, notices and simifldings required to be fild, maintained, or furnished
to any Healthcare Regulatory Authorlty the Target Company Group since
January 1, 2010 have been so filedintsaned or furnished and, to the

2 Plaintiff relied upon and quoted from SEC filings in its@daint, but did not attach the filings as exhibits to the
Complaint. Meridian, likewise, cites to additional infation in certain SEC filings without attaching those SEC
filings. The SEC filings all are publicly available. M#dn can cite to SEC filings as public records to rebut
purported misstatements in a complaint without converting the dismissal motion into a summary judgment motion.
In re Omnicare, Inc. Sec. Lif769 F.3d 455, 466—67 (6th Cir. 2014)re Keithley Instruments, Inc. Sec. Litig68

F. Supp. 2d 887, 893 (N.D. Ohio 2002).



Company’s Knowledge, were complete andect in all material respects on the
date filed (or were corrected in or supplemented by a subsequent filing).

(i) All clinical testing caonducted by or on behalf oféhirarget Company Group is
being conducted in accordance witke thlinical Laboratory Improvement
Amendments of 1988, 42 U.S.C. § 263a et seq.

(Doc. 29 at PagelD 204.)

Meridian acknowledged in the Merger Agrearhthat it had undertaken a due diligence
investigation of such Magellan documentsl anformation that it deemed necessaryl.) (
Meridian had sent its executive vice presidenglobal and regulatgraffairs and quality
assurance, Susan Rolih, onsite to Magellacottduct due diligenceegarding regulatory
compliance. Ifl. at PagelD 205.) Plaintiff alleges thdagellan’s customer complaints and
FDA correspondence concerning the underestimasgurei were the type of documents required
to be made available to Meridian during tue diligence process when Meridian acquired
Magellan. [d. at PagelD 203-204, 255.)

E. Magellan’s Post-Acquisition Performance and Continued Problems

After Meridian acquired Mgellan, Meridian expressemnfidence in the Magellan
business unit, despite the fact that probleorginued to arise with the use of venous blood
samples in the LeadCare systems.

Kraeutler stated at a healthcare confeeein September 2016 that Magellan was beating
its monthly expectations.ld. at PagelD 192, 208.) Magellaarstituted 31.4% of Meridian’s
total assets and 5.1% of itddabnet revenues for the fiscal year ending September 30, 2@16. (
at PagelD 219.)

On October 20, 2016, Meridian issued a prelease, attached toForm 8-K filed with
the SEC, in which it noted that “Magellperformed above revenue expectationsd. &t

PagelD 215.) Meridian stated that it wagpecting low double-digit revenue growth on a



normalized annual basis from continued succegsaiting the LeadCare Il platform in the
domestic market.” I¢l. at PagelD 215-216.)

On November 4, 2016, Magellan, a subsidiariefidian by this time, sent a notice to
customers letter informing them to implen a 4-hour incubation period for venous blood
samples on the LeadCare Il systend. &t PagelD 261.) This notice to customers identified a
rubber stopper for test tubes manufactured byparty Becton Dickinson as causing the lead
underestimation issue in the LeadCare Il systdoh.af PagelD 205.) Approximately one week
later, on November 11, 2016, Magellan issagatoduct bulletin agaiblaming the rubber
stoppers made by Becton Dickinsom fiee inaccurate test resultdd.(at PagelD 261.) On
November 17, 2016, Meridian opened an engingezhange order to revise the label for
LeadCare Il to include thieur-hour incubation period.ld. at PagelD 206.) Meridian did not
report this label change to the FDA. Magaltried to send an MDR to the FDA regarding
underestimation issue in the LeadCare Il systeiovember 2016, but it was returned by the
FDA for being submitted in the wrong format. Magellan did not re-submit the MDR to the FDA
until May 8, 2017. Ig. at PagelD 224, 261.)

On November 10, 2016, Meridian issued aspnelease, attached to its November 2016
Form 8-K, giving guidance for theompany’s prospects in 2017d.(at PagelD 216.) The
company stated that “[flor the fiscal yeamding September 30, 2017, management expects net
revenues to be in the range of $205 million24@ million and per share diluted earnings to be
between $0.81 and $0.85.” (Meridian November 28d6n 8-K, at Ex. 99.1 at 8.) Meridian
stated that it “believe[d] these projections are reasonable, and will continue to be realistic, with
guarter-to-quarter results suppog our expectations.”ld., Ex. 99.1 at 7see alsdoc. 29 at

PagelD 216.) It also stated that the acquisitibiagellan had “exceeded [its] expectations in



satisfying the demand for testingildnen for elevated blood leddvels.” (Doc. 29 at PagelD
216.) It forecast that the Magellan businesi was “expected toeport low-double-digit
organic growth in fiscal 2017 with thmotential for upside performance.id()

The November 10, 2016 prestesese included an expressadaimer for forward-looking
statements: “All statements theddress operating performanceswents or developments that
Meridian expects or anticipates will occur irthuture, including but not limited to, statements
relating to per shareldied earnings and revenue, are fard¢looking statements.” (Meridian
November 2016 Form 8-K, at Ex. 99.1 at at 10.aldb specifically sted that “[c]osts and
difficulties in complying with [FDA] laws and regulations” and the “uncertainty of regulatory
approvals and the regulatory pess” could lead to “unanti@ped expenses and delays and
interruptions to the sale of new and existing products . .ld.; Ex. 99.1at 11.)

On December 14, 2016, Meridian filed a Défire Proxy Statement with the SEC stating
that Kraeutler had received 15,000 stock optivalsed at $53,300 and Lueke had received
12,500 stock options valued at $44,416 in connegetitinthe Magellan aguisition. (Doc. 29 at
PagelD 272.)

On January 13, 2017, Magellan received aaust complaint that the LeadCare Ultra
system underestimated the lead level for fiieedent patients despite using the twenty-four-
hour incubation period.ld. at PagelD 206.) Meridian did heport this to the FDA. 1d. at
PagelD 206, 231.)

On January 25, 2017, Meridian issued a prelesse, attached its January 2017 Form
8-K, revising its 2017 guidance downward and reducing its regatdr dividend. Id. at PagelD
222-223.) It reduced its expected neeraies from $205 million—-$210 million to $193

million—$199 million, and it reduced its perask diluted earnings from $0.81-$0.85 to $0.64—



$0.69. (d.) The press release explained that #eson for the downward adjustment was due to
revenue declines in its Americas diagnosticsifiess. (Meridian January 2017 Form 8-K, EX.
99.1.) Meridian specifically contrasted the diffities in the Americadiagnostic business with
the positive trends in the life scienceslaviagellan diagnostic business unitkl.)( Meridian’s
stock price fell from $16.45 on January 24, 2017 to $12.80 on January 25, 2018. (Doc. 29 at
PagelD 224.) Meridian would repdater in the yeathat the Americas diagnostic business unit,
including Magellan, constituted 71% of its revenues for 2017. (Meridian November 2017 Form
10-K at 33.)
F. FDA Inspection, Recall, and Warning Letter

The problems with Magellan’s LeadCare sys$ became more widely known starting in
mid-2017 and, Plaintiff alleges, caused Meridiangktprice to drop. Plaintiff alleges that two
relevant events occurred on May 10, 2017. Hingt,FDA began a fifteen-day inspection of
Magellan’s Billerica, Massachusetts facility. (Doc.&2%agelD 174, 209.) Seven days later,
the FDA issued a press release warning thadiceMagellan lead tests provided inaccurate
results when performed on blood drawn from a veld. at PagelD 225-227.) The FDA
warned that the lead tests, when conducted avitanous draw, “may provide results that are
lower than the actual levef lead in the blood.” I(l. at PagelD 226.) Warned that the issue
possibly dated back to 2014 and that the MagdlieadCare, LeadCare II, LeadCare Plus, and
LeadCare Ultra were all coverég the warning. The FDA warnirdjd not allege that the lead
tests results were inaccurateemblood was drawn from a finger heel stick. The price per
share of Meridian’s stock fell froi14.75 on May 16, 2017 to $13.45 on May 17, 2014. af

PagelD 227.)
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Second, on May 10, 2017, Meridian announced iraeutler would retire. Kraeutler
had signed an employment agreement theipuevOctober which had contemplated him
remaining employed by the company through September 30, 2@iL&t PagelD 210, 263.)

The FDA began a Class | recall of all LE€&ate Ultra and LeadCare Plus products on
May 18, 2017 recommending the removal of venoasdkamples as an allowable sample type.
The recall was later expanded to incluad@dCare and LeadCare Il productkl. &t PagelD
175, 227-228, 263.)

On June 29, 2017, the FDA issued to Migea Form-483 inspection report—later
released to the public on July 13, 2017-wimich the FDA concluded that Magellan had
concealed regulatory violations andet#s in the LeadCare productdd. @t PagelD 199, 229.)
Plaintiff summarized the FDA obseti@ns to Meridian as follows:

Defendants: (1) did not ensure the dasialidation for devices conformed to
defined user needs and intended uses; (2) used an inadequate risk analysis with
respect to falsely low lead results asdhe LeadCare product line; (3) did not
maintain adequate procedures for reiog, reviewing and evaluating customer
complaints which led to customer compta going improperly addressed or not
addressed at all; (4) failed to implemenvper investigation ahe institution of a
Medical Device Report per FDA requiremer(ts), failed to maintain procedures
for corrective and prevéattive action with respect to inbound complaints,
including several that were left indefiely open or closed without verifying any
corrective instruction remediated the issue; (6) failed to inform the FDA of
several of its notices to customers timatuded incubation instructions to correct
lead level underestimation; (7) failemladequately establish procedures for
design change, including their failurergport changes to labeling to include
incubation periods; (8) expanded origiaakteptance critexito fit results
observed in validation studies rather tletablishing these criteria prior to the
study; (9) failed to report multiple MRs upon learning of a marketed device
malfunction that was likely to cause deat contribute t@ death or serious
injury if the malfunction were to recuelated to the LeadCare Ultra system’s
underestimation of lead lelge and (10) failed to edtéish a control product that
conformed to specific requirements.

(Id. at PagelD 229, 233-248.)
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On October 23, 2017, the FDA issued a warhétigr stating thathe LeadCare Il and
LeadCare Ultra systems were adulterated misbranded under federal law based on the
unapproved labeling and design changéd. at PagelD 233-244.) Melian’s stock price
dropped from $15.80 on October 20, 2017, to $15.20 on October 23, 2017, to $14.50 on October
24, 2017. Id. at PagelD 176, 245.)

In January 11, 2018, the FDA issued a preksase addressing the role that Becton
Dickinson’s vacutainer tubes played in the dagisnaccurate venous draw testing results. The
FDA stated that it did not “have evidence shayfihat other blood testse adversely affected
when [Becton Dickinson] blood tection tubes are used.ld( at PagelD 252.) In March 2018,
the FDA issued a press release creditiegtBn Dickinson’s conclusion that the Anodic
Stripping Voltammetry technology used in theadCare testing systems, and not in other
products known to Becton Dickinson, is incomplativith thiuram, a material found in the
rubber stoppers.ld. at PagelD 254.)

Meridian reported its first quart@018 results on January 28, 2018l. &t PagelD 253.)
It announced a 20% decrease in operating indomine entire company and a 20% decrease
year-over-year for Magellan leagisting business unit revenue$d.X Meridian also reported
that it experienced $500,000 imredial costs with more expected to be incurréd.)¥(
G. Relevant Statements in Meridian’'s SEC Filings

Meridian made its regular SEC filings dlughout the Class Period. Plaintiff highlights

the following statement about the efficacyM¥éigellan products Meridian made in the May 2016

3 Plaintiff also makes allegations cenging importance of accurate lead lidevel testing in light of the lead
contamination crises experienced in ElMichigan and Sebring, Ohio during the past five years. The Court is
troubled by the serious public health implications ratse@laintiff's allegationggainst Magellan and Meridian,
but the Court will focus in this Order only on those allegations relevant to the securities fraud claim.
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Form 10-Q, the August 2016 Form 10-Q, N@vember 2016 Form 10-K, the February 2017
Form 10-Q, and the May 2017 Form 10-Q:
Magellan is a leading manufacturerkiDA-cleared productfor the testing of

blood to diagnose lead poisoning in childi@nd adults. Magellan is the leading
provider of point-of-care leadggng systems in the U.S.

(Id. at PagelD 211-212.)

Meridian made other relevant statementthe November 2016 Form 10-K. Meridian
stated that “[e]ach of the diagnostic products currently marketed by us in the United States has
been cleared by the FDA pursuant to the 516igarance process or is exempt from such
requirements.” (Meridian November 2016 Form 1@¢KL2; Doc. 29 at Patj2 213.) It stated
that its diagnostic products provided “accurayplicity, and speed.” (Meridian November
2016 Form 10-K at 6—7; Doc. 29 at PagelD 21Migridian noted that Magellan constituted
31.4% of its total assets and 5.d¥its total net revenuesld( at PagelD 219.)

In November 2017, after the FDA recall, wiagnletter, and inspection report, Meridian
issued its 2017 Form 10-K in which it changedigscription of Magellato emphasize its use
with capillary blood samples:Magellan is a leadig manufacturer of products cleared by the
Food & Drug Administration (“BA”) for the point-of-cardesting of capillary bloodo
diagnose lead poisoning initthren and adults.” I1(l. at PagelD 246 (emphasis changed).)

Meridian also made statements about itsmatkecontrols in thes SEC filings. The May
2016 Form 10-Q and the August 2016 Form 10-Q batluded language about the effectiveness
of Meridian’s internakontrols related ténancial reporting. Ifl. at PagelD 217-222.) Meridian
used the following language:

As of [effective date], an evaluatiovas completed under the supervision and

with the participation obur management, includiraur Chief Executive Officer

and Chief Financial Officer, of the effeeness of the design and operation of

our disclosure controlsnd procedures pursuant to Rule 13a-15(b) and 15d-15(b)
promulgated under the Securities Exchange Act of 1934, as amended. Based on

13



that evaluation, our management, including CEO and CFO, concluded that our
disclosure controls and procedures waffective as of [effective date]. There
have been no changes in our interrmadtool over financial neorting identified in
connection with the evaluation of intatrcontrol that occurred during the [ ]

fiscal quarter that have maitaly affected, or are reasonably likely to materially
affect, our internal control over financiaporting, or in othefactors that could
materially affect internal control . . . .

(Id. at PagelD 217-218.) Meridian owned Magelianthe quarter preceding the August 2016
Form 10-Q, but it did not address whether it rmdewed Magellan’s inteal controls before
issuing the form. 1¢l.)

In the November 2016 Form 10-K, Meridifor the first time disclaimed that it had
reviewed Magellan’s internal controls: “TREBmpany’s assessment of and conclusion on the
effectiveness of its internal control over finaleeporting did not incluel the internal controls
of Magellan Biosciences, Inc. . . .. Td(at PagelD 219.) Meridian amp disclaimed that it had
reviewed Magellan’s internal coots related to finanal disclosures in its February 2017 Form
10-Q. (d. at PagelD 220.) However, in the Ma017 Form 10-Q and the August 2017 Form
10-Q, Meridian reverted to img the disclaimer-less language it had used in the August 2016
Form 10-Q. id.)

Finally, in the November 2017 Form 10-K Mdien stated that it had “identified a
material weakness in our internal control over findneporting that, inot properly corrected,
could materially adversely affect our operatians result in material misstatements in our
financial statements.”lq. at PagelD 222.) It further statédeficiencies related to Information
Technology General Controls (‘ITGC’) intendexrestrict access to certain data and
applications . . . impacting financiaporting functions and controls.’ld()

. PROCEDURAL POSTURE
On November 15, 2017, Forman filed ag3l&ction Complaint asserting claims under

the Securities Exchange Act of 1934 (“ExchaAg#’) on behalf of aclass defined as “all
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persons or entities, other than Defendantstheid affiliates, who purchased or otherwise
acquired Meridian securities from March 25, @@tirough July 13, 2017, botlates inclusive.”
(Doc. 1 at PagelD 1-2.) Three months latex,@lourt appointed Forman as lead plaintiff and
Levi & Korsinsky, LLP as leadounsel. (Doc. 20.)

On April 16, 2018, Forman filed an Amendédmplaint against Defendants Meridian,
John Kraeutler, and Melissa Lueke “on behalfefself and all other persons or entities who
purchased or otherwise acquirgecurities of [Meridian] between March 24, 2016 and October
23, 2017.” (Doc. 29.) She assertea claims for relief:

Count I: Violations of 8 10(b) of th8ecurities Exchange Act of 1934 (“Exchange

Act”), 15 U.S.C. § 78j(b), and Rule 1@promulgated thereunder by the SEC, 17
C.F.R. 8 240.10b-5, agairat Defendants; and

Count II: Violations of § 20(a) of the EkRange Act, 15 U.S.C. § 78t(a), against
all Defendants.

(Id. at PagelD 278-282.)
1. LEGAL STANDARD ON MOTION TO DISMISS

Federal Rule of Civil Procedure 12(b)(6) alka party to move to dismiss a complaint
for “failure to state a claim upon which relief caa granted.” Fed. R. Civ. P. 12(b)(6). To
withstand a dismissal motion, a complaint must aontmore than labeland conclusions [or] a
formulaic recitation of the eleemts of a cause of actionBell Atlantic Corp. v. TwombJyp50
U.S. 544, 555 (2007). In most cases, courts doetptire “heightened fagieading of specifics,
but only enough facts to state a claimrelref that is plausible on its faceld. at 570. “A claim
has facial plausibility when the plaintiff pleadgsfual content that allows the court to draw the
reasonable inference that the defendshable for the misconduct allegedAshcroft v. Igbal

556 U.S. 662, 678 (2009). A distrioburt examining the sufficienaf a complaint must accept
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the well-pleaded allegations of the complaint as ttde.DiGeronimo Aggregates, LLC v.
Zemla 763 F.3d 506, 509 (6th Cir. 2014).

In a securities fraud case, the complaisbahust satisfy the heightened standard for
pleading fraud set forth in FedeRlile of Civil Procedure 9(b)Dougherty v. Esperion
Therapuetics, In¢905 F.3d 971, 978 (6th Cir. 2018). “Tbemplaint must (1) specify the
statements that the plaintiff contends weredkdent, (2) identify the gaker, (3) state where
and when the statements were made, and @xiexwhy the statements were frauduleritd”
The PSLRA, 15 U.S.C. § 78u-4(b), imposes fudher pleading requirements: (1) the
complaint must identify each staent alleged to be misleading and explain the reason it is
misleading, and (2) it must state facts with particularity that give riaestmng inference that
the defendant acted withamequired state of mindd.

IV.  ANALYSIS

Section 10(b) of the Exchange Act getigranakes it unlawful for any person using
mails or instrumentalities of interstate commeixease a “manipulative or deceptive device” in
connection with the purchase sale of a security. 15 U.S.C. § 78j(b). SEC Rule 10b-5
generally makes it unlawful for a person using mails or instrumentalities of interstate commerce
to commit fraud in connection with the purchasesale of a security. 17 C.F.R. § 240.10b-5.

A plaintiff must prove six @ments to establish a claim for violation of § 10(b) of the
Exchange Act or SEC Rule 10b-5: “(1) ateraal misrepresentation or omission by the
defendant; (2) scienter; (3) a connection betwbermisrepresentain or omission and the
purchase or sale of a security; (4) reliance upon the misrepgserdr omission; (5) economic

loss; and (6) loss causationDougherty 905 F.3d at 979 (citation omitted).
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Section 20(a) of the Exchange Act, 155UC. § 78t, provides for joint and several
liability for controlling pesons for violations of the Exchange Act.
A. Material Misrepresentation

The Sixth Circuit has explained that the gsed for when a misrepresentation has been
made is different depending upon whether a misstant or omission is alleged, and whether it
concerns hard information or soft informatiohhe Sixth Circuit stated the following standard
for affirmative misstatements:

A misrepresentation is an affirmative staient that is misleading or false. When

an alleged misrepresentation concerrerdnnformation”—"typically historical

information or other factual information that is objectively verifiable”—it is

actionable if a plaintiff pleads facta@wving that the statement concerned a

material fact and that was objectively false or misading. When an alleged

misrepresentation concerns “soft inf@ton,” which “includes predictions and

matters of opinion,” a plaintiff mustditionally plead fact showing that the
statement was “made with knowledge of its falsity[.]”

In re Omnicare, Inc. Sec. Litigr69 F.3d 455, 470 (6th Cir. 2014) (citations omitted). The
subjective aspect of the affirmative misstatementreggiires plaintiffs “taallege particular facts
demonstrating that defendants had actual kndgdehat their statements concerning soft
information were false or misleading at the time that they were made,” but it can be examined

with the scienter prongld. at 471%

4 The Sixth Circuit set forth different standards for misrepresentations by omission:

In lieu of targeting a defendant’s misleading or fals¢eshents, a plaintiff may foswon a defendant’s omission—

its failure to disclose information when it had a duty to do so. “A duty to affirmatively disclose ‘may arise when
there is insider trading, a statute requiring disclosuredorelevant in this case, ‘an inaccurate, incomplete[,] or
misleading prior disclosure.” To complicate matters further, when a person or corpomtien into possession of
information that makes a prior staterh&inaccurate, incomplete, or misleadindifferent duties to disclose the

new information arise, perhaps unsurprisingly, depending on whether the new inforsnagod or soft. If the new
information is hard, then a person or corporation has a duty to disclose it if it renders a prior disclosure objectively
inaccurate, incomplete, or misleading.thé new information is soft, therparson or corporation has a duty to
disclose it “only if [it is] virtually ascertain as hard facts™ and contradicts the prior statement. In other words, the
new information must be so concrete that the defendant must have actually known that the nevioinfieemnakgrs

the prior statement misleading or false and still did retldse it. Whether newly guired soft information is
sufficiently concrete to trigger a duty to disclose will undoubtedly depend upon the facts in a given case, and the
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The “materiality requirement is satisfied @hthere is a substéaitlikelihood that the
disclosure of the omitted fact would have begwed by the reasonable investor as having
significantly altered the total mix @fiformation made available.Matrixx Initiatives, Inc. v.
Siracusanp563 U.S. 27, 38 (2011) (internal quotatanmd citation omitted). Context matters
when determining materialityin re Omnicare 769 F.3d at 478.

1. Statements Concerning LeadCare’s Efficacy

Plaintiff alleges that several categoriestatements were misleading. First, Plaintiff
contends that Meridian made material misstatésn@hen it asserted during the Class Period in
press releases and SEC filings that the Leesl@sting systems weRbDA-cleared, accurate,
and provided point-of-care capabhjlit Plaintiff argues that thedadCare systems failed to meet
all of those standards. She alleges thatmdn venous blood sample was used, the LeadCare
systems required a lengthy incubation periodmfo twenty-four hoursand therefore did not
provide immediate, accurate,ipbof-care results. AlthougPlaintiff addresses all of
Meridian’s statements regarding the efficacyhaf LeadCare systems with a broad brush stroke,
the Court will provide a closer examinatiohthe purportedly misleading statements.

To begin, Meridian’s repeated statemiengeveral Forms 10-Q and the November 2016
Form 10-K that Magellan was “a leading manufacturer of FDA-cleamedlpts for the testing
of blood to diagnose lead poisoniimgchildren and adults” andife leading provider of point-of-
care lead testing systems™iet actionable. (Doc. 29 at@aD 211-212.) Plaintiff has not
pleaded facts suggesting that this statementse ta gives a false impression. Even after the

LeadCare products recall, it remained true Magellan manufactured LeadCare systems that

nature of both the prior disclosure and the new information will determine whether new information makes a prior
disclosure false or misleading.

Id.
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were FDA-cleared and point-afre accurate for use with diigry blood samples to diagnose
lead poisoning in children and adults. Rtdf has not identifiecany other company who
manufactured lead testing systems whicheArDA-cleared and point-of-care accurate.
Therefore, Meridian did not mislead when it stated that Magellan was a leading manufacturer or
provider of such systems.

However, Meridian stated in the Noveent2016 Form 10-K that all of its diagnostic
products, including the Magellan LeadCare systenere FDA cleared(Doc. 29 at PagelD
213.) Plaintiff does not disputeahthis statement was literalisue, but she alleges that the
statement gave a materially false impressiominkff alleges that Median did not timely
provide the FDA with its noties to customers to use uimations periods for venous blood
samples, about changes to ickage labeling to ingtct about the incubation period, or about
customer complaints. As such, Plaintiff giis that the LeadCare systems were not FDA-
cleared to use with an incubation period fonmes blood samples. Ti@ourt agrees that the
particular statement that all Magellan productsen€DA cleared is actiobie on the theory that
it gave a materially false impressioSeeBondali v. YumA Brands, In®&20 F. App’x 483, 491—
92 (6th Cir. 2015§.

2. Statements in the Merger Agreement

Plaintiff next alleges thatleridian made false statements when it adopted and executed
the Merger Agreement. In the Merger Agreem&fagellan made the statements that (1) it had

filed all material reports with the FDA and tlaltreports were complete and accurate, and (2) it

5 To the extent that Plaintiff alleges that Meridiarmgly stated that the Lead@asystems provided accurate
results with venous blood samples if an incubation pericdutibized (as opposed to poiot-care accurate), this is
not actionable. Plaintiff alleges théeridian received complaints in Jamp2017 that the LeadCare Ultra tests
gave inaccurate results even when the incubation period was used, but Plaintiff does not asserdigraihaeie
any particular statements about the accuracy of LeadCare tests after that date.
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had conducted all clinical testimgaccordance with FDA regulations. (Doc. 29 at PagelD 204.)
The representations at issue were part of theanties made by Magelldn Meridian in Article
lIl of Merger Agreement. (Meridian Ma3016 Form 10-Q, Exhibit 10.1 at 29, 50.) The
statements are not actionable because theywade by Magellan, not Meridian. The Supreme
Court has held that only the person or entity withtrol of the content of a statement is the
maker of the statement who can be liable for a misrepresentation under RuleJEHbuS Cap.
Grp., Inc. v. First Derivative Tradey$64 U.S. 135, 142-43 (2011). The Merger Agreement
was signed by Kraeutler on behalf of Meridard by Peter Glick on behalf of Magellan.
Meridian cannot be held liable for the warranty representations made to it by the opposing party
in an arms-length business traoson before the merger took eft. Plaintiff has not alleged
that after the acquisition Meridiarouched for, adopted, or re4&d Magellan’s warranties to it.
The Court will dismiss the Amended Complaint te #xtent that Plaintiff asserts claims based
on representations made by Magellan in the Merger Agreement.

3. Statements about Meridian’s Expectations for Magellan

Next, Plaintiff asserts that three statetsanade by Meridian in the November 10, 2016
press release attached as an exhodMovember 2016 Form 8-K are actionable
misrepresentations. The first statement is thaidve expected its pregtions for fiscal year
2017—specifically the expectation that Meridian&t revenues would be in the range of $205
million to $210 million with diluted earnings e range of $0.81 to $0.85 per share—to be
“reasonable, and [would] prove be realistic, with quarteltquarter results supporting our
expectations.” (Meridian November 2016 F®8rK, Ex. 99.1 at 8; Doc. 29 at PagelD 216.)
Plaintiff asserts that statement was falsealse Meridian had no basis to believe Magellan

would meets quarter-to-quarteopctions. (Doc. 29 at Pagell16.) Plaintiff has mixed up
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apples and oranges, so to speak. The statemeMeéhiaian would meet its fiscal 2017
expectations is not disproven bgeaneral allegation one business ukigellan would not
meet its quarterly expectations.

Additionally, this is a forward-looking stateméniThe PSLRA contains a safe harbor for
forward-looking statements. Forward looking statements are defined to include statements of
revenue and earnings. 15 U.S8Z8u-5(c)(i)(1)(A). A forwardeoking statement is one whose
veracity cannot be determined at the time the statement is rDadgherty 905 F.3d at 983.
Subiject to limitations, a defendant will not beblie for a material forward-looking statement if
either (1) the statement is “identified as a forward-looking statement, and is accompanied by
meaningful cautionary statemeidentifying important factors that could cause actual results to
differ materially from those in thforward-looking statement,” or)2he plaintiff fails to prove
that the forward-looking statemen . was made with actual knowledge . . . that the statement
was false or misleading.” 15 U.S.C. 8§ 78u-B(})A)—(B). This Meidian press release
contained cautionary language, including that the costs and difficulties of complying with FDA
regulations could impact future growth. €ktlian November 2016 Form 8-K, Ex. 99.1 at 10—
11.)

Plaintiff argues that boilerplate cautiondepguage is not sufficient. However, the
cautionary language here is analogous to theareary language found to be substantive and

effective by a sister court in this Districkee Willis v. Big Lots, IncNo. 2:12-cv-604, 2016 WL

6 Plaintiff argues that this is a nptirely forward looking because itasmixed statement accompanied by present
fact. The Court disagrees. Meridian's guidance for its future revenues and earnings per share are didénguish
from the statements in tlvase cited by Plaintifin re EveryWare Global, Inc. Securities Litigatjdv5 F. Supp. 3d
837 (S.D. Ohio 2016xff'd IBEW Loc. No. 58 Annuity fd v. Everyware Global, Inc849 F.3d 325 (6th Cir.

2017). The statement in the casas that the company was “on tra¢&’meet its revenue projectionkl. at 855.

The Court stated that the PSLRA sh#bor provisions did not apply because the statements were related to the
company’s “then-current conditionsiti. Here, conversely, Meridian stated that it believed its projections to be
reasonable and that they would be proven in the future to be realistic.
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8199124, at *15 (S.D. Ohio Jan. 21, 2016). The cautionary langusgdligstated that the
following factors could influence future performandbe economic and credit crisis, the cost of
goods, competitive pressures, economic presson the company and its customers, the
availability of brand name clesut goods, and freight costiel. The language used by Meridian
is different as it is tailored to a different inthys but it warns of similarly broad risks: the
inability to protect its intellectal property, consolidation of hgitals and laboratories, economic
recessionary pressures, difficulties in compdywith FDA regulations, and economic conditions
in foreign countries. (MeridaNovember 2016 Form 8-K, Ex. 9%110-11.) This Court finds
that Meridian’s cautionary languagesufficiently meaningful.

Plaintiff also contends th#te cautionary language is moeaningful because Meridian
knew about, but did not disclose gsjfic problems witithe LeadCare products likely to trigger
FDA oversight. Some courts have concludet ttautionary language is not “meaningful” under
§ 78u-5(c)(1)(A)(i) when a compg knows that the potential risksey have identified have
occurred alreadySeee.g, In re Nash Finch C9502 F. Supp. 2d 861, 873 (D. Minn. 2007)
(“[Clautionary language can nbe ‘meaningful’ when defendantaow that the potential risks
they have identified have in fact already ated, and that the positive statements they are
making are false.”)in re SeeBeyond Techs. Corp. Sec. Li##§6 F. Supp. 2d 1150, 1165 (C.D.
Cal. 2003) (stating that 8§ 78u-5(£)(A)(i)’s requirement “thameaningfulcautionary language
accompany the forward-looking statement severelitdithe possibility that false or misleading
statements could be made with actual knowlestgyet be protected under the safe harbor
provision”).

However, the Sixth Circuit has concluded ttegt speaker’s state ofind is irrelevant

when the forward-looking statement is accompanied by objectively meaningful cautionary
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language. “In other words, if the statement qiedifis ‘forward-lookingand is accompanied by
sufficient cautionary languagedafendant’s statement is protectedardless of the actual state
of mind.” Miller v. Champion Enters. Inc346 F.3d 660, 672 (6th Cir. 2003ge alsdBeaver
Cnty. Retirement Bd. v. LCA-Vision, Indo. 1:07-cv-750, 2009 WL 806714, at *14 (S.D. Ohio
Mar. 25, 2009) (“Plaintiff's allegation th&tefendants had actual knowledge that consumer
demand was slipping . . . does not save thendiecause the existence of the meaningful
cautionary statement renders the issuer’s stat@rad irrelevant.”). In one case, the Sixth
Circuit found that a memory-foamattress company that had warmggsherally about risks from
mattress competitors entering the markenfiemory-foam mattresses was protected under the
safe harbor provision, eveéhough the company did not discloseiaternal analysis of the risks
posed by a particular competitdPension Fund Grp. v. Tigpur-Pedic Int’l, Inc, 614 F. App’X
237, 244 (6th Cir. 2015). Here, Meridian warmdxbut risks inherent inomplying with FDA
regulations. That is sufficient to maktee cautionary languagneaningful.

The second alleged misrepresentatioth@dNovember 2016 press release was that
Magellan “exceeded [Meridian’s] expectatiansatisfying the demand for testing children for
elevated blood lead levels.” (Doc. 29 at PagelB.) Plaintiff did not plead what expectations
Meridian had for Magellan or how those expicins had not been exceeded as of November
2016. Plaintiff has not pleaded facts to m#ke an actionable misrepresentation.

The third and final statement Meridian made in the November 10, 2016 press release was
that it believed the Magellan hnsss unit would report “low-dougdigit organic growth in
fiscal 2017 with the potenti&r upside performance.”ld.) This is also a forward-looking
statement under the PSLRA. The Court has condltiti Meridian used meaningful cautionary

language when it warned abdbé potential impact of corhpng with the FDA regulatory
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process that provides a safebti@rfor the statements about freauMagellan growth. The Court
concludes that none of Meridiarstatements about its expatibns for Magellan in the
November 2016 press release are actionableeprssentations under the PSLRA. The Court
will dismiss the Amended Complaint to the extent the claims are based on these alleged
misrepresentations about Mdlge’s future performance.

4. Meridian’s Statements about the Effetiveness of Its Internal Controls

Finally, Plaintiff alleges that Meridian megresented the effectiveness of its internal
controls following the acquisition of Magetfia (Doc. 29 at PagelD 217-222.) As the Court
understands the allegati®, Plaintiff alleges thad#leridian made a seried disclosures about its
internal controls related to financial repagiin its Forms 10-Q and 10-K issued between May
2016 and November 2017. Meridian disclairtieat it had reviewedlagellan’s internal
controls in some of those Forms 10-Q and 1®4,it did not disclaim that it had reviewed
Magellan’s controls in other Forms 10-Q and 10Most relevantly, Meridin stated for the first
time in the November 2017 Form 10-K that it had tded deficiencies ints internal controls
that could result in material misstatements in its financial statemédtst PagelD 222.)
Plaintiff interprets this to be an admission tN&ridian knowingly or reklessly disregarded that
Magellan lacked sufficient internabitrols when it acquired Magellanld ()

Defendants point out the inadequacy of thekegations. Meridiadid not disclose any
deficiencies related to internal controls unté tdovember 2017 Form 10-K. The mere fact that
Meridian disclosed a known deficiency in Noveer 2017 does not, without more, suggest that it
knew about the deficiency prior to that disclosuRtaintiff fails to pead facts suggesting that

Meridian knew prior to November 2017 about ifkernal control defi@ncies. The Court will
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dismiss the Amended Complaint to the extine claims are based on these alleged
misrepresentations about internal controls.
B. Scienter

“In the securities-fraud context, scientecludes a knowing and deliberate intent to
manipulate, deceive, or defraud, and recklessnd3sugherty 905 F.3d at 979 (citation
omitted). Recklessness is defined in this context as a “highly unreasonable conduct which is an
extreme departure from the standards ofr@ui care ... akin toonscious disregard.id. at 980
(citation omitted).

A court examining whether a plaintiff has gdately pleaded scienter must (1) accept all
factual allegations as true, (@nsider the complaint, and tHecuments incorporated in the
complaint, in their entirety, and (3) “tak&o account plausiblepposing inferences.Tellabs,

Inc. v. Makor Issues & Rights, Lidh51 U.S. 308, 322—-23 (2008ge also Doughertp05 F.3d

at 979 (quotingrellabg. This requires the Court todk at the allegations holistically and
collectively, not on an alfgtion-by-allegation basid-rank v. Dana Corp.646 F.3d 954, 961
(6th Cir. 2011). The third factor requirasourt to “consider plsible, nonculpable
explanations for the defendant’s conductwatl as inferences favoring the plaintiffTellabs

551 U.S. at 324. “A complaint will survive, imld, only if a reasonable person would deem
the inference of scienter cogent and at laastompelling as any opposing inference one could
draw from the facts allegedtd.

The Sixth Circuit examines scienter witfference to nine non-exhaustive factors:

(1) insider trading at a suspatis time or in an unusual amount;

(2) divergence between internal repaitsl external statements on the same
subject;

(3) closeness in time of an allegefiigudulent statement or omission and the
later disclosure of inconsistent information;
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(4) evidence of bribery by a top company official;

(5) existence of an ancillary lawsaharging fraud by a company and the
company’s quick settlement of that suit;

(6) disregard of the most current factual information before making statements;

(7) disclosure of accounting informati in such a way that its negative
implications could only be understt by someone with a high degree of
sophistication;

(8) the personal interest of certain directors in not informing disinterested
directors of an impendg sale of stock; and

(9) the self-interested motivation of defentkain the form of saving their salaries
or jobs.

Helwig v. Vencor, In¢.251 F.3d 540, 552 (6th Cir. 200%ge alsdougherty 905 F.3d at 979
(quotingHelwig).

The Court must examine whether sciemtasts only as to the November 2016 form 10-
K statement that all of the Meridian diagtics products, including the Magellan LeadCare
products, were FDA cleared. Plaintiff argues that féelwig factors, plus several nddelwig
factors, support a finding of soier. Specifically, Plaitiff argues that the alleged facts show the
following Helwig factors support a finding of scienterée(2) a divergence between internal
reports and external statements, (3) closeimetsmie between an alleged fraudulent statement
and the later inconsistent disclosure, (6) disr@géthe most current factual information before
making statements, and (9) the self-interestetlvation in terms of salary or jobs.

The second and sixth factors are related \&ill be addressed together. The Court
concluded above that Plaintiff adequately piesaded that Meridian made actionable false
representations thall af the Magellan products werd)A cleared in the November 2016 Form
10-K. Plaintiff pleaded that idoing so Magellan and Meridiatisregarded internal documents

demonstrating problems with the LeadCareaystwhen using venous samples such as the
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September 2013 Reagent Study, CAR 108 openbBldwember 2014, the labeling changes to
include an incubation period, the Novembet@@otice to customers and product bulletin, and
the customer complaints over several years. These internal documents thaggen incubation
period was required to achieve accurate rednliisthe FDA had not cleared LeadCare systems
with the use of aimcubation period.

To the extent that these Magellan docaoteavere created oeceived prior to the
acquisition by Meridian, Plairifihas pleaded that the documg would have been made
available to Meridian during the due diligence psscePlaintiff also pleaded that Winslow, the
former Magellan president and CEO who became an executive vice-president and the head of the
Magellan business unit for Meridian, participatednonthly “flash calls” with other Meridian
executives to discuss monthly performance @umtbok. Plaintiff specifically pleaded that
customer complaints would have been discugs#itese conference calls. The Court finds that
the allegations are specific enougtwithstand a Rule 12(b)(6) albenge. The second and sixth
Helwig factors favor a finding that scienter exis&uch divergence between internal documents
and public reports can be a “kictor” to finding scienterDougherty 905 F.3d at 981.

However, the thirdHelwig factor does not support a findingsafienter. Meridian stated
in the November 2017 Form 10-K that all ofioducts were FDA cleared. The FDA did not
issue the recall of the LeadCameducts until May 2017. A six-omth distance in time between
the false representation and the public disclosuoewirary facts is toeemote to be suggestive
of scienter.See Doshi v. Gen. Cable Carf23 F.3d 1032, 1042 (6th Cir. 2016) (stating that an
86-day gap did not allow scienter inferencelity of Monroe EmpsRetirement Sys. v.
Bridgestone Corp.399 F.3d 651, 687-88 (6th Cir. 2005) (finding a four-month period to not be

probative of scienter).
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Plaintiff makes only a bare-bes argument that the nintttelwig factor weighs in favor
of scienter. “[G]eneral allegations of an extaeeis desire to protédis position within a
company or increase his compensation do not cemp motive for fraud, because such a desire
is shared by all corporate officersDougherty 905 F.3d at 981-82 (internal quotation and
citation omitted). Rather, “a plaintiff must show concrete benefits that could be realized by one
or more of the false statements and wrongful nondisclosures alleégBdDiamonds, Inc. v.
Chandler 364 F.3d 671, 690 (6th Cir. 2004). Plaintiff does not plead facts to meet that standard
here.

None of the otherelwigfactors apply in this case. diead, Plaintiff seeks to boost her
scienter analysis with nadelwig factors. For example, Plaintidileges that the fact that John
Kraeutler announced his retirement as the @EMeridian in May 2017 on the same day the
FDA began its fifteen-day inspection of Magellafacility in Massachusetts is evidence of
scienter.See Willis 2016 WL 8199124, at *34 (finding thegsignation of a merchandising
executive on the same day that the compampanced it had not met earnings expectations was
evidence of scienter). Kraeutler’s retiremesais unexpected because he had an employment
contract through September 2018. Howeveritli@én points out that the retirement
announcement stated that Kraeutler would ioowetto serve as CEO until his successor was
chosen and that he would remain as the execdtisgman of the comparg/board of directors.
(May 2017 Form 8-K at Ex. 99.1.) Moreover, Krdets retirement was announced before the
FDA issued the recall, its inspection report, orwlaening letter. This factor weighs slightly in
favor of a finding of scienter.

Next, Plaintiff asserts that the FDA recatispection report findings, and warning letter

are themselves evidence of scienter. Howelercase she cites in support of the proposition

28



that FDA violations can be inchtive of scienter idistinguishable in material respect. Guiam
v. InvacareCorp., No. 1:13cv1165, 2014 WL 4062456, at-75(N.D. Ohio Aug. 18, 2014), the
court found scienter where the company issuedipsatatements to ingtors mischaracterizing
the violations found by the FDAfter the FDA issued its warningtters. Here, in contrast,
Plaintiff does not allege that Mdian made any misstatementghe investing public after the
FDA issued its product recall, findings, or wangiletter. To the extemlaintiff alleges that
Meridian had prior knowledge of the underlyipgpblems confirmed by the FDA findings and
warning letter, those allegatiohave been addressed in thalgsis of the second and sixth
Helwig factors. The purported factor does notglian favor of a finding of scienter.

Finally, Plaintiff asserts #t the Meridian’s January 20townward guidance adjustment
is evidence of scienter. Meridian stated thatljusted its guidanagownward and reduced its
dividend because it was experiencing continuiificulty in its Americas diagnostic business
unit. It stated in the same SEC filing thla¢ Magellan business unit performance was strong.
However, Plaintiff alleges thée real reasons for the downwadjustment were the problems
with Magellan’s LeadCare syshs which came to light in Nor#er 2016, including Meridian’s
issuance of the public bulletin blaming the Becton Dickinson nutioppers for inaccurate test
results, its decision to revise the labelinglfeadCare Il to include a four-hour incubation
period, and its failed attempt to send an MDRh® FDA concerning thieeadCare 1l labeling
change.

Meridian responds that Plaintiff's theoryfaially implausible. Magellan products
constituted only 5.1% of Meridian®verall revenues for fiscal §£2016. It was only a fraction
of the overall Americas diagnostic business uMbreover, the LeadCare Plus and LeadCare

Ultra testing systems, which were primarilyedswith venous blood samples, constituted only
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10% of Magellan’s annual revenues. TheatlCare and LeadCare Il systems were used
primarily with capillary blood samples. (Mer@h November 2017 Form 10-Q at 30.) Meridian
contends that it would not have reduced®@47 projected earnings and cut its dividend—
blaming the decision on weakness in the lapgetion of the Americadiagnostics business
unit—to conceal a weakness in the smaller Magaliagnostics business unit. That is, Meridian
contends that it would not @ adjusted its guidance dowasmi—an action likely to cause a
stock price drop—to conceal problems with a smaller business unit.

Also, Meridian points out that it made volant disclosures to thgublic about the need
for an incubation period for the LeadCarstsyns when venous blood samples were used.
Magellan issued notices to customers in Nolrer 2014 and November 2016 instructing them to
use incubation periods for venous blood samples foaiodteadCare systems. It sent a medical
device report to the FDA in Apr2015 which includes the Novemb2014 notice to customers.
The Court does not discount Plaintiff's allegatitimst Meridian’s and Madlan’s disclosures to
the FDA were untimely and insufficient, but theoluntary public disclosure of information
about the need for incubation persaghdercuts an inference of an miteo deceive or conceal.

Finally, it is useful to exame Plaintiff’'s overarching theorgf liability and Meridian’s
response thereto. Plaintiff ajjes that Meridian knowingly gaired a company facing serious
regulatory problems, including a éky FDA product recall, to ameliate its weakening financial
position. Specifically, Plaintiff alges that Meridian faced diffitties in its core diagnostic
2016 business unit because (1)litsnigene product was not germing as well as expected,

(2) it was going to lose the patents forHtspylori products in May 2016, and (3) it had a small
research and development budget. TherefoeentHf alleges, Meridan acquired Magellan to

provide it with new diagnostic prodts and new growth driver. M@ver, Plaintiff also alleges
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that Meridian knew that Magelh was facing serious regulat@goblems, including a likely
FDA product recall, because Magellan fraudulenths concealing the fact that its LeadCare
products could not provide point-of-care accuraiyout the use of an incubation period for
venous blood samples.

Meridian contends this ovetaheory is nonsensical. Merath asks why it would seek to
boost it revenues and stock pridgsacquiring a company with regtday liabilities that would
imperil its future prospects. Meridian asserts thiatmore likely that Meridian believed that the
acquisition of Magellan in factould bolster its bottom line. Melian does not dispute that it
faced business difficulties prior to the acquisitidiMagellan in early 2016. Meridian knew that
Magellan’s LeadCare products had been FD#ard for use with capillary and venous blood
samples and that the use of the products gdfhllary blood samples accounted for the majority
of Magellan’s revenues. Addinally, while Plaintiff has allegkthat Meridian knew or should
have known that Magellan had made changéséaiCare’s labeling and instructions without
timely informing the FDA, there is no allegatitrat Meridian would have known that the use of
an incubation period did not ameliorate theenedtimation problem for venous blood samples.
Meridian did not receive customer complaiab®ut problems witincubated samples until
January 2017. Therefore, Meridian’s purponyedisleading, but literally true, statement in
November 2016 that all of Magellan’s LeadCaystems were FDA cleared likely was not made
with knowing, deliberate, or reclds intent to deceive investors.

Plaintiff's theory of liability is not as congtling as Meridian’s non-culpable explanation.
As such, the Court concludes that Meridian’s dpestatement in November 2016 that all of its
products were FDA cleared does not rise tdékel of “a knowing andieliberate intent to

manipulate, deceive, or defraud, and recklessnd3sugherty 905 F.3d at 878 (citation

31



omitted). Because Plaintiff has not met the scienter requirement, the Court need not consider the
remaining element of a securitigaud claim. The Court will dimiss the Exchange Act claims
against Defendants.
V. CONCLUSION
For the foregoing reasons, the Motion to Dismiss (Doc. 33RANTED.
IT IS SO ORDERED.
Dated this 13th day of February, 2019.
BY THE COURT:
S/Susan J. Dlott

Susan J. Dlott
United States District Judge
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