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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

CENTER CITY
PERIODONTISTS, P.Cet al.,
Plaintiffs,
: CIVIL ACTION
V. : NO. 10774
DENTSPLY
INTERNATIONAL, INC.,
Defendant
Jones, Il J. July 24, 2017
MEMORANDUM

Plaintiffs bring this actionon behalf of a putative class of dentists and periodontists
residing inPennsylvania and New Jerséy breach okxpress warrantglaims arisingrom
alleged deficienciem the design and labeling of various models of the Cavitron ultrasonic
scaler, a dentaleviceusedfor a variety ofproceduregbove and below the gum line. Amend.
Compl. 1 910, ECF No. 36 DefendanDentsplylnternational, Inc.a Delaware corporation,
manufactures and markets the Cavitron and sells the device through authoriZeatalistri
across the United Statescluding Pennsylvania and New Jerséy. at 11 57.

The gravamen of Plaintsf claimsis that theCavitron is not, and never wasafe or
suitable forits indicatedusesbecause the internalalls ofthe devices waterlines naturally
accumulateiofilm, exposingpatients and dental staff pmtentially hazardouisacteria levelsn
excess of safe water standarelgen when operated and maintained in a manner consistent with
the Directions for Use and related materials (“DFU$t). at{128-35. According to Plaintiffs,
that “inherent defecttonstituteca breach of th€avitron’sexpress waanty againstdefects in

materials or workmanship” anthgether with Dentsply’s failure to disclogee defectamounted
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to a breach ochn express warranty of safety and suitabdibntainedn the DFUs Id at 1164-
75.

Presently before thi€ourtis Plaintiffs motion for class certificatioand appointment of
class ounsel pursuant to Rule 23 of thederalRules of Civil Procedurdlfe “Class Motion”)
ECF No. 54. Also pending before this Court are three motions to preclude egferbonhg
filed in connection with the Class Motion, und@ubert v. Merrell Dow Pharm., Inc509 U.S.
579 (1993)the “DaubertMotions”). ECF Nos. 104, 124, and 12After careful consideration
of the voluminousecordand the partiessubmissions, this Couredidesthe motions in
Defendant’s favar Class certification isherefore denied

THE CLASS CERTIFICATION RECORD

Center City Periodontists, P.C., and Affiliated Periodontists of North Jersey, P.A
broughtthis actionin February 2010after theiroriginal action,commenceda Decembe006,
was dismissed for lack of subject matter jurisdictiditchel Goldman, D.D.S., a Pennsylvania
dentist, joined the instant s@spartyplaintiff in August 2012.

Center City was established under the laws of Pennsylvania and is ownedbtatbef
the deceased Carole N. Hildebrand, D.D.S., a periodontist in Philadelphia County. Amend.
Compl.f 1. Affiliated Periodontists was established under the laws of New Jerseyamaed
by Robert A. JaffinD.M.D., and Ashkay Kumar, D.M.D., periodontists in Bergen County, New
Jersey.ld. at{ 2. Plaintiffs purchased Cavitrons for use in various sungical procedures
such as teeth cleaning and root debridemkhtat 71 1-3.

One of theCavitron’s featires is to deliver a higpressure, pulsating water stream into a
patient’s mouth through a hand piece at the end of a flexible tube that is connected to the

device’smain body.Id. at{ 21. The water stream helps to keep the working area cool and free



of debris during preedures.Rowland Aff.  15PIs.’ Class Bi.Ex. 1 Because water can be
vehicle for pathogenic micosganisms, various regulatory and professional guidelines instruct
dental health cangrofessional§‘DHCPs”) to use water of a dain quality for nonsurgical
procedures like the ones performed with the Cavit®eead. at 1 8-11.

In particular, the U.S. Centers for Disease Control and Prevention (CDC) psablishe
infection control guidelines and recommendatitiret DHCPs must follow to be licensed in
Pennsylvania or New Jerse$ee49 Pa. Code § 33.211(a)(7); N.J. Admin. Code § 13:30-
8.5a)(2). In 1993, theCDC issued guidelines recommendithgit waterlines should be flushed
with water at théeginning of each clinic degndaftertreatingeach patientCDC,
Recommended Infectigbontrol Practices for Dentistry42(RR-8) REcomMS. & REP. 1, 7-8
(May 28, 1993), Class Opp’n Br., Ex. 18, ECF No. 60-8. It is undisputed that Dentsply
incorporated these guidelinggo “all of the CavitrorDirections for Usealistributed throughout
the relevant period.ClassOppn Br. 15 n.19, ECF No. 61. By 2003, the CB@sadvising
DHCPsthat the number of bacteria in water used for sorgicaldentalprocedures should be
no greater than 500 colony forming units peliliter (cfu/ml), the regulatory standard for
potable water established by the U.S. Environmental Protection Agéig, Guidelines for
Infection Control in Dental Health-Care tiags 52(RR-17) Rcomms. & REP. 1, 29 (Dec. 19,
2003), Class Opp’n Br., Ex. 2ECF N0.60-12. The CDC explained that water flushing was not
enough to achieve thgoaland recommended additional practices such as using adaptive
devices or closed watsystems combined with chemical flushing and other measures in
consultation with manufacturersd.

Likewise, as early as 199the Anerican Dental Association (ADAgtarted to advise

membersincluding Plaintiffs that biofilm formationin waterlinesshould be managed using a



combination of strategies such as chemical treatment and independent veat@inesADA
Statement on Dental Unit Waterlind27 J. M. DENT. ASSN __, 186 (Feb. 199¢YADA
Statemeri}, Class Opp’n Br., Ex. 18; ECF No. 60-10.lt noted, “Dental unit water systems
currently designed for general dental practice are incapable of deliveringofvateoptimal
microbiological quality.” Id. at 185, Ex. 1%, ECF No. 60-9. Like the CDC, the ADA advised
dentiststo monitor water quality in dental units aadherestrictly to maintenance protocols in
consultation wittmanufacturerso reach water quality standardsl. at 186, ECF No. 60-10.

The ADA also encouraged manufacturers “to develop accessory components that can be
retrofitted to dental units currently in use, whatever sources (public or indepenol@nd in
achieving this goal.”ld. at 185, ECF No. 60-9. Two years later, Dentsply introduced the Dual
Select, an accessory that can be used to retrofit Cavitrons to deliver water ¢tosed water
system. It also allows for chemical flushing of the device’s watatlies of 1997, the
Cavitron’s DFUs identified the Dual Select asavailable accessory. Ingram Decl. 1287
Class Opp’n Br., Ex. 7, ECF No. 60-The ADA continued tapdate these recommendations
about every three years and, by 2004, its advice had largely converge¢den@BC’s
guidelines. Class Opp’n Br. 17-2€e alsdngram Decl. 1 29 According to Plaintiffs’
infectioncontrol expert, it is reasonable to expect DHCPs to be familiar with the ADA’s
recommendations and, in the exercise of reasonable care, to incorporate thaeiriptadtices.
Rowland 11/6/07 Dep. 237-242, Class Opp’n Br., Ex. 11, ECF No. 60-3.

In addition to these recommendations and guidelines, the Cavitron’s DFUs provide
installation, operation and maintenance instructidrtsee DFUsare aproduct of the regulatory
regime that applie® Cavitrons under the Medical Device AmendmégRtBA) to the Food,

Drug and Cosmetic Act, 21 U.S.C. 88 3@dseq.ld. at 11-12.Under applicable regulations,



DFUs must include a description of the device’s “indicated” uses, “contra-imhsd
“warnings” of any hazards or risks, and “precautions” as to any potentiatoiths patient’s
health from receiving treatment with the devi@ee21 C.F.R. § 801.109The DFUsvary from
model to model but, after 199%he*“indicated usesfor all Cavitrons included “[p]eriodontal
debridement for all types of periodontal diseases” and “[e]ndodontic procedites.Class Br.
14-15;see, e.g.Directions for Us& 1, PIs.’ Class Br., Ex. 18And a least oneversion of the
DFUsindicatedthat the devicevasan “open water system.See, e.gDirections for Us& 5.2,
Pls.’ ClassBr., Ex. 21. The DFUsalso directedisers to flush the waterlines on a regular basis.
Id. at§ 9.1. It is undisputed that the DFUs lack any reference to biofilm or its pathog&sic r
Sincel990, however, Cavitrortgave alsancluded an Infection Control Information

card, which states

The objective of this information is tsupplementpublished

general guidelines for reducing cross contamination of infectious

diseases when using a DentspBavitrore ultrasonic scaler during

routine dental care. In the event any regulatory agdisagrees

with this informationthe agency requirements take precedence
Class Opp’n Br. 26-2%&ee alsad., Infection Control Information, Ex. 30, ECF No. 60-28
(emphasis added)rhe DFUsexplicitly refer purchasers to this card, as well as applicsthle
laws and the CDC’s and ADA’s recommendatidios “maximal operator and patient safety.”
See, e.gDirections for Use& 4, PIs.’ Class Br., Ex. 18n 2001, Dentsply issueal Service
Bulletin informing purchasers of the biofilm problem that can arise when failiogriply with
the CDC'’s guidelines, and recommending the complete removal and replacemefitrof bi
cloggedwatetines. Pls.’ Class Br. 23 n.26ee also id Ex.24. And, as of 2006ew DFUs

startedto advise purchasers against using the Cavitron in any prectid required asepsis,

i.e., the absence of pathogenic mioganisms such as those found in biofilRis.” Class Br.



15-16. The aw DFUsalsostronglyrecommendedut did notrequire,chemicalflushingon a
weekly basis Id. at 1§ SeeDirections for Us& 9.2, PIs.’ Class Br., Ex. 21.

Because the DFUs did not require installation on a closed water system ocathemi
flushing, nor warned buyers of the biofilm problem, Plaintiffs purportedly believethinat
Cavitron would always deliver potable watetensistent with safe water standafaisits
indicated uses-when installed on an open water source and flushed only with water in
accordance with the DFUSeeAmend. Compl{49, 55, 61see alsdPls.’ Class Br. 14-17,
ECF No. 54-1.Plaintiffs concede the Cavitron met those expectations at 8estAmend.
Compl.  71. Thewlso implicitly admit that the Cavitron can be used safely and effectively
with “the purchase of expensive additional or substitute equipment or systemat § 69. In
fact, PlaintiffsusedCavitronsto treatpatientswithout incidentfor years even though they did
notalwaysconnect them to a closed water system, attach a Dual Select or equivalentadevice,
flush the waterlines with biocide on a regular basiSeeClass Opp’n Br. 12-140ver time,
however, Plaintiffs discovered that, wheft untreatedthe Cavitron’s waterlines naturally
accumulated potentially hazardous levels of biofigeeAmend. Comp. Y 49-50, 55-56, 61-62.
Theyclaimthis “inherent defect” renders the Cavitnemsafe and unsuitable for its indicated
uses amaterialfact Densply supposedlymittedfrom the DFUson purpose Seed. at133,

41, 71-73, 89.

Plaintiffs initially raisedthreecounts, or theories of liabilityor Dentsply’sallegedly
wrongful conduct(1) breach of express warran{g) negligent design, and (3) a violation of
New Jersey’s Consumer Fraud ABtICFA) specificallyon behalf of class members residing in
New Jersey.ld. at 1 6491. This Courdismissedhe NLFA and negligent design claims, but

denied summary judgment on breach of warranty; thus onklgxesavarrantyclaimsremain.



Plaintiffs now seek certificatiorof the following class:

All dentists, periodontists, dental and periodontal practices, and

dental and periodontal schools and institutions (a) who are citizens

of the Sate of New Jersey or the CommonweathPennsylvania,

respectively (b) who purchaskCavitron ultrasonic scalers during

the time period January 1, 1997 to the date of traakl (c) who

were using a public water source for their Cavitrons at the time of

installation (the “Class”).
Class Mot., ECF No. 54Plaintiffs ako request certification divo Subclasses:Subclass 1: All
members of the Class who ai@zensof the Stateof New Jersey and “Subclass 2: All
members of the Class who aiézensof the Commonwealth of Pennsylvariidd.

Plaintiffs submitted various expert reports and affidavits in suppaneaClass Motion
including the report of Timothy Ulatowska former administratdor the U.S. Food and Drug
Administration (FDA)who opined on the regulatory regime applicable to the Cavitrorthand
report of Steven Hazel, a public accountant who offered methods for calculatingeddmased
on three distinct remedies. Dentsply submitted its own experts in oppositiertification
includingEric Gaier,Ph.D., an economisiffered to rebut Hazel'spinions.

The Class Motion was fully briefed on December 6, 2013, and after a series of
continuances requestég the parties, the certification hearings began on January 13, 2016. This
Court adjourned the proceedings into the summer to allow counsel the oppadadaxigmine
experts In the interimDentsply moved to precludeldlowski’'s and Hazel's testimorggand
Plaintiffs moved to preclude Dr. Gaier's. The hearings concluded on August 9, 2016. This
Courtis now prepared taule on the Class Motion and relatBaubertMotions.

DISCUSION

“To obtain clasgertification, plaintiffs must establish all four elements of Rule 23(a)

along with one provision of Rule 23(b)Johnston v. HBO Film Mgmt. In265 F.3d 178, 183



(3d Cir. 2001). Rule 23(a) requires a numerous class, common questaced claims,and
adequate repsentation Id. BecausédPlaintiffs seek to proceed under Rule 23(b)(Bgy must
alsoshow that common issues predominate over individual améshat a class action is the
superior vehicle for adjudicating the disputd. at 184. The other “essential pir@quisite”
under Rule 23(b)(3) is “ascertainabilityByrd v. Aaron’s InG.784 F.3d 154, 162 n.5 (3d Cir.
2015) (quotingMarcus v. BMW of N. Am., LL.@®87 F.3d 583, 592-93 (3d Cir. 201L2)

The Third Circuit requires rigorownalysisand consideration ofll relevant evidence
and arguments presented by the parties” to assure the requirements of Ralm2B larre
Hydrogen Peroxide Antitrust Litig552 F.3d 305, 320 (3d Cir. 20085 amendedJan. 16,
2009). Rigorousraalysis will frequently “entail some overlap with the merits of the plaintiff's
underlying claim. That cannot be helped. ‘[T]he class determination ggnevalves
considerations that are enmeshed in the factual and legal issues comprisiamtifesptause
of action.” Walmart Stores, Inc. v. DukeS64 U.S. 338, 351 (2011) (quotitgeneral Tel. Co.
of SWv. Falcod57 U.S. 147, 160 (1982glterationsupplied).

With this in mind,this Gourtfirst resolves th®aubertMotionsbefore proceeding tihe
Class Motion Seeln re Blood Reagents Antitrust LitjgZ83 F.3d 183, 187 (3d Cir. 2015a("
district court must make a conclusive ruling on any challenfgnioxpert’s qualifications or
submissions before it may rule on a motiondiass certification.”) (citindMessner v.
Northshore UnivHealthSysten69 F.3d 802, 812 (7th Cir. 2012)).

l. Defendant Prevails ornthe Daubert Motions
TheDaubertanalysis governing the admissibility of expert testimemerges from

Federal Rule of Evidence 702, which setstbrte requiremestcommonly known as



“qualification, reliability and fit! Calhoun v. Yamaha Motor Corp., U.S.850 F.3d 316, 321
(3d Cir. 2003) (quotingchneider v. Fried320 F.3d 396, 405 (3d Cir. 2003)).

Qualificationdemandshat“the witnesgpossess specialized expertiséd’ (qQuoting
Schneider320 F.3d at 405). The Third Circuit hastérpreted this requirement liberally
holding that a broad range of knowledge, skills, and training qualigxpert as such.’ld.
(internal quotation marks omitted

Forreliability, “the experts opinion must be based on the methods and procedures of
sciencerather than osubjective bkef or unsupported speculation; the expert must have good
groundsfor his a her belief.” Id. (internal quotation marks omittgd“[T] he trial judge must
determine whether the testimony has ‘a reliable basis in the knowledge andrecqudrthe
relevant discipline.”” ZF Meritor, LLC v. Eaton Corp696 F.3d 254, 294 (3d Cir. 2012)
(quotingKumho Tire Co. v. Carmichaéh26 U.S. 137, 149 (1999)T.he reliability prong
“applies to all aspcts of an expert’s testimonyte methodology, theatts underlying the
expert’s opinion, dnd the link between the facts and the conclusidn.”at291 (quotingHeller
v. Shaw Indus., Inc167 F.3d 146, 155 (3d Cir.1999%alterationsupplied).

Fit means that “the expert’s testimony must be relevant for the purposesoaisi and
must assisthe trier of fact. Calhoun 350 F.3d at 321 (quotirschneider320 F.3d at 405kee
also Meadows v. Anchor Longwall & Rebuild, [i206 F. App’x 781, 790 (3d Cir. 2009)The
expert’s testimony must ‘fit’ undehe facts of the case so thiavill aid the [fact finder] in
resolving a factual disputg.{internal quotatiormarksomitted)

The proponent of the expert testimony has the burden of establishing its adnyissibil

a preponderance of the eviden&&adillas v. Stork-Gamco, Incl86 F.3d 412, 418 (3d Cir.



1999) (citingDaubert 509 U.S. at 592 n.}0see also Mahmood v. Narcjs9 F. App’x 99,
102 (3d Cir. 2018

A. Ulatowski's Expert Opinion I sInadmissible

Plaintiffs havenot demonstrated the admissibility of Ulatowslaigerttestmony.
Ulatowskiis an “expert consultant on matters concerning medical device regulations,policie
and procedures administered by the [FDA].” Ulatowski Report 4, @lassBr., Ex. 16. He
also hagxperience in théeld of infection controfor medical devicesgermicides, sterilizers
and disinfectants. Pls.” Ulatowski Br. 6, ECF No. 1His opinions focuglmost exclusivelyn
Dentsply’s compliance (or necompliance) with the FDA'’s labeling requirements and other
regulations.SeeUlatowski Report 37-52.

Ulatowski’'s qualifications and the reliability of his testimony are not in dotdat holds
a bachelor’s degree in microbiology and a master’s degree in physiology witipaasss on
biomedical engineeringld. at4. To support his expert opinions, he draws upon “36 plus years
of training, knowledge and utilization of the FDA medical device regulationsjgmlreview
procedures and practicédd. at 9. The totality ofhis “knowledge and experience” provides “
reliable basis ZF Meritor, 696 F.3dat 294, for opining on the FDA'’s regulatory and
administrative requiremenisvolving medical deviceandinfection control practices.

The admissibility of Ulatowski’s testimony hinges on whether his opinions “fit utheer
facts of thiscase.” Calhoun 350 F.3d at 321. For purposes of answering this question, the
parties agree that the relevant factual inquiries araviigiher the Cavitron’s DFUs contain an
express warranty of safety and suitability, and (2) whether Dentsgdglted that warranty.

ComparePls.” UlatowskiBr. 7 with Def.’s Ulatowski Br. 1, ECF No. 104-

10



Accepting these limitations, Ulatowski’s testimoahgesnot reach the relevant factual
issues norcanhis expertise assist the trier of factany other way After all, finding thatthe
Cavitron includes a warranty of safety and suitabiity depend orthelanguage in the DFUs,
not thetext of the FDA'’s regulationsAnd establishing Dentsgk breachwill depend on
whetherthe Cavitron conformed to Dentsply’s representations, ndtEl#&s regulatory
requirements. During thehearings Ulatowski all but admittethis testimony was irrelevat
class certification or the merits of this cas¢e was ufamiliar with Rule 23s requirements.
Class CertHr'g Tr. 1/15/16 at 115:5-13. He agreed that the FDA does not deal with contractual
or warranty issue®r medical devicesld. at 91:17-93:1-5. And he admitted he cannot opine on
whether the DFUs createwarrantyor whether prospective class members underdtwad as
such Id. 93:18-95:13.In a separate, but related casealsoconceded that he cannot opine as
to whether or not dentists, “as a group,” looked at the DARIs. Ulatowski Br.at 8 n.8.

Plaintiffs’ arguments to the contrary are not persuasigestart Plaintiffs do not cite

any case in which a court admitted a regulatory expert’s testimony inrsgppdoreach of
warranty or breach of contract claim, or any class certification casledt matter Still,
Plaintiffs argue that Ulatowski’s testimony heli@ show they can satisfy the commonality,
typicality and predominance requirements under Rule 23, because those factors focus on
“defendant’'sonduct, and Mr. Ulatowski’s testimonylixestablishthat Dentsply’s
representations . wereboth uniform throughout thdass period and incorrect.” $1
Ulatowski Br. 8(emphasis in original)

But Ulatowski’sexpertisas not necessaifpr determiningthe DFUS’ uniformity. Te

DFUs speak for themselves, and a layperson is aleealaatetheir uniformity without expert

! pPlaintiffs acknowledge as much when they assure this Court that thidirésih of express warranty claim is not
based on any purported violations of the FDA'’s regulations. Pls.’ UlatdwskK.

11



assistanceNor is Ulatowski able to opine on the correctness of the DFUs. Indeed, he does not
know how Cavitron usersiterpretedheDFUs Class Cert. Hg Tr. 1/15/16 at 95:7-23He

cannot comment onow the DFUs interact witimfection control guidelines; he did not even

know that DHCPs are requiréyg lawto comply with the CDC’s recommendations. at

126:15-25. And hes notqualifiedto offer clinical opinionsas tothe Cavitron’ssuitability for

its intended uses when connected to an open water sddre.101:3-10seealsoPIs.’

Ulatowski Br. 6-7. Ulatowski’s testimonydoes not fithis breach of warranty casadis
thereforeinadmissible

B. Hazel's Expert Report Is Precluded

Hazel's experteportis alsoprecluded Hazel is a certified public accountant and
possesses other certifications and accreditations in fields such as fif@ecisics and business
valuation. Hazel Reprt App. B,PIs.’ ClassBr., Ex. 40 Heproposes procedures for calculating
potential damages based on three remedies: reimbursement, retrofit,|acemept?® Id. at 3.

He opines that each of these costs could be proven through a combination of invoices and self-
reportedeligibility “verification” forms. Id. at 36.

Dentsply does rnaattack Hazel's qualificationsRatherjt contends Hazel's opinions are
unreliableard his “analysis does not fit this case.” Def.’s Hazel Br. 1, 4-6, ECF No. 124-1.
According toDefendant, Hazel incorrectly presuntkatthe Cavitronis “worthless” and
thereforefails to consider, and could not account the device’sraluewhen used on an open

system.ld. at4-6. Also, “Hazel’s classwide damages do not fit Plaintiffdieory of liability

% Hazel anticipates that some class members will be entitled to full reimbemsef the Cavitron’s purchase price.
Hazel Report 3 Other class members may be entitled to restitution for costs indtonedetrofitting eligible
Cavitronsfrom an open ato a closed water source, including necessary auxiliary devices and chemical
disinfectants.ld. 4-5. Lastly, Hazel identifies alternative scalers that “could” deliver potaflerwithout biofilm
formation, and posits that some class mesitveuld be etitled to recover the costs of replacing their Cavitrons for
one of these other scalersl. at 56.

12



because they are not traceable to the alleged breach of express wWaasargguired under
Comcast Corp. v. Behrenti33 S. Ct. 1426 (2013)d. at 4, 6-7.Furthermore, Hazel's
“opinions could not possibly prowdamages here on a clasgle basis’ because individualized
trials would be required to determine class eligibility and “warranty dasdagpk at 1.

Dentsply’s arguments are on point. When calculating damages for breach oiftyvarra

both New Jersey and Pennsylvania creitiié‘value of the goods accepteti3 Pa.Cons. Stat.

§ 2714andN.J. Stats. Ann. § 12A:2-71#hich includes any valuebtained even with &

alleged defectSeege.g, Bouie v. Chrysler CorpNo. 95¢v-4146, 1996 WL 460768, at *2

(E.D. Pa. Aug. 14, 1996)tffe standard measure of damages is the difference between the good
as warranted and the good in its defective condition,” citing 13 Pa. Cons. Stat. § 2¢i4(b))
Samuel-Bassett v. KIA Motors Am., 857 F.3d 392, 402 (3d Cir. 2004) (finding that the
jurisdictional amount im breach of warranty case couldtbe establishedolely from evidence

of the purchase price because the redutdot include angatato ascertainthe valueof the
automobile with and withouhe brakedefect?).

Hazel’'smethodologyfailsto account for any revenue generated by class members from
successfully using their aljedly nonconforming Cavitons—value Hazel conceded should be
discountedrom any damages awartHazel Hr'g Tr.2/26/16 at 26:14-21Hazel also indicated
thathewould have modified his methodology to account for any value gained had he known that
Plaintiffs were using the device for its intended uses without inciddatel Hr'g Tr.2/26/16 at
27:6-28:15. Failure to do so rendered his model unreliable afittinky under the facts of this
case.Becausendividualized inquiriewill be necessary taentify any value obtained by each
class membedrom using the Cavitron asccepted, Hazel'spproachs alsounhelpfulfor

computingdamages on a claggde basis.

13



Another impediment to admitting Hazel's testimasomcastwhichheld that ‘a
model purporting to serve as evidence of damag#sdlass action must measure only those
damaes attrilntable to that theory. Neale v. Volvo Cars of N. Am., LLZ94 F.3d 353, 374 (3d
Cir. 2015) (quotingComcast133 S.Ct. at1433)As in Comcast Plaintiffs originallybrought
this casaundermultiple theories of liability, including violations of New Jersey’s consumer
fraud laws in addition to breach of express warrantitence Hazel submitted an “expert
opinion on the range of damages that were sustained by Plaintiffs and the @assuwdisof the
breach of express warranties by Dentspid the conduct alleged under the New Jersey
consumer fraud law Hazel ReporB (emphasis added)Because this Court dismissed the
consumer fraud claims, Hazel's undifferentiateethodology is nowrrelevantfor purposes of
determining damages that are solehe‘result of the wronty Comcast133 S. Ct. at 143%.As
Hazel concedecdis model does nalistinguishbetween damages attributablehe specific
breach alleged in this case“somethingelse” HazelHr'g Tr. 2/26/16 at 58:14-59:4Hazel’s
testimony ighereforeprecluded.

C. Dr. Gaier’'s Expert Testimony Is Admissible

By contrastDr. Gaier’s testimony satisfies the requirememsdarDaubert Dentsply
retained Dr. Gaier “to evaluate: (the ascertainability of the putative class, (2) the feasibility of
a common claswide damages methodology, and (3) the report and expert opinions of plaintiffs’
damages expert Steven J. Hazel.” Gaier DeclCJ&ss Opp’n Br., Ex. 55, ECF No. 60-31.

Dr. Gaier'squalifications ad experiencare more than sufficient to opine on methods
for computing economic damagesa breach of warranty case involving medical devi¢és

holds a Ph.D. in@mmnomics from Duke Universityand he “specialze[s] in performing economic

3 AlthoughComcasturned on “the straightforward application of classtification principles” under Rule 2333
S. Ct. at1433the parties implicitly agree it applies und@aubert Regardless, Hazellmethodologyis unreliable
and unhelpful under either@aubertor Rule 23 analysis.

14



and statistical analyses of competition and pricfiog’litigation andregulatory matters
involving “health insurance, pharmaceutical pricing and reimbursement, meéededs, [and]
surgical supplies.’ld. at{ 4.

Dr. Gaier’'sopinions are reliable because they are supported by facts and do not venture
into the realm of “subjective belief or unsupported speculati@alhoun 350 F.3dat 321.
Specifically, his conclusions that an individualized inquiry is necessary tdasadass
membership and determine damage=based orhis data analysis expertise, as welhes
review ofPlaintiffs’ own experiences. Gaier Decl. 1-28. And his testimony fits this case
preciely because it sheds light on the difficulties of ascertaining class membiersinip
objective manneandcalculatingdamages on a clasgde basiursuant to Rule 23(b)(3).

Plaintiffs do not offer any legitimate grounds for precluding Dr. Ggiexpert opinions.
Theydo notchallengehis qualifications other than #itackhis supposed lack of “forensic
expertise,” PIs.” Gaier Br. 4, ECF No 125-1, which has no obvious bearing on his ability to opine
on the feasibility of ascertaining class membershiglasswide damages. Plaintiffs’ attempts to
undermine higredibility and reliabilityfall short Dr. Gaier’s purported failure to review “the
entire record” appears to be inconsequential; Plaintiffs did not identify i@ siagument that
would have éd Dr. Gaieto a different conclusion had heviewedit. Seed. at4-5.

Plaintiffs are also mistaken when statthgt Dr. Gaier’'s'testimony does not fit any
theory of liabilityunder Pennsylvania or New Jersey law, or the facts of this c&seld. atl.
Even though Dr. Gaier did not cite the most relevant legal authorities, he baseddggslam
formula on the applicable provisions of tdaiform Commercial CoddJCC), seeGaier Decl.
28, which New Jersey and Pennsylvania have adoggted3 Pa. Cons. Stat. § 27a4dN.J.

Stats. Ann. 8§ 12A:2-714. éalsoprovides a fact-based explanation for why computiagnages

15



in this case necessarily involves individualized inquiries based on Plaiatiffséxperiences
and “each potential class member’s particularfigurations.” SeeGaier Decl. § 23 27. Dr.
Gaier’s testimony is admissible.
Having ruled on th®aubertMotions, this Court now addresses the Class Motion.
I. Plaintiffs Have Not Met Their Burden for Class Certification
Class certification is not appropriate on the present recdaihtifs have not met their
burden of provingby a preponderance of the evidertbateach of the prerequisites under Rule
23(a)is satisfiedor that the class fits within the desired categories of class actions set forth in
Rule 23(b). Seeln re Hydrogen Peroxide52 F.3d at 320, n.14Failure to meet any of Rule
23(a) or 23(b)’s requirements precludes certificatidddnvers Motor Co., Inc. v. Ford Motor
Co, 543 F.3d 141, 147 (3d Cir. 2008).
A. Plaintiffs Do Not Meet All Four Requirementsof Rule 23(a)
The analysis begins with the four requirements of Rule 23(a):
(1) the class is samumerousthat joinder of all members is
impracticable; (2) there are questions of law or éachmorto the
class; (3) the claims or defenses of the representative parties are
typical of the claims or defenses of the class; and (4) the
representative parties wilfairly and adequately protect the
interests of the class.
Fed. R. Civ. P. 23(a) (emphasis adde@laintiffs have demonstratecbmmonality, bufailed to

provetypicality, adequacyr numerosity.

1. Plaintiffs claims satisfycommonality.

Commonality is meso long as “the named plaintiffs share at least one question of fact or
law with the grieances of the prospective clas$eyes v. Netdeposit, LL802 F.3d 469, 486
(3d Cir. 2015) (quotingrodriguez v. Nat’l City Bank’26 F.3d 372, 382 (3d Cir. 2013))A “

court'sfocus must bedn whether the defendaist'conduct [is] common as to all of the class
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members[.] Id. (quotingSullivan v. DB Invs., Inc§67 F.3d 273, 298 (3d Cir.2011) (en banc))
(alterations supplied). The inquiry turns dhé capacity of a classwide proceeding to generate
commonanswersapt to drive theesolution of the litigation.”"WalMart, 564 U.Sat 350
(quoting Richard A. Nagared@jass Certification in the Age of Aggregate Pr@&N.Y.U. L.
REev. 97, 132 (2009)(emphasis suppligd The barfor establishing commonality faot high”
andmay be overcome even “whelass members did not have identical cldifisin re Cmty.
Bank of N. Virginia Mortg. Lending Practices Litig95 F.3d 380, 397 (3d Cir. 2015).
According to Plaintiffs, commonality is met “because lbheach of warranty claims all
share as the common issue that Dentsply represented in the [DFUs] that thenQeas
suitable for its indicated dentases if purchasers followed Dentsply’s installation and
maintenance instructiorisPIs.’ Class Br38. Resolving this allegation, Plaintiffs argtuill
resolve an issue that is central to the validitgach one of the claims in one strokéd’
(quotingWakMart, 564 U.S. at 350 Besidesneeding to prove the uniformity of Dentsply’s
representation®laintiffs mustalsoprove that Dentsplipreached thavarranty by designing a
defective device aridr concealing the defectPl.’sClassBr. 39. This Court agrees thaese
guestions “will result in common answers that apply across the board to all merihers
Class.” Id. That is enougfor commonality

2. Plaintiffs do not sitisfytypicality.

Even when common issues exist, howewggicality is designed téscreenout class
actions in which the legal or factual position of the representatives is madielignt from
that of other members of the clpgs Marcus 687 F.3d at 598 (quoting 7@harles Alan
Wright, et al.,Federal Practice and Procedu&1764 (3d ed. 2005))To determine whether a

plaintiff's position is*markedly different, courtsaddressthree distinct, though related,
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concerns: (1) the claims of the class representative must be generally the saneaiditieos
class in terms of both (a) the legal theory advanced and (b) the factual canccesstinderlying
that theory; (2) the class representative must not be subject to a defensbdtiainapplicable
to many members of the class and likely to become a major focus of the litigatdqB) #me
interests and incentives of the representative must be sufficiently aligthetthese of the class.”
Id. (quotingln re Schering Plough Corp. ERISA Liti$89 F.3d 585, 599 (3d Cir. 2009)
Although the legal theory and factual basisRtaintiffs’ claimsarethe same for all class
membergi.e., breach of express warranty base®efendant’s allegetepresentations and
failure todeliver a conforming productldentsply raiseseveralplaintiff-specific defensethat
undermingypicality. For instance, Dr. Hildebran@enter City’'sate owner}estified thashe
purchased her Cavitron at a steep discount froomaathorized Cavitron dealer. Class Opp’n
Br. 83. That factalonecoulddefeather claim since Dentsply will argue thahyexiging
warrantycoves only “products purchased from an authorized Dentsply Dedlgr.Dr.
Hildebrandalsotestified thashe wasware of the biofilm problem, and even tried to close her
open systems afteeading the 2003 CDC guidelines, Hildebrand 9/17/07 Dep.:8168610,
Class Opp’n Br., Ex. 15, ECF No. 60-6, an admission that suggests she loidienatthat
following Dentsply’s DFUsvould be enough to comply with safe water standards. Likewise,
Dr. Jaffin (Affiliated Periodontists’ owner) @Dr. Goldmarmay haverelied on their
professional knowledge or business judgment, not Dentsply’s DFUs, in deciding howlto insta
and maintairtheir Cavitrons. SeeJaffin Dep. 9/26/07 at 122:16-123:14, Class Opp’n Br., Ex. 13,
ECF No. 604 (stating thatost and time may have factored into his decision to maintain his

Cavitrons on an open water source); Goldman Dep. 9/19/07 at 163:1-164:3, Class Opp’n, Ex. 16,
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ECF No. 607 (stating that he believed an open water system complied with safe water standard
even after reading the 2003 CDC guidelines).

Indeed, none of the Plaintiffead or recall readingall the réevant provisions of their
Cavitrons’ DFUs, yetthey wereall at least generally awaoé the biofilm problemandthe
variousstrategies fodealing with it based oteir review ofindustry guidelines SeeClass
Opp’n Br. 43-38, 4446, 4950 (citing each plaintiff's deposition testimonyjecause awareness
of aseller'saffirmationsis a basic element of a breach of warranty claildew Jesey and
Pennsylvania, Plaintiffs who were not aware of the DFEIgvantcontent canndbe typical
representatives of a class that was allegedly misled and daimaBefendant'sepresentations
in those sam®FUs. Seeliberty LincolnrMercury, Inc. v. Ford Motor Cpl171 F.3d 818, 825
(3d Cir. 1999) ‘(a promise is presumed to be arpofthe basis of the bargain’ unddew
Jersey law ‘once the buyer has become aware of the affirmatiact or promis&) (quoting
Cipollone v. Liggett Grp., Inc893 F.2d 541, 568 (3rd Cir.1990@)\erruled on other grounds,
505 U.S. 504 (1992)Green v. Saturn CorpNo. 685, 2001 WL 1807390, at *6 (Pa. Com. PI.
Oct. 24, 2001)“the disparate and distinct ways and times that the Class members became aware
of the[alleged]representation, if they dliat all, complicates the Court’s ability to determine
whethe this representation became” a clasde warranty.

Even assuming Plaintiffs lacked any knowledge about biofilnralnet solelyon
Dentsply’s DFUs (a facal finding that would be at odds with théagalobligation to comply
with the CDC's recommendationgplaintiffs’ claimswould still be markedly different from
those ofclass memberke “schools and institutiorisvho werecertainlyfamiliar with the
biofilm problem andelected their equipmeand infection control practicexcordingly See

Class @p’n Br 2425 (listingacademic articlesstarting in 1994, on biofilm in dental units).
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Theseplaintiff-specificdefenses, among other factors discussed hetakePlaintiffs
positionsdifferentenoughfrom thoseof the broader class so as to méakaore likely thatthey
will “devotetime and effortto the defenseat the expense of issues that are common and
controlling for the class Beck v. Maximus, Inc457 F.3d 291, 297 (3d Cir. 2006).

Plaintiffs’ claimsarethus not sufficiently typical.

3. Plaintiffs do not satisfydequacy.

In addition to defeating typicalityhose samdefensesveigh against Plaintiffs’ ability to
be adequate class representathesause plaintifpecific defenses produce diverging “interests
and incentives” between Plaintiffs and the ClaSseln re Cmty. Bank of N. Virginj&95 F.3d
at 393(“the linchpin & the adequacy requirement is the alignment of interests and incentives
between the representative plaintiffs and the rest of the clagsilingDewey v. Volkswagen
Aktiengesellschaf681 F.3d 170, 183 (3d Cir. 20123e alsBeck 457 F.3cat 301(“A
proposed class representativagsther typical nor adequaiéthe representative is subject to a
unique defense that is likely to become a major focus of the litiggti@mphasis added)).H.
Cohn & Co. v. Am. Appraisal Assods828 F.2d 994, 999 (7th Cir. 1980)H{& presence of even
an arguable defense peculiar to the named plaintiff or a small subset of thi# plassmay
destroy the required typicality of the classwell as bring into question the adequatyhe
named plaintiff'srepresentatioi)) (emphasis added).

Anotherplaintiff-specificdefensemplicatesthe applicabletatute of limitations an
issuethat plagues two of the named Plaintiffs anitltates against both typicality and adequacy
In re Cmty. Bank of N. Virginj&22 F.3d 275, 294 (3d Cir. 201@pting that timeliness of
claimstouchon typicality and adequacputanalyzing the issuender adequacy)Since breach

of warranty claims must be brought within four years of purctiE&s®a. Cons. Stat. § 2725(a),
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(b) andN.J. Stats. Ann. § 12A:2-725(1), (2), any claims based on purchasgstiog-
December 200@hedate the original action was commencedluld be time-barredSee Floyd
v. Brown & Williamson TobaccQorp, 159 F. Supp. 2d 823, 831 (E.D. Pa. 20@i¢ statute of
limitations starts “to run on the date of sale of the produc€8nter Cityacquirectwo
Cavitrons in February 2002 and Affiliated Periodontmischasedwo in December 2001Any
claims based on those purchases would therefore mealyt

Plaintiffs argue that their untimely claims are saveeédpyitabletolling provisions
“allowing plaintiffs to bring claims for products purchased more than four yedose, where
the defect was fraudulently concealed by the manufacturer andfdisoovered by the
purchaser until a later time or the warranty is unconscionable.” PIs.” Supp. Br. 1,&a@B2N
This argument only highlights the complications that ensue from having plaintiffsimtimely
claims representing a class with timely clains®eln re Cmty. Bank of N. Virginj&22 F.3d at
303(noting that plaintiffs’ reliance on equitable tolling to save their claims washastanutial
hurdle” that class members with timely claims did meed to sercome). Timely claims are
more valuable thanntimely claims,because they require less effort to prosecldeat 304
(citing Ortiz v. Fibreboard Corp.527 U.S. 815, 857 (1999)). aMing class representatives with
untimely claims creates an “intcdass conflict” becausaaintiffs maybeincentivized to spend
resourceso savetheir less valuable claims without any obvious benefit to class memliars wi
more valuabletimely claims. Id. at 303 ¢iting McAnaney v. storia Fin. Corp, No. 04¢v-
1101, 2007 WL 2702348, at *12 (E.D.N.Y. Sept. 12, 200ii);econsideration in partyo. 04-
cv-1101, 2008 WL 222524 (E.D.N.Y. Jan. 25, 20(@B)ding that named plaintiffs with untimely

claims didnot “possess the same interest” as class members with timely claims and were
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therefore “inadequate represatites of the instant clag3” Thus,Center City's and Affiliated
Periodontistspotentially untimely claims further separate their interests from those ofdks.C

In addition to aligning thterests and incentivésadequacy also concerfthe experience
and performance of class counsdDewey 681 F.3d at 181 (citinon re Cmty. Bank of N.
Virginia, 418 F.3d 277, 303 (3d Cir. 2005))Vhen a close personal relatiship exists between
the named representative and class counsel, ‘courts fear the danger of chdreppagially in
cases like this one where “attorneys’ fees will greatly exceed the classergpate/e’s
recovery.” Martz v. PNC Bank, N.A2007 WL 2343800, at *5 (W.D. Pa. Aug. 15, 2007)
(denying class cafication) (quotingLondon v. Wal-Mart Stores, In840 F.3d 1246, 1254
(11th Cir.2003); see alsaMowry v. JP Morgan Chase Bank, N.2007 WL 1772142, at *4
(N.D. lll. June 19, 2007) (“[g]ivethat the potential recovery for Plaintiffs is minimal compared
to the potentially high amount of attorneys’ fees . laifiéiffs] may be more concerned with
helping to maximize the monetary return of his friend, [class counsel], thandasdgadvocee
on behalf of the class’ interests.”).

Mowry is particularly instructive. There, the plaintiff had been a personal folecldss
counsel for six years, and testified, “I'm here to help [the firm].” 2007 WL 1772142, at *4
(alteration supplied). Even though the friendship between the plaintiff and class codmssl di
rise to the level of a “familial relationship,” the court found them to be suffigietdke to raise
“serious concerns as to [the plaintiff's] adequacy to represent the instsit ¢th

These alarmsound even louder in the present case where Dr. Jaffin and one of plaintiffs’
counsels of record, Dr. Edwin Zinman, have beemds for twentyfive years—far longer than
the six years iMowry—and*“they still regularly keep in touch despite living on opposite

coasts.” Class Opp’n Br. 86 (citing Jaffin Dep. 9/26/07 at 30, Corrected Ex. 13, ECF No. 61-1).
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Dr. Jaffin haseven ‘treated members of Dr. Zinman’s familyld. As inMowry, Dr. Jaffinalso
testified that, wher. Zinmanapproached him about this lawsit, Jaffinassuredim, “If
there’s anything | can do to help you . . . let me know.” Jaffin Dep. 9/26/07 at 31:12-15.
Plaintiffs ignoretheseconcerns

Forall these reason®|aintiffs are notadequate class representatives.

4. Plaintiffs have pt provennumerosity.

The final requirement under Rule 23(a) is numerodtthaintiffs estimate thathere are
more thanl,000 putative class mérars in each state based @erhmon sense assumptions.”
Pl.’s ClassBr. at 36-37 (quoting\lberton v. Commonwealth Land Title Ins. G117 F.R.D. 469,
476 (E.D. Pa. 2008))Dentsply does not contest Plaintiffs’ numbers, th& ourt mustmakea
factual findingnonethelessSeeMarcus,687 F.3d at 596.

In Marcus the Third Circuit found the district court had abused its discretion when it
“assume,” “speculatel,” or deferedto “common sense” with respect to how many class
members existedld. at 595-97. A plaintiff must produce evidend&gct or circumstantial,
“specific to the products, problems, parties, and geographic areas actwallgaby the
proposed class definitions to allow a court to make a factual firididgat 596.

Although the Class may seem numerous at first glance, the record does notisuggort
in Marcus Plaintiffs have not supplied sufficient evidernaeto allow this Court to find that
the Class and Subclassagisfy numerosity. Plaintiffs haweelequate estimatésr the number
of dentists practicing in New Jersey and Pennsylvanianbutlyspeculate as to how many of
themactually purchased Cavitrons during the class period based on Dentsply’s “gemg@ath
rather than “statspecific’ market shareSee d. (hdding that ‘hationwide” evidencés not

necessarily sufficient to establish numerdsfty statespecific classgs
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The estimated class size becomes even more speculative when trying to deduce how
many of the dentists who purchased Cavitrons in eaghatad connected their devices to an
open water source. For that calculation, Plaintiffs rely on a 2008 survey exjithait
approximatelythirty-eightpercent of dentistsationwideused public water in their practices
without even acknowledging that this study looked onlsuagjicalrather thamon-surgical
procedures, as would be relevant in this c&eePls.’ Class Br37 (citing Jennifer Cleveland,
et al.,Advanced Infection Control in Dental Care Settinty$3(10)J. American Dental Ass’'n
1127 (October 2012)). None of the evidence supplied by Plaintiffs suffices to ims@ereven
infer, the number of dentists whimwittingly used Cavitrons witpublic waterfor non-surgical
procedures in Pennsylvaniaiew Jersey. Plaintiffeave not met their burden on numerosity.

In sum, Plaintiffifailed to meet three of four requirements uridaele 23(a).

B. The Class Does Not Fitvithin the Contours of Rule 23(b)(3)

Even thougHailure to satisfy all of Rule 23(a)’s critenmecludesclass certification, the
courtmustnonetheless addretge conditionsof Rule 23(b)(3), whicliequiresa finding that
“questions of law or fact common to class memipeeslominateover any questions affecting
only individual members, and that a class actisueriorto other available methods for fairly
and efficiently adjudicating the controversy.” Fed. R. Civ. P. 23(b)(3) (emplung)aTo be
certifiable under Rule 23(b)(3), the proposed class must also be objectivelysdyd ea
“ascertainable.”Hayes v. Wal-Mart Stores, In@.25 F.3d 349, 354 (3d Cir. 201@)ting
Marcus,687 F.3d at 592-93 The courtmust examine each element of a legal claim ‘through
the prism’ of Rule 23(b)(3)."Marcus 687 F.3d at 600 (quotirig re DVI, Inc. Seclitig., 639
F.3d 623, 630 (3d Cir. 2011)).

1. Common guestions do naegaminate over individual ones.
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The predominance analysisegins, of course, with the elements of the underlying cause
of action.” Neale 794 F.3d at 370 (quotirerica P. John Fund, Inc. v. Halliburton C&63
U.S. 804, 809 (2011)kee also In re Modafinil Antitrust Litig837 F.3d 238, 260 (3d Cir. 2016)
(stating that predominance “is especially dependent upon the merits of affdaitaim”)

(internal quotation marks omitted)

Plaintiffs must”demonstrate that the element of the [legal claim] is capable of proof at
trial through evidence that is common to the class rather than individual to its mémbe
Marcus 687 F.3d at 600 (quotindydrogen Peroxide552 F.3d at 311 )g{terationsupplied) see
alsoln re Modafinil 837 F.3d at 260'the nature of the evidence that will suffice to resolve a
guestion determines whether the question is common or individual”) (internal quotatien mar
omitted) Thus, an “individual question is one where ‘members of a proposed class will need to
present evidence that varies from member to member,” while a common questiennikere
‘the same evidence will suffice for each member to make a prima facie showitige[s$ue is
susceptible to gamalized, classvide proof.” In re Class 8 Transmission Indirect Purchaser
Antitrust Litig, No. 15-3791, 2017 WL 532296, at *2 (3d Cir. Feb. 9, 2@difing Tyson Foods,
Inc. v. Bouaphaked36 S. Ct. 1036, 1045 (2016) (quoting 2 W. Rubensigmbergon Class
Actions § 4:50, pp. 169-197'{%d. 2012) (alterationsupplied). If moreelemens, or the more
important elemerst require individual rather than common prdbg&n class certification is
unsuitable.Tyson 136 S. Ctat1045.

To prevail ontheir legal claimsPlaintiffs must first prove the existenceasf express
warrantyin Pennsylvania and New Jersey, both of which have adopté#{iBe Seel3 Pa.

Cons. Stat. 8§ 2313.J.Stats. Ann. 8 12A:2-313. The focus of this inquiry usually turns on

whether the relevant affirmations or descriptions became “pénediasis othebargain® See
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Liberty, 171 F.3cat 825 (quotingJCC § 2-3131)(a)). “[T]he focus is not on any particular
language at a particular point in time but whetherseiker’s actions or language when viewed in
light of his relationship with the buyer were fairly regarded as part afdh&act to purchase the
good.” Id.; see alsdJCC § 2313, cmt. 7.

Although New Jersey and Pennsylvania differ slightly on how exprassnties arise,
both states require awareness of extrinsic representatadivatethe presumption that they
became a part of the sales contré&eliberty, 171 F.3d at 825pting that “apromiseis
presumed to be agpt ofthe basis of theargain underNew Jersey lawnce the buyer has
become aware of the affnationof fact or promisg and remanding for trial as to the existence
of an express warranty postsale, extended service plafisiternal quotation marks omitted);
Green 2001 WL 1807390, at *@enying class certificatiofor express warranty breach
involving pre and postales representations in a product’s handbook, and stating that
Pennsylvania requires that “the buyer at least be aware of the seller’s rgir@segmior to the
transactiors consummatidi).

Both states alscequirereliance on thaffirmationsto perfect an express warrangven
thoughNew Jersey onlyequiresproof of reliance upon a showing by the defendant that the
plaintiff did not believe theepresentationwere true.SeelLiberty, 171 F.3cat825 n.7 (1f the
defendant has proven nbelief, the plaintiff may still recover economic damages if he can
prove reliance despite ndoelief” under New Jersey lavgiting Cipollone,893 F.2d at 568
n.31) Mazur v. Milo’s Kitchen, LLCNo. 12¢€v-1011, 2013 U.S. Dist. LEXIS 89126, at *14
(W.D. Pa. May 24, 2013) (“in order to succeeddiolass action fdoreach of express warranty
based on representations on the product’s packaging and websitefaintiff must allege the

statements made by the sellarid“reliance on those statements by the plaiitiff
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The parties agree that the Cavitron includes an express warranty édgfiestsarising
from faulty materials or workmanship” (although they disagree on the apphbganiti breach of
that warranty). The most vigorous disagreement persists, however, on thecexatan
express warranty of safety and suitabil®aintiffs have ot offered any suggestions for how
individual awareness of those representations, as well as a shared understahéing of
meaning, can be established using common evideaasitical flaw that undercuts class
certification. See Gregn2001 WL 1807390at *6 (“the disparate and distinct ways and times
that the Class members became aware of the [allegpddsentation, if theydiiat all,
complicates the Court’s ability to determine whetineés representation became a ‘basis of the
bargain’for the Class aswahole.”). And, kecause information about biofilm was circulating
widely, andDHCPshave an independent obligation to comply with infection control guidelines,
individual inquiries will be necessary to determivigethereach classnemberreliedsolelyon
the DFUsor something elsewhen deciding how to install ammgeratetheir Cavitrons in
compliance with safe water standards

Instead of offering claswide proof ofawareness aeliance, Plaintiffs argue incorrectly
thatneither of these elementsnecessaryThe most specious case, under Pennsylvania law, that
Plaintiffs cite in support of thairopositionis Samuel-Bassett v. Kia Motors America, Jr3z
A.3d 1 (Pa. 2011) Unlike the instant cas8amuelBassetinvolved warranties #t were based
on “terms in each class member’s sales contract,” not extrinsic pre exgh@siffirmations.ld.
at 2425. That holding is comgent with basic contract law; parties are bound to the written
terms of their agreemetwithout regard to whther the terms thereof were read and fully
understood Simeone v. Simeong81 A.2d 162, 165 (1990Rlaintiffs also misreathe

Honorable William F. Smitls majority opinion inPritchard v. Liggett & Myers Tobacco Go.
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350 F.2d 479 (3d Cir. 1965) (applying Pennsylvania law). The “majority view on the question of
reliance is discussed the opinion of [the Honorable Abrahan] Ereedman,joined as to that
part bythe Honorable James Ganey.Id. at 487. Contrary to Jgd Smith’s minority view,
which would eliminate reliance altogether, Judge Freethtamcurrencatates: “the element of
reliance on the part of the buyer will be absorbed in the determination of thefthsidargain,
but it will remain a question déct to be determined by the jury where the seller seeks to show
that his affirmation was not a part of the basis of the barg#ih.at492 (footnote omitted).

Similarly, inGladden v. Cadillac Motor Car Diythe casé’laintiffs consider to be
“controlling” under New Jersey law, the state’s highest court noted that reliancerioiclee
shown” for express warranties based on “dickered” aspects of the individuahba4déi A.2d
394, 402 (N.J. 1980)Even though that case involved representations in a handbook, the
defendant did not raise ndrelief and thus the court presumed reliance consistent with New
Jersey law.Seed. at 402. Lastly,ie related casé/einstat v. Dentsply Int’l, Inc103 Cal. Rptr.
3d 614 (Cal. Ct. App. 2010), is unpersuasive. There, a California court of appeals found that the
Cavitron’s DFUs became part of the basis of the bargain without reliance hewgh the DFUs
werenot part of the “dickered” term3/ienstat at627-33. But that case was decided under
Californialaw, not Pennsylvania or Newrdey law;both of which requir@awareness and
reliance to perfect an express warranty rooted in representations made th&gour corners of
the sales contracin effect, the alleged warranty of safety and suitabilégreot be proven using

common evidencé.

* Besides being improvable with common evidence, the alleged warranty gfaadesuitability may also be
legally untenableln the course of this litigation, the Third Circuit ruled that general staterzmleots a medical
product being “safe and effective’ for its intended-usm®ntained on a label disclosing contraindications, risk
factors, and ptential side effectspursuant td-DA regulations—are insufficient to create an express warranty in
New Jersey as a matter of laim re Avandia Mktg. Sales Practices & Products Liab. Lith8 F. App’x 171, 176
(3d Cir. 2014) (dismissing class actifum failure to state a claim). Other federal courts have similarly construed
their respective states’ lawSee, e.g., House v. Bristidlyers Squibb CoNo. 15¢cv-00894, 2017 WL 55876, at *6
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Even ifthewarranty could be proven in one swift swoofaiftiffs would still needto
showthatDentsplybreaclkedany of theapplicablewarranties Seeln re Avandia Mktg. Sales
Practices & Products Liab. Litig588 F. App’x 171, 175 (3d Cir. 2014) (applgiNew Jersey
law); SamuelBassett34 A.3d 435 (applying Pennsylvania law).h&y wouldalsoneed to
provethatthey suffered damages and that the breach was the proximate cause of those damag
Marcus 687 F.3d at 600 n@iting Collins v. Uniroyal, Inc.315 A.2d 16, 20 n.4 (N.J. 1974))
SamueBassett34 A.3dat 35

Proving causation, like reliance, is not possible on a elads-basis Individualized
inquirieswill be necessary to determimdnat each class membanew about biofilm, when they
knew it, where they found the information, and on what basisdéeigedto operatetheir
Cavitrons on an openatersource withoutespect forte CDC’srecomnendations.See
Demmick v. Cellco Bhip, No. 06€v-2163, 2010 WL 3636216, at *17 (D.N.J. Sept. 8, 2010)
(concludingthatcommon issues did not predominate, even thalghvireless service plans
“were sufficiently uniforni’ becauseaot all plaintiffs “were faced with the same information
when making their decisions” and thtusvas “hard to imagine that any causal connection for
this claim could be established absent resort to individualized evigence”

Nor aredamagegprovable with common evidencés explained earliewhen
calculating damages for breach of watyaboth New Jersey and Pennsylvania crettii¢ ‘value
of the goods acceptgdl3 Pa. Cons. Stat. 8 27addN.J. Stats. Ann. 8 12A:2-714, which
includes any value derived from their usgontrary to Plaintiffs’ assertion, it is not true that

Cavitronshad “zero value” at the time of sal€eePIs.’ Br. 9, ECF No. 127-1. An informed and

(W.D. Ky. Jan. 4, 2017) & determination that a drug is safe and effeetimedetermination which is made by the
FDA as part of its new drug approval proeess not, on its own, sufficient to create an express warrgnty.te
Meridia Prods. Liab. Litig.328 F. Supp. 2d 791, 818 (N.D. Ohio 2004) (finding thatrasses that a prescription
drug was “safe and effective” were not sufficiently clear to create an expaessty),aff'd sub nomMeridia
Prods. Liab. Litig. v. Abbott Lahs447 F.3d 861 (6th Cir. 2006
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diligentclass membecould have known, and perhaps should have kndlat,the device could
be usedsafelyin accordance with the CDC’s guidelinddany class membemayhave
actuallyused it that wayjust as Dr. Hildebrand believed she dak Dr. Gaier explained, any
damages award that does not account for revenue gained from successgiglyhe Cavitroas
acceptedvould amount to awindfall.” SeeGaier Hr'g Tr.2/26/16 at 163:25-166:1Dgef.’s
Hazel Br., Ex. 2, ECF No. 124-3. eerminingdamages will therefore requiredividualized
inquiries based on “each potential class member’s particular configurat®®asGaier Decl.
23, 27. All these individual issues-awareness, reliance, causatiangdamages-predominate
over the onlyelementthat could be proven with common evidenbe alleged breach.

Plaintiffs are correct that Defendant’s conduct is the focus of the breadtew Jersey
like in Pennsylvaniga breacloccurs wherethe product ultimately did not conform to the
affirmation d fact, promise, or descriptidn.In re Avandia 588 F. Appx at 175. In essence,
Plaintiffs averthat Dentsply delivered a non-conforming product because the Cavitron’s
waterlines naturally accumulate biafiwhen operated and maintained on an open water source
in accordancavith theirunderstanding of the DFUSIince biofilm theoretically increases the
odds of infection during non-surgical procedures, and Dentsply allegedly knew ékhasid
intentionally concealed the problem, Plaintiffs assert Dentsply breachedrmthress
warranty of safety and suitability atite express warranty against defec&eAmend. Compl.
1164-70.

Notwithstanding Plaintiff's allegations, common evidence does not support a finding tha
a breach actually occurredhe Cavitron is capable of deliveripgtable wateon its ownwhen
connected to an open or closed water sosodeng aDHCPsfollow the CDC'’s

recommendationas directedy the Cavitron’s Infection Control Information carth fact
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Plaintiffs testifiedthat theyusedtheir Cavitrons without incidersince the date of purchase
employing a variety of configuration§eeClass Opp’n Br. 12-14. ndler thewarrantiesas
alleged Dentsplyapparentlydelivered a conforming devicéccording to Plaintiffshowever it
does not mattewhether class membecsuld, or in fact did, use the Cavitron safeSeee.g,

Pls.” Hazel Br. 2. Theyclaim Dentsply neverthelessted wrongfullyby failing to warn
purchasers of thieiofilm problem. Seee.g, Pls.’ Clas Br. 5, 12, 16, 21, 22 nn.22; @4ass
Reply 37, 42. In other wordBJaintiffs argue thatlass members would not, or perhaps should
not, have used Cavitroms allhad Dentsply disclosed the blm problem in the DFUSs.

There is a fundamental disconnect between this failure totivaonyand Plaintiff’s
express warranty claim. Under thieory, hefocal questiorbecomesdid the DFUs contain
“accurate and adequate instructionsS@eClassReply Br.39, ECF No. 67But thatinquiryis a
red herring unless Dentspdxpresslywarraned that the DFUs alone contaih the necessary
instructions to prevent biofilm; an allegation that is absent from Plaintiffs’ pleagerdaps
because they alsssserthat the duty to ensure appropriate labeling and maintenance instructions
arises under the FDA'’s regulations, ttee DFUs SeePls. Br. 11-14, 18-25. To be sure, this is
why Plaintiffs sought to introduce the opinions of an FDA expert, Ulatowski, to show tha
Dentsply had a legal obligation to deliver complete and accurate DFUs, badtdade so, under
theapplicable regulationsHere is where the incongruity crydtaés:If Dentsply’s obligation to
warn or adequately label arises from the applicedgjelations, then Dentsplyaleged
omissions establisa regulatory violation or, at bestcommon law tort, but na& breach of an

express warranty

® Without any express representations concerhiafiim in the DFUs Plaintiffs are left to argue that Dentsply’s
“silence” gives rise to the express warranBeee.g, Pls.” Class Br. 12 (averring that the DFUs “are the primary
vehicle for bothomissiondrom and representations Dentsply made tcPdaintiffs and class members about the
installation, use and maintenance of the Cavitron.”) (emphadedad But an express warranty cannot arise from
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Considetinsteadhe inverse question: shoulHCPsbe expected to supplemehe
DFUswith thar professional judgment ardeir legalduty to comply with the CDC'’s
recommendatior’s In this Courts’ opinionthe bettemnswer is yesThe DFUs must operate in
tandem with each class membeitsfessional antkgalobligationsespecially since the
Infection Gntrol Informationcard statethatpublishedguidelines andagency requirements
take precedence.ECF No. 60-28. From that perspectitltee DFUs were more than adequate;
they were explicitly clear More importantlyeven if a breachid occur, that question does not
predominate over individuédsuessuch as awareness, reliance, causatindgamages

Therefore, Plaintiffs do not meet the predominance requirement.

something that is left unsaid; that is the textbook definition afngtied warranty. SeeWarranty,Black’s Law
Dictionary (10th ed. 2014) (defining an “implied warranty” as an “oliligaimposed by the law when there has
been no representation or promiseP)aintiffs recognize as much when they argue that a “necegspaligation’ of
the DFUs’ absolute silence “on the likelihood of the Cavitrons devejdgofilm in their internal water lines” is
“that the Cavitrons remain safe and suitable for all ‘Indicated Useshifiected to a potable public water source
and flushed periodically with tap waterPls.” Class Br. 16 (emphasis added). If that's the case, then P&intif
claims, premised on axpresswarranty of safety and suitability, would dissipate.

32



2. A class action is not superior vehicldor Plaintiffs’ claims

Turning to thesuperiority equirement, the court must “balance, in terms of fairness and
efficiency, the merits of a class action against those of alternative availetiieds of
adjudication. In re Processed Egg Prods. Antitrust Litig84 F.R.D. 278, 293-94 (E.D. Pa.
2012) (quotingn re Prudential Ins. Co. Am. Sales Practice Litig. Agent Actita8 F.3d 283,
316 (3d Cir. 1998)) For this analysis, courts use the factors listed in Rule 23(b)@) the
class members’ interestsimdividually controlling the prosecution defense of separate
actions; (B the extent and nature of any litigation concerning the controversy yabegdnby
or against class members; (C) the desirability or undesirability of coatiegtthe litigaton of
the claimsn the particular forum; and (Rhe likely difficulties in managing a class actionri
re Processed Egg Prad284 F.R.D. at 293 (quoting Fed. R. Civ. P. 23(b)(3)).

Defendanfocuseson the unmanageability of the proposed class acB&tause of the
various individualized issuesawareness, reliance, causatiangtimeliness among others—
Dentsply correctly points out that“flurry” of mini-trials wouldbe needed to fairly adjudicate
each class member’s claim, vitiating any potential efficiencies from usingatbe adttion
mechanism.SeeClassOpp’n Br. 89-90. Plaintiffs own Trial Plan acknowledges Dentsjaly
right to challenge the merits of each dasember’s claim and the computation of their
individual damagesSeeRevisedTrial Plan § IV(C)(1), Pls.ClassBr., Ex. 57. Theiravowal
that “the Class and Subclasses present no management difficulties” isasunelgerstatement.
SeePls.’ Class Br58.

The individualissuesalso raise the prospect that class memimggft wish to exercise
more control over the prosecution of their own claims. As notass cmembers with timely

claims, for examplehave nothing to gain from investimgsource$o proveequitable tolling
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And, although class members have not brought any other cases that could iwidrfdris one,
Plaintiffs have not identified any reasons for concentratgge state claims in federal court.
Plaintiffs mainargument focusesnahe prohibitive costs of pursuing these claims on an
individual basis.According to Plaintiffs Cavitrons are worth somewhere between $1,500 and
$3,500 each, plus installation and maintenance ctstPlaintiffs maintainthat the costof
bringing individualactionswould exceed the potential recovery, bffer no calculations or data
to substantiate thaissertion Litigation is expensive, but without even a semblance of a cost-
benefit analysis, this Court will not presuthat litigatingaclass action will bemore efficient
than pursuing individuatlaimsin state court Plus, &irness talefendants, not jugtiaintiffs, is
“an explicit criterion for a superiority determinan.” Katz v. Carte Blanche Corp496 F.2d
747, 761-762 (3d Cir. 1974Because thenerits of Plaintiffs’claims are in serious doult,
would be unfair to pubDefendanin a position to settla nonmeritorious actiorior fear of
reputational harmld. (certification creates “additional settlement leverage which sefoin
the disruption or injury which may occur to a defendant’s business relationshipfiesgarf the
merits of the claim by the mere sending of the [class certification] ngtice.”
Plaintiffs failed to provesuperiority.

3. The proposed Class and Subclasses are not objectively ascertainable.

Lastly, to be certifiable under Rule 23¢ckass must b&currently andreadily
ascertainable based on objective criteria,” not “by potential class membes®.s&farcus
687 F.3dat593, 594. “Ascertainability provides due process by requiring that a defendant be
able to test the reliability of the evidence submitted to prove class memberGhipera v.
Bayer Corp, 727 F.3d 300, 307 (3d Cir. 2013). When nothing in company databases shows

whether individuals should be included in the class, the court must cofwidgher there is a
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reliable, administratively feasible alternativeMarcus 687 F.3d at 594. Accordingly, a trial

court should ensure thdbess members can be identified with@xtensive and individualized
fact-finding or minitrials.” Carrera, 727 F.3cat 307 (internal quotation marks and citations
omitted). The Third Circuit has also emphasized that a party cannot “merely propose a method
of ascertaining a class withoutya@videntiary support that the method will be successful.

Byrd, 784 F.3d at 164 (quotin@arrera 727 F.3d at 306, 307, 311).

The critical characteristic of the Class and Subclasses is water source, ydtsawe
provided noobjective, classvide method for ensuringpatonly dentists whainwittingly
connected their Cavitron to an open water sooarerecoveon any potential judgmenDr.

Gaiers expert opinion on this point is helpful. He explains teagen if Plaintif6 could produce

a reliable list of purchasers in New Jersey and Pennsyli@riae class period, there is no
objective method to ascertain which purchasers operated their Cavitrons on an opsowete
“given the variety of configurations in which a Cavitron device can be installe@xemplified

by Plaintiffs’ own expeiences. Gaier Decl. 1 22. Neither Dentsply’s records nor anjert
business records will showater sourcen a classvide basis Haintiffs suggesaskingeach

class membetio submit affidavitsattesting that his, her or its Cavitron(s) was (were) connected
to a public water supply.ClassReply Br. 23. But that wouldbe the same as accepting the class
membes’ “say so; which is not enoughMarcus 687 F.3d at 594.

Furthermore, een if class membeiuld provide invoices showing that they installed
their Cavitrons on an open water source or retrofitted them to a closed water doeneecess
concerns arise because the Class definiower-inclusive. As Plaintiffs have pointed out,
manyDHCPsuse public wateto supplytheir dental equipment including their Cavitrons.

Becausenany ofthose same DHCRrayalso use biocidesnd adaptive devicgsonsistent with
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their professional training and industgyidelines, they would have no basis to complain about
the Cavitron’s water qualitgr bring a claimunder Plaintiffs’ express warranty theoryet, if
Plaintiffs were to prevail, those same DHGM# be able to file clansmerely becausthey
were “using gublic water sourcefor their Cavitrons, despite having no basis for seeking
recovery’ SeeClass Opp’n Br. 58.

Thecomposition of the Clags notobjectivelyor reliably ascertainable.

CONCLUSION
Plaintiffs have not persuaded this Court as toDaebertMotions. Nor have they

satisfiedthe requirementsf Rules23(a)and23(b)(3). Class certificatioms therefore denied

BY THE COURT:

/s/ C. Darnell Jones, Il
C.Darnell Jonesll J.

® Plaintiffs argue that an “overlgroad” class is not a bar to certification, citingre Wtirlpool Corp. Front

Loading Washer Prods. Liab. Litigr22 F.3d 838 (6th Cir. 2013).hat case is distinguishable on its fadtilike
Cavitrons, whose waterlines cantbeatedoy DHCPs to prevent biofilm formatiothe washersn Whirlpool
developediofilm “in places inside the machines that consumers cannot clean themselves.3d722846
Because the machine’s defect was inherent to the desigonrelated teeachpurchaser’'s maintenance practides,
makes sense that thlass definitiorwould encompasgurchasers who were satisfied with their wasbershose
washerdad not yet accumulated biofilm
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