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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

DEBORAH A. BECKER andRAYMOND
BECKER,herhusband,

Plaintiffs, OPINION

V.

SMITH & NEPHEW,INC., ABC CORP. 1- Civ. No. 15-2538(WHW)(CLW)
X, JOHN DOE I-X, AND JANE DOE l-X
(saidnamesbeingfictitious andunknown),

Defendants.

Walls, SeniorDistrict Judge

Plaintiffs Deborah BeckerandRaymondBeckerbring this productsliability case,

involving a hip implant,againstDefendantSmith & Nephew,Inc. Defendantnow movesto

dismissunderfed. R. Civ. P. 12(b)(6),arguingthat theMedical DeviceAmendmentsof 1976

preemptPlaintiffs’ claims,andthat the complaintlacksthe specificityrequiredby federal

pleadingstandards.Decidedwithout oral argumentunderfed. R. Civ. P. 78, Defendant’smotion

is granted. Thecomplaintis dismissedwithout prejudice,andPlaintiffs aregranted90 daysto

file anamendedcomplaint.

BACKGROUND

Plaintiffs filed a complaintin New JerseySuperior Courton May 20, 2014,which

Defendantremovedto this Courton August29, 2014.See2: 14-cv-05452-WHW-CLW,ECF No.

1-1. On Defendant’smotion, the Courtdismissedthe complaintwithout prejudice.Id. ECF Nos.

BECKER et al v. SMITH & NEPHEW, INC. et al Doc. 10
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10-11. On April 9, 2015,Plaintiffs filed anamendedcomplaintwith the newdocketnumberand

captionlisted above.ECF No. 1.

for purposesof this motion, the Court assumesthetruth of the complaint’sfactual

allegations.On August 16, 2007,Plaintiff DeborahBeckerunderwenttotal hip replacement

surgery,duringwhich herdoctor insertedan implant in her left hip. Compl.¶ 14. Defendant

Smith & Nephew,Inc. manufactured,designedand soldall the componentsof the implant,

which the complaintrefersto as the “AcetabularSystem.”Id. ¶J 15, 20. The “AcetabularSystem

is a cobalt-chromiummetalon metal implant thathasbeenshownto releaseions into the body.”

Id. ¶ 20. “Chromium andcobaltions are carcinogenslinked to blood poisoningand

genotoxicity.”Id. “The deteriorationof boneandmusclearoundthe implant canleadto

looseninganddevicefailure.” Id. These complicationsmay leadto metallosis,a conditionthat

hasafflicted patientswho receivedthe implant. Id. ¶J20-21.

DefendantrecalledtheAcetabularSystemon or aboutJune2012.Id. ¶ 18. After the

recall, Defendantsentout “hazardalert” lettersto doctorswho hadimplantedthe system’smetal

liners, warningof reportsof “infection, dislocation,metalsensitivity, loosening/lysisand

fracture.”Id. ¶ 19. DeborahBecker“suffered metallosisas a resultof the Smith & Nephew

AcetabularSystemimplant,” showinghigh levelsof cobaltandchromiumtoxicity in her system.

Id. ¶J22, 24. Sheunderwentsurgeryto removethe implanton September6, 2013.Id. ¶ 25. She

enduredpainful physicaltherapyafterherdischarge.Id. ¶ 26. By May 2014,hercobaltand

chromiumlevels haddecreasedsignificantly. Id., Ex. B.

The complaintlists five causesof action, whichthe Court interpretsas soundingin strict

liability in tort, breachof expresswarranty,violation of theNew Jersey ConsumerfraudAct,

andlossof consortium(on behalfof DeborahBecker’s husbandRaymondBecker),alongwith a
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requestfor punitive damages.SeeCompi. Defendantmovedto dismisson May 13, 2015, arguing

that Plaintiffs’ causesof actionare eitherpreemptedunderthe Medical Device Amendmentsor

otherwiseinadequatelypled. ECF No. 5.

Attachedto its motion, Defendantsubmitsa noticefrom theU.S. FoodandDrug

Administration(“FDA”) datedMay 9, 2006,grantingpremarketapprovalfor theBirmingham

Hip Resurfacing(“BHR”) System.Ex. A to Def. ‘s Mot. Plaintiffs do not contestthat this is the

devicethatwasimplantedinto DeborahBecker;the interoperativerecordattachedto the

complaintconfirmsthe device’sidentity. SeeCompl. Ex. A 3.

STANDARD OF REVIEW

A pleadingmustcontaina “short andplain statementof the claim showingthat the

pleaderis entitledto relief.” Fed. R. Civ. P. 8(a)(2).To survivea motion to dismissunderFed.R.

Civ. P. 12(b)(6), “a complaintmustcontainsufficient factualmatter, acceptedastrue, ‘to statea

claim to relief that is plausibleon its face.”Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009) (quoting

Bell Atlantic Corp. V. Twombly, 550 U.S. 544, 570 (2007)).A claim is plausibleon its face

“when theplaintiff pleadsfactualcontentthat allows thecourt to draw the reasonableinference

that the defendantis liable for themisconductalleged.”Id. “A pleadingthat offerslabelsand

conclusionsor a formulaicrecitationof the elementsof a causeof actionwill not do. Nor doesa

complaintsuffice if it tendersnakedassertionsdevoidof further factualenhancement.”Id.

(internalquotationsandalterationsomitted).“[W]here the well-pleadedfactsdo not permit the

court to infer morethanthemerepossibilityof misconduct,the complainthasalleged—butit has

not ‘shown’—thatthepleaderis entitledto relief.” Id. at 679.
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DISCUSSION

I. Plaintiffs’ Strict Liability Claim is Preemptedunderthe MedicalDevice
Amendments

a. TheProductin QuestionReceivedPremarketApproval from the FDA

The MedicalDevicesAmendments(“MDA”), 21 U.S.C. § 360cetseq.,to theFederal

Food,Drug & cosmeticsAct, 21 U.S.C. § 301 et seq.,authorizethe FDA to regulatethe safety

andeffectivenessof medicaldevices.Underthe MDA, medicaldevicesaredivided into three

categoriesaccordingto therisks that the devicespresent.classiii devices,which includesthe

devicein this case,arethose thatareeithertoo unprovento be renderedsafeby generalcontrols

or thatpresenta potentialfor unreasonablerisk of illnessor injury. 21 U.S.C. § 360(a)(1)(c).

TheMDA usuallyrequiresClassIII devicesto receivepremarketapproval(“PMA”) beforethe

FDA allows themto be sold. The FDA approvesa devicefor distribution onlyif it is satisfied

that thedeviceis reasonablysafeandeffectivefor its intendedpurpose.21 U.S.C. § 360(e)(d)(2).

This Court takesjudicial noticeof the FDA’s website,andholdsthat it establishes

prernarketapprovalof the BHR AcetabularCup. See

http://www.accessdata.fda.gov/cdrhdocs/pdf4/P040033A.pdf.

b. AbsentFactualAllegationsthatDefendant’sProductDeviatedfrom FDA-
ApprovedDesignandManufacturingProcesses,the MDA PreemptsPlaintiffs’
Strict Liability Claim

The MDA containsthe following preemptionprovision:

Exceptasprovidedin subsection(b) of this section,no Stateor political
subdivisionof a Statemay establishor continuein effect with respectto a
deviceintendedfor humanuse anyrequirement—
(1) which is different from, or in additionto, anyrequirementapplicable
underthis chapterto the device,and
(2) which relatesto the safetyor effectivenessof the deviceor to any other
matterincludedin a requirementapplicableto the deviceunderthis
chapter.

4



NOT FORPUBLICATION

21 U.S.C. § 360(k)(a).

In RiegelV. Medtronic, the SupremeCourtheldthat statelaws arepreemptedby the

MDA if: (1) the FederalGovernmenthasestablished“specific requirementsapplicableto a

particulardevice,”and(2) theplaintiffs claimsarebasedon “staterequirements”relatedto

safetyandeffectivenessthat are“different from, or in additionto” the federalrequirements.552

U.S. 312, 315 (2008) (citing 21 U.S.C. § 360c).The SupremeCourt reasonedthat a statelaw

demandinga manufacturer’sdevices“to be safer,but hencelesseffective,thanthemodel the

FDA hasapproveddisruptsthe federalscheme.”Id. at 325. Includedin themeaningof “state

requirements”arecommonlaw causesof action,suchasnegligence,strict liability, andbreach

of implied warranty.Id. at 324—25,327—28;seealsoSmith v. DepuyOrthopaedicsInc., 552 F.

App’x 192, 194 (3d Cir. 2014) (upholdingfinding of MDA preemptionofNew JerseyProducts

Liability Act claims).

Staterequirementsarepre-emptedunderthe MDA “only to the extentthat theyare

‘different from, or in additionto’ the requirementsimposedby federallaw.” Riegel,552 U.S. at

330 (citing § 360k(a)(l)).“Thus, § 360k doesnot preventa State fromproviding a damages

remedyfor claimspremisedon a violation of FDA regulations;the statedutiesin sucha case

‘parallel,’ ratherthanaddto, federalrequirements.”Id. Suchclaimsmust bepled with

particularity.SeeDesaiv. Sorin CRM USA, Inc., No. CIV. 12-2995,2013 WL 163292,at *7

(D.N.J. Jan. 15, 2013) (citing cases).

Count I of Plaintiffs’ complaintadvances“[g]eneralizedcommonlaw theoriesof

liability”—in otherwords,“preciselythe type of claimsthe MDA soughtto preempt.”Williams

v. Cyberonics,Inc., 388 F. App’x 169, 171 (3d Cir. 2010). “Successon [strict liability] claims

would requirethemto showthat the. . . devicewasunsafeor ineffectivedespitethe PMA
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process,therebyinterferingwith therequirementsalreadyestablishedby the MDA, which has

preemptedsafetyandeffectivenessdeterminationsfor a device.”Id. No allegationin the

complaintspecifieshow Defendant’s productdeviatedfrom FDA-approveddesignand

manufacturingprocesses.It follows that Plaintiffs’ “allegationsof strict productsliability. . . are

pre-emptedby the MDA.” SeeWilliams, 38$ F. App’x at 171.

Plaintiffs contendthat theyshouldbepermittedto allegeunspecifieddeviationsfrom

FDA requirementsat the pleadingstage,andfill in theblanksthroughdiscovery.Pl.’s Br. 8. But

a plaintiff mustsuccessfullypleada claim beforeobtainingdiscovery,not theotherway around.

Sucha prematurerequestfor discoveryconflicts with Rules8 and 11(b) of the FederalRulesof

Civil Procedure.SeeDesal,2013 WL 16329$at *7; seealsoHayesv. HowmedicaOsteonics

Corp., Civ. No. 08—6104,2009WL 6841859(D.N.J. Dec.15,2009) (dismissinga strict liability

claim involving a hip prosthesisunderTwombly, which “[does] not distinguishbetweenand

amongdifferent typesof cases.It would bewrong for this Court to rule that this plaintiff because

of herparticularinjury andtheoryof harmhasa right to support[her claim] throughdiscoveryas

opposed[to] allegationsin the complaint”). As the Third Circuit recognized,“many PMA

preemptionmotionsaredecidedwithout anydiscovery.”Smith, 552 F. App’x at 196. Plaintiffs’

first causeof actionfor strict liability is dismissed.

II. Plaintiffs’ ExpressWarrantyClaim Is Insufficiently Pled

To succeedon a claim for breachof expresswarranty,a plaintiff mustshow: (1) that a

defendantmadean affirmation,promiseor descriptionabouttheproduct;(2) that this

affirmation,promiseor descriptionbecamepartof thebasisof thebargainfor theproduct;and

(3) that theproductultimatelydid not conformto theaffirmation, promiseor description.See

N.J. Stat.Ann. § 12A:2—313.
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A causeof actionfor breachof expresswarrantymayor maynot bepreemptedunderthe

MDA.’ If a claim is “basedon the information containedin FDA approvedproductlabelsand

packaging inserts,”it is barred.SeeCornettv. Johnson& Johnson,211 N.J. 362, 392 (2012).To

avoidpreemption,theplaintiff mustshowthat thedefendant-manufacturermade“voluntary

statements”thatwere“not approvedby the FDA or mandatedby the FDA abouttheuseor

effectiveness”of a medicaldevice.Id.; seealsoHorn v. ThoratecCorp., 376 f.3d 163, 168 n.7

(3d Cir. 2004).

Count 1111 of the complaintassertsthatDefendant“representedthat the Acetabular

Systemwas safe andeffectivefor useby individuals suchasPlaintiff.” Compi. ¶ 51. It recites

that these“affirmationsof fact or promisesmadeby the sellerto thebuyer. . . becamepart of the

basisof thebargain,”id. ¶ 52, andthat the “Productdid not conformto the representationsmade

by Defendantin that theProductwasnot safe andeffectivefor useby individualssuchas

Plaintiff.” Id. ¶ 53. It allegesin boilerplatefashionthat “breachof warrantywas a substantial

factor in bringingaboutPlaintiffs injuries anddamages.”Id. ¶ 56.

CountIII assertsno supportingfacts.The contentof any such“warranty” is not given.

Who saidwhat to whom, where,when,andhow, is unknown.Thereis no factualallegationin

thecomplaintthatDefendantevermadeany identifiable,voluntary,unapprovedstatementto

DeborahBeckeror her physicianregardingthe safety,effectivenessor properapplicationsof the

implant. In short, this is “a formulaic recitationof the elementsof a causeof action,”

which Twombly tells us “will not do.” 550 U.S. at 556; seealso Clementsv. Sanofi-Aventis,US.,

Inc., No. 14-CV-1423KM, 2015 WL 3648911,at *11 (D.N.J. June11,2015)(finding same).

I Unlike claims for breachof implied warranty,a claim for breachof expresswarrantyis not
subsumedby theNew JerseyProductsLiability Act (“PLA,” N.J.S.A. § 2A:58C—1 etseq.).See
N.J.S.A. § 2A:58C—lb(3).
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Plaintiffs’ causeof actionfor breachof expresswarrantyis dismissed.

III. Plaintiffs’ ConsumerFraudClaim Is BarredUnderNew JerseyLaw

“Except for claims for breachof an expresswarranty,all claims for harmcausedby a

productunderNew Jerseylaw, regardlessof the theoryunderlyingthe claim, aregovernedby

theNew JerseyProductsLiability Act (‘PLA’).” Calenderv. NVR Inc., 548 F. App’x 761, 764

(3d Cir. 2013) (citing N.J.S.A. § 2A:58Cl(b)(3)).The PLA encompasses“virtually all possible

causesof actionrelatingto harmcausedby consumerandotherproducts.”In reLeadPaint

Litig., 191 N.J. 405, 436-37 (2007).As theNew JerseySupremeCourthasheld, “the PLA is the

solesourceof remedyfor plaintiffs’ defectiveproductclaim; therefore,the ConsumerFraudAct

(‘CFA’), N.J.S.A.§ 56:2—1 to —106, doesnot providean alternativeremedy.”Sinclair v. Merck

& Co., 195 N.J. 51, 54 (2008). Plaintiffs allegedamagecausedby a defectiveproduct.Theymay

not maintainsuchanactionunderthe ConsumerFraudAct. Count IV of thecomplaintis

dismissed.

IV. TheNew JerseyProductsLiability Act BarsPlaintiffs’ Claim for Punitive
Damages

TheNew JerseyProductsLiability Act prohibitspunitivedamageswhena device

complieswith FDA regulations.SeeN.J.S.A. § 2A:58C-5.BecausePlaintiffs do not contestthat

the implantcomplieswith FDA regulations,demonstratedby the device’sreceiptof premarket

approval,Plaintiffs’ claim for punitive damagesis dismissed.
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V. RaymondBecker’sDerivativeClaim for Lossof ConsortiumIs Dismissed

RaymondBeckerbrings a claim for lossof consortiumresultingfrom his wife’s alleged

injuries. Compl. ¶J64-66.This derivativeclaim is preemptedbecausetheunderlyingclaims

cannotstand.SeeRiegel, 522 U.S. at 321 (affirming dismissalof lossof consortiumclaim

because“it wasderivativeof thepre-emptedclaims”). CountV of the complaintis dismissed.

VI. Plaintiffs Are GrantedLeaveto Amendwithin 90 Days

TheThird Circuit hasliberally permittedpleadingamendmentsto ensurethat “a

particularclaim will be decidedon the meritsratherthanon technicalities.”Dole v. Arco Chem.

Co., 921 F.2d484, 487 (3d Cir. 1990).Wherea complaintis dismissedunderRule 12(b)(6), “a

District Courtmustpermit a curativeamendment,unlessanamendmentwould be inequitableor

futile.” Aiston v. Parker,363 F.3d229, 235 (3d Cir. 2004).

Consideringthe possibilitythatPlaintiffs couldpleada parallelclaim, andprovide

specificfactsevidencinga breachof expresswarranty,it is not presentlypossibleto saythat any

opportunityto amendwould be “inequitableor futile.” Plaintiffs aregiven 90 daysto file an

amendedcomplaint.

CONCLUSION

Defendant’smotion is granted.The complaintis dismissedwithout prejudiceto file an

amendedcomplaintwithin 90 daysof thedateof theaccompanyingorder.

DATE:

m HW1i
SeniorUnitëatesDistrict Judge

9


