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IN THE UNITED STATESDISTRICT COURT
FOR THE SOUTHERN DISTRICT OF WEST VIRGINIA

CHARLESTON DIVISION

JO HUSKEY, et al.,
Plaintiffs,

V. CIVIL ACTION NO. 2:12-cv-05201

ETHICON, INC., et al.,

Defendants.

MEMORANDUM OPINION AND ORDER
(Motionsfor Summary Judgment)

Pending befre the court are the defendantdotion for Partial Summary Judgment
[Docket 161], Motion for Partial Summary Judgment Based on Preemption of Certairs Claim
[Docket 178], Motion for Partial Summadudgment on Punitive Damages [Docket 18fjd
Plaintiffs Jo and Alen Huskey’s Motion for Partial Summary Judgment ondddbnt Ethicon
Inc.’s Separate Defenses [Docket 163]. For the reasons stated below, the MotiRarti@ir
Summary Judgment [Docket 161]J@GRANTED in part andDENIED in part, the Motion for
Partial Summary Judgment Based on Preemption of Certain Claims [Docket DE}IED, the
Motion for Partial Summary Judgment on Punitive Damages [Docket 187EMI ED, and
Plaintiffs Jo and Akn Huskey’'s Motion for Partial Summary Judgment on Defendant Ethicon

Inc.’s Separate Defenses [Docket 163FRANTED.
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|. Background

This case is one ohore than 60,000 that have been assigneteby theJudicial Panel on
Multidistrict Litigationin sevenMDLs involving pelvic mesh productépproximately19,000 of
these cases reside in timere Ethicon, IncMDL, MDL No. 2327.

The device at issue in this casehe Gynecare TVT Obturator (“TV-D”), manufactured
by the defendants, Ethicon, Inc. and Johnson & Johnson, Inc. (collectively, “Ethicon”). The
TVT-O is a medical devicthat includes a mechanismsed to place a mesh tape, or sling, under
the urethra to provide support to the urethra to tteassurinary incontinencéMem. in Supp. of
Mot. for Partial Summ. J. [Docket 162], at 1).

Before being implanted with the TVD, Ms. Huskey suffered from stress urinary
incontinence whicltaused her to leakrine when she laughed, coughed, sneezed, exercised, or
experienced abdominal pressui@eeByrkit Dep. [Docketl61-3], at 187:2123; 1893-6). Ms.
Huskeyinitially utilized pelvic floor strengtheningexercises talleviate her symptoms(See
Huskey Dep. [Docket 164], at 308:18309:4; 309:22310:4. When those exercises failemifully
remedy her stress urinary incontinence, she sought surgical treat8esnid At 312:22-313:1).

Ms. Huskey'sphysician, Dr. Gretchen Byrkit, implanted the TAOI'device on February
23, 2011.(SeeStatement of Undisputed Facts Regarding Jo Huskey's Medical History and
Condition [Docket 215], at 5). After the surgery, Ms. Huskrpgerienced severabmplications,
including erosion of the mesh and dyspareurSae(idat 56). Ms. Huskey underwent a revision
surgerywith Dr. Sohail Siddique on November 18, 2011, which excised a portion ®MheO’s
mesh. Gee id.at 67). After her revision, Ms. Huskey’s stress urinary incontinence symptoms

returned and shexperiencd constant pelvic and vaginpdin. See idat 8).



Ms. Huskey and her husband, Allen Huskey, currently advance several claimg agains
Ethicon, including negligence, strict liability for design defect, strict liabibtyfailure to warn,
strict liability for manufacturing defect, dud, fraudulent concealment, constructive fraud,
negligent misrepresentation, negligent infliction of emotional distleggch of express and
implied warranty, gross negligence, unjust enrichment, and violation of the llltamsumer
Fraud Act, 815 Il Comp. Stat. 505/&t seq (SeeShort Form Compl. [Docket 1], at 4-5).

II. Legal Standards

A. Summary Judgment

To obtain summary judgment, the moving party must show that there is no genuine issue as
to any material fact and that the moving party is entitled to judgment as a matter oédawr. F
Civ. P. 56(a). In considering a motion for summary judgment, thet eali not “weigh the
evidence and determine the truth of the matt&nderson v. Liberty Lobby, Inct77 U.S. 242,
249 (1986). Instead, the court will draw any permissible inference from the ungddygts in the
light most favorable to the nonmovimpgrty. Matsushita Elec. Indus. Co. v. Zenith Radio Corp.
475 U.S. 574, 587-88 (1986).

Although the court will view all underlying facts and inferences in the ligigtifiavorable
to the nonmoving party, the nonmoving party nonetheless must offer someréte evidence
from which a reasonable juror could return a verdict in his [or her][fdV@&nderson477 U.S. at
256. Summary judgment is appropriate when the nonmoving party has the burden of proof on an
essential element of his or her case and dwmtsmake, after adequate time for discovery, a
showing sufficient to establish that eleme@elotex Corp. v. Catrettd77 U.S. 317, 3223
(1986). The nonmoving party must satisfy this burden of proof by offering more than a mere
“scintilla of evidence” m support of his or her positioAnderson 477 U.S. at 252. Likewise,
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conclusory allegations or unsupported speculation, without more, are insufficigeictude the
granting of a summary judgment motiddee Felty v. Graves Humphreys (818 F.2d 1126
1128 (4th Cir. 1987)Ross v. Comm’ns Satellite Car@59 F.2d 355, 365 (4th Cir. 1985),
abrogated on other groundBrice Waterhouse v. Hopkiy490 U.S. 228 (1989).

B. Preemption

Federal preemption originates from the Constitution’s Supremacy CkBedd.S. Const.
art. VI, cl. 2! In addressing a preemption issue, the court’s first task is to determine whether
Congress intended to preemBee CalFed. Savings & Loan Ass'n v. @&ua, 479 U.S. 272,
28081 (1978). Intent to preempt can manifest itself in three forms: field preemptiomsexpr
preemption, and conflict preemptiddee H&R Block E. Enters. v. Rasid1 F.3d 718, 722 (4th
Cir. 2010). Field preemption occurs when ttegleral scheme of regulation of a defined field is so
pervasive that Congress must have intended to leave no room for the states to supplEment it[
City of Charleston, S.C. v. A Fisherman’s Best,,|1B&0 F.3d 155, 169 (4th Cir. 2002). Express
preempton arises when “Congress expressly declares its intent to preempt statifangy V.
Nokia, Inc, 402 F.3d 430, 453 (4th Cir. 2005). Finally, conflict preemption occurs when “state law
stands as an obstacle to the accomplishment and execution of the full purposes andsobiective
Congress. Hillsborough Cnty., Fla. v. Automated Med. Labs., ld@1 U.S. 707, 713 (1985)
(internal quotation omitted). Conflict preemption can also arise when “compliaiicebath
federal and state regulations is a physicgdossibility[.]” Id. (internal quotation omitted).

Once Congress’s intent to preempt is determined, the focus turns to the scope of that

preemption.See Duvall v. BristeMyersSquibb Cq. 103 F.3d 324, 328 (4th Cir. 1996). Two

! “This Constitution, and the Laws of the United States which shall lak imaPursuance theof . . . all bethe
supreme Law of the Land . any Thing in the Constitution or Laws of any State to the Contrary instaiding.”
U.S. Const. art. VI, cl. .2

4



presumptions guide thisnquiry. See id.First, “the purpose of Congress is the ultimate
touchstone’ in every premption case.’Medtronic, Inc. v. Lohr518 U.S. 470, 485 (1996)
(quotingRetail Clerks v. Schermerhqr75 U.S. 96, 103 (1963%econd, a court starts “with the
basic assumption that Congress did not intend to displace statéMavyland v. Louisiana451
U.S. 725, 746 (1981). “This presumption is strongest when Congress legislates ‘in anfatd w
the States have traditionalbccupied.”S. Blasting Servs., Inc. v. Wilkes Cnty., NZ88 F.3d
584, 590 (4th Cir. 2002) (quotirigphr, 518 U.S. at 485).

C. Choice of Law

The parties agree that lllinois’s choioklaw rules apply in this casBlinois has adopted
the mostsignificantrelationshiptest as enumerated in Restaten{&eicond) of Conflict of Laws.
See Townsend v. Sears, Roebuck & €00 N.E.2d 893, 901 2007);Gregory v. Beazer E.
892 N.E.2d 563, 578 (lll. Ct. App. 2008). Under that test, courts should consider the following
factors: (1) the place where the injury occurred, (2) the place where the toadsiag the injury
occurred, (3) the domicile, residence, nationality, place of incorporation and busingss of
parties, and (4) the place where the relatgmsif any, between the parties is centerde
Townsend879 N.E.2dat 901 (citing Restatement (Second) of Conflict of LawisA§(2), at 414
(1971)). This choice of law analysis applies to each individgakin a caseSee Townsen@79
N.E.2d at 901, Gregory, 892 N.E.2dat 578. Here, the surgery to implant the device and any
alleged injuries to the plaintiffs occurred in lllinoiSherefore, for the plainti¥ substantive
claims, | apply the law of lllinois.

The analysis is different for punitive damagébnois courts permitdépecageor a
separate choieef-law analysis for each individual issugee Townsend79 N.E.2dat 90102
(explaining that Illinois follows the Restatement, which wsgsecage Ethicon urges the court to
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apply New Jerselaw to the punitive damages claimecause the alleged conduct that gives rise to
the punitive damages claim occurred th&thicon’s argument is in line with the Restatement,
which statesthat “when the primary ppose of the tort rule involved is to deter or punish
misconduct, the place where the conduct occurred has peculiar signific&estdtement
(Second) of Conflict of Laws § 145 cmt. €he plaintiffs appearing to agree with Ethicon,
likewise brief punitve damages in relation to New Jersey |aie focus of the punitive damages
inquiry is Ethicon’s corporate conduct, and that conduct allegedly occurred in New. Jersey
Thereforge New Jersey law applies to the plaintiffs’ punitive damages claim.
Il. Failureto Warn

Ethicon first challenges the plaintiffs’ failute-warn claim To recover on a
failure-to-warn claim, a plaintiff must establish that inadequate warnings renderestacpr
unreasonably dangerous and caused the plaintiff's injiMd®lajczykv. Ford Motor Co,. 901
N.E.2d 329, 345 (lll. 2008). In the case of medical devices, the duty to warn is to the prescribing
physician, not the patienGiles v. Wyeth, Inc.500 F. Supp. 2d 1063, 1065 (S.D. lll. 2007);
Hansen v. Baxter Healthcare Corp/64 N.E.2d 35, 42 (lll. 2002). Ethicon advances two
arguments against the plaintiffs’ failutewarn claim: (1) that the TVT-O’s warnings were
adequate because Dr. Byrkit was aware of the -Oviisks, and2) that the plaintiffs failed to
present evidencdatthe allegedly inadequate warnings caugerplaintiffs’ injuries. Ethicon’s
arguments fail on both counts.

A. Adequacy of Warnings

Ethicon contensl that the TVFO’s warnings were adequate becatise implanting
physician, Dr. Byrkit, was independentware of th@VT-O'’s potentialcomplications and risks.
In lllinois, “there is no duty to warn of a risk that is already known by those to be waRredtdr
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v. Davis 682 N.E.2d 1203, 1211 (lll. App. C1997);see alsdHansen 764 N.E.2cat 42 (“[A]
prescription medical device manufacturer need not provide a warning of nisksyaknown to

the medical community.”)A duty to warn arises only when there is “unequal knowledge and the
defendant, possessed of such knowledge, knows or should know tmatrigint occur if no
warning is given.’Proctor, 682 N.E.2d at 1211 (quotation marks omitted).

The plaintiffsargue that there is a dispute of fasttowhether the TVIO’s warnings were
adequatdecaus®r. Byrkit was not warned about the TMT's allegedpotential to rope and curl
after implantationpolypropylene mesh’sropensity to degrade in vivo, or the risks associated
with small pore, heavyeight mesh. Ethicon attempts to construe these risks as “mechanisms and
design defects” about which therens duty to warn(SeeReplyin Supp. of Mot. for Partial
Summ. J[Docket 228], at 10)Ethicon cites no support for this proposition, altichois law
appears to makeo such formalistic distinction. lllinois law requires that manufacsunearn of
“dangerous condition[s],” not merely the potential injuries that might result froenafisthe
product. Happel v. WalMart Stores, Ing. 766 N.E.2d 1118, 1123ll( 2002); Kennedy v.
Medtronic, Inc, 851 N.E.2d 778, 783 (lll. AppCt. 2006) see also Hansery64 N.E.2dat 42
(“dangerous propensities’or instance, itdansen the lIllinois Supreme Court found a dispute of
factover the adequacy of warning$erea medical device manufacturer allegedly failed to warn
about the proper use of the device’s mechanisms. The defendant manufactured IWddiaksca
to warn about the need to use particular subtose with threaded connectienwith IVs
inserted into patients’ jugular veirSee Hanserv64 N.E.2d at 43.

Here, the TVTO’s potential to rope and fray, polypropylene’s propensity to degrade, and

complications associated with small pore mesh are all potential dangeralisons about the



TVT-O of which Dr. Byrkitallegedlywas not warned. Therefore, theraidispute of facabout
whether the TVIO’s warnings were adequate.

B. Causation

Ethicon also argues that the plaintiffs have failed to present evidence thiegeells
inadequate warnings caused the plaintiffs’ harm. Ethicon argues that Dr. Bgnkdtdely on the
product’s IFU and that Dr. Byrkit would not have changed her decision to prescribeviteitie
she had received a better warning.

In Illinois, causation under a products liability theory is the same as andegligence
theory.SeeSmith v. Eli Lilly & Co, 560 N.E.2d 324, 328 (lll. 1990). Therefore, a plaintiff must
prove that the defendant’s conduct was both the eadiset and the legal cause of her injuries.
See Rodriguez v. Glock, In@8 F. Supp. 2d 1064, 1070 (N.D. Ill. 1998). lllinois courts have
utilized two tests to determine whether a defendant’s conduct was aircdase the “substantial
factor” test and the “buior” test.Rodriguez28 F. Supp. 2d at 107Rerns v. Engelke369 N.E.2d
1284, 1292 (lll. App. Ct. 19%7aff'd in part, 390 N.E.2d 859 (lll. 1979). The “substantial factor”
test asks whether the defendant’s conduct is a “material element” and a “sub&iaturalin
bringing about the plaintiff's injuryWehmeier v. UNR Indus., In&72 N.E.2d 320, 335 (lll. App.
Ct. 1991). Under the “bufor” test, “the defendant’s conduct is not a cause of an event if the event
would have occurred without itKerns 369 N.E.2d at 1292.

First, Ethicon argues that the allegedly inadequate warnings did not causainhépl
injuries becausBr. Byrkit did not rely on th&VT-O’s Instructions for Use (“IFU"n making her
decision.But there is no such testimony in the record. Dr. Byrkit read the IFU before impglant
the TVT-0O, although she could nttecall the last time” she reviewed (8eeByrkit Dep. [Docket
21341], at 31:1518; 67:7-11; 2(:2-9). Dr. Byrkit also stated thahe uses “the same” implantation

8



procedure described in the IFU on every patidee(idat 90:3-15; 102:D). There istherefore
sufficient evidence that Dr. Byrkit relied on the IFU in prescribing the D/

Second, Ethicon argues that Dr. Byrkit would not have changed her decision to prescribe
the TVT-O if shehadreceived a better warnimigDr. Byrkit's testimony isinconsisent On the
one hand, she testified that she would have changed her decision had she receivedaratier

Q: If you had been told that it shouldn’t be implanted in women who are active,

actively exercising, fit women, if you had been told that gustin’'t be
implanted in those women, would you still have implanted it in Jo Huskey?

A: | don’t think | would.

(Byrkit Dep. [Docket 1613], at96:2-7).However, vhen asked whether she would again prescribe
the TVT-O to a patient “with the same signs agthptoms” as the plaintiff, Dr. Byrkit responded
that she “would use the TVD again.” (d. at 279:110). She also testified that she continues to
use the TVTO in her practice todayld. at 58:1020). This conflicting testimony demonstrates the
existenceof a genuine dispute of fact over whether Dr. Byrkit would lprescribed the TVIO to

Ms. Huskeyhad she received a better warning. Therefore, under either the “substantraldiacto

the “butfor” test, the plaintiffs have set forth evidence creating a genuine digptaet on the

issue of causation.

2 Contrary to Ethicon’s suggestion, this case is readily distinguishaiid_ewis v. Johnson & Johnsam this issue.

In Lewis | dismissed the failuréo-warn claimin partbecause the treating physician affirmatively testified thatighe
not rely on the IFU when prescribing the devi&he alsaestified that she relied on a number of other factors,
including Ms. Lewis’s “symptoms, her voiding diary, her urodyrenand physical examiri re Ethicon, Inc., Pelvic
Repair Sys. Products Liab. LitidNo. 2:12-cv-2327,2014 WL 186869at *4(S.D.W. Va. Jan. 15, 2014 this case,
however, there is no such testimony by Dr. Byrkit.

® The parties disagree whether the plaintiffs are required to provBrthByrkit would have acted differently if she
received a better warning. The cases cited by the paudigffict on this issueCompareFisher v. BristolMyers
Squibb Ca.181 F.R.D. 365, 370 (N.D. lll. 1998)[S]tep two of the causation battle will require [the plaintiff]
show that his physiciawould not have prescribegtadolif the defendants had provided adequate warriijgsith
Noyola v. Johnson & Johnsp85 C 2184, 1986 WL 14657, at *4 (N.D. Ill. Dec. 16, 1986) (“What a physician might
or might not have done had he been adequately wamed an element plaintiff must prove as a part of her case.”).
need not resolve this issue here because the plaj&sented evidence demonstrating that Dr. Byrkit would have
acted differently.
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Accordingly, Ethicon’s motion fosummary judgment on the failute-warn claim is

DENIED.
V. Fraud-Based Claimsand Warranty Claims

The plaintiffs bring several claims based on fraud: common law fraud, fratdule
concealment, constructive fraud, and negligent misrepresentatieier to these claims as the
plaintiffs’ “fraud-based claims.The plaintiffs also bring claims for breach of express and implied
warranties. Ethicon argues that allleé$e claims are simply repackaged fatar@varn claims, to
which the learned intermediary doctrine applies and prevents recovery. aiyr&shicon.

Under the learned intermediary doctrine, manufacturers of drugs and medicalschave
a duty to warn prescribing physicians, not-eiseérs, about the product’s dangerous propensities.
Hansen 764 N.E.2d at 4Xirk v. Michael Reese Hosp. & Med. Ct513 N.E.2d 387, 393 (lll.
1987).The prescribing physiciafunctions as a learned intermediary between the manufacturer
and the patient by deciding which product “best fits the pasier@eds and chdasg] which facts
from the various warnings should be conveyed to the ppjfeKirk, 513 N.E.2cat393. Ethicon
argues that because lllinois’s learned intermediary doctrine does notereqgdical device
manufacturers to warn engers, the doctrine should bar the frédnaded claims premised on
representatins made to Ms. Huskey. Otherwise, Ethicon contends, plaintiffs could simply plead
around the learned intermediary doctrine by characterizing faunern claims as fraud claims.

lllinois courts have not directly addressed this issue. However, courts around thg countr
have extended the learned intermediary doctrine to all claims based on achaeust failure to
warn, including claims for fraud, misrepresentation, and breach of war&edy.e.g.Talley v.
Danek Med., In¢.179 F.3d 154, 1684 (4h Cir. 1999) (barring breach of warranty and fraud
claims); Lee v. Mylan Inc, 806 F. Supp. 2d 1320, 1325 (M.D. Ga. 2011) (negligent
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misrepresentation and breach of warranty claif@sgle v. Biomet, Inc492 F. Supp. 2d 1360,
1372 (S.D. Fla. 2007) (negligent misrepresentati®oythern v. Pfizer, Inc471 F. Supp. 2d
1207, 1218 (N.D. Ala. 2006) (fraudulent misrepresentatiome Norplant Contraceptive Prods.
Liab. Litig., 955 F. Supp. 700, 709 (E.Dex. 1997) (misrepresentation and implied warranty);
Centocor, Inc. v. Hamiltqr872 S.W.3d 140, 169 (Tex. 2012) (fraud by omission).

Here, the plaintiffs’ frauébased claims and warranty claims are simply repackaged
failure-to-warn claims.The plaintifis appear to concede that their frdnabed claims are based
solely on representations made by Ethicon to Ms. Huskey. They state Heatldiens “in no way
rely on anything that Ethicon communicated to Dr. Byrkit, or anything that ykitBold to Mrs.
Huskey,” (PIls.” Mem. in Opp. to Ethicon’s Mot. for Summ. J. [Docket 213], at 15). But Ms.
Huskey was unable identify any particular statemenrg Ethiconupon which she relied:

Q: What information did you rely on that you received from Johnson &

Johnsa and Ethicon to inform your decision about whether or not to have
the mesh surgery? You personally, not your doctor.

A: There was no information as far as I'm aware of. It was not provided.

Q: So what information from Johnson & Johnson and Ethicon about possible

risks and benefits associated with mesh or with the TVT mesh product did
you rely upon in making your decision to have the surgery?

A: Once again, there was no information available on what | looked at.

Q: There was no information available on what? On risks and benefits?

Well, when | opened the brochure | looked through it, and what | saw and
then having the discussion with Dr. Byrkit, after what she had explained to
me and reading through the information that | did see, there wagrniig
warnings as far as, you know, if you look at a brochure and you look at
cautionary measures, normally they stand out on a brochure because that’s
one of the things where they want you to make sure you read that. And there
was nothing in that brochure that jumped out for, okay, there’s a FDA
warning, there was nothing that drew my attention to it as being something

highlighted as risks involved with mesh.
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(Huskey Dep. [Docket 164], at 474:20476:3).This inabilityto identify any particulafrauduent
statementsipon which Ms. Huskey relied indicates tha gravamen of these claims is Ethiton
failure to warn Ms. Huskey about particular risks or dangers associated with th€®©TWThe
learned intermediary doctrine “could be avoided by casting what is iedlyeatfailure to warn
claim under a different cause of action . . . then the doctrine would be rendered meahingiess
Norplant Contraceptive Products Liab. Litjg955 F. Supp. 700, 709 (E.D. Tex. 1997).
Accordingly, | predict with cofidence that, if confronted with this issue, the lllinois Supreme
Court would hold that the learned intermediary doctrine applies to all claims d@agechedical
device manufacturer’s failure to warn, including fraud, fraudulent concaglroenstructive
fraud, negligent misrepresentation, and breach of warfaftyerefore, Ethicon’s motion for
summary judgment on fraulsased claimand warranty claimss GRANTED.
V. Unjust Enrichment, Manufacturing Defect Claims, Illinois Consumer Fraud Act

Ethicon moves for summary judgment on the plaintiffs’ claims for unjust enrichment,
manufacturing defecaind violation of the lllinois Consumer Fraud Act, 815 Ill. Comp. Stat. 505/1
et seq The plaintiffsdo not oppose summary judgment and withdraw these cléBeePIs.’
Mem. in Opp. to Def. Ethicon’s Mot. for Partial Sumdn [Docket 213], at 15, 20). Therefore,
Ethicon’s motion for summary judgment on claims for unjust enrichment, manufactiefiect,
and violation of the Illinois Consumer Fraud Act, 8150ibmp. Stat. 505/&t seq, isGRANTED

as unopposed.

* | note that Ethicon did not expressly argue in its opening brief that thedteimtermediary doctrine applies to the
warranty claims. “[T]he ordinary rule in federal courts is that an arguiraged for the first time in a reply brief or
memorandum wilnot be consideredMew Sporting Goods, LLC v. Johansen F. Supp. 2d--, No. 1:13cv-10,
2014 WL 222114, at *3 n.2 (N.D. W. Va. Jan. 21, 2014). However, Ethicoasderthat “[rlegardless of how [the
plaintiffs’ claims] are denominated, such claims can only succeed if the mamafagave defective warnings to the
learned intermediary.” (Mem. in Supp. of Mot. for Partialro J [Docket 162], at 13). This argument clearly
applies with equal force to the warranty claims, allowing me to cengitiere.
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V1. Punitive Damages
Ethiconmoves for summary judgment on the issue of punitive danjBgeket 187] As
previously stated, the law of Nedersey applies to the plainsffclaim for punitive damages.
Ethicon argues that the New Jersey Product Liability Act (“NJPLA”), 8tdt.Ann. 8 2A:58C1
et seq. precludes an award of punitive damages in this case. The NJPLA provides that
manufacturers of medical devices are immuaomfpunitive damages awards where their products
have been approved, licensed, or generally recognized as safe and effedtieeADA. The
relevant statute reads, in pertinent part,
Punitive damages shall not be awarded if a drug or device or food or food additive
which caused the claimant’s hamas subject to premarket approval or licensure
by the federal Food and Drug Administrationder the “Federal Food, Drug, and
Cosmetic Act,” 52 Stat. 1040, 21 U.S.C. § 301 et seq. or the “Public Health Service
Act,” 58 Stat. 682, 42 U.S.C. § 201 et sagd was approved or licensed; or is
generally recognized as safe and effective pursuant to conditions established by the
federal Food and Drug Administration and applicable regulatjiomeluding
packaging and labeling regulations. . . . For purposes of this subsection, the terms

“drug”, “device”, “food”, and “food additive” have the meanings defined in the
“Federal Food, Drug, and Cosmetic Act.”

N.J. Stat. Ann. § 2A:586 (emphasis added)Ethicon contends that the FDA has endorsed and
recognized the safety and effectiveness of the-Dvm its 510(k) clearance. | decided this exact
issue inrelation toLewis v. Johnson & JohnsoBee In re Ethicon, Inc., Pelvic Repair Sys. RBrod
Liab. Litig.,, No. 2:12cv-4301, 204 WL 186869, at *10 (S.DW. Va. Jan. 15, 2014)As |
explained there, and in a separate opinion in that tases v. Johnson & Johnspn- F. Supp. 2d

---, No. 2:12¢v-04301, 2014 WL 152374, at % (S.D. W. Va. Jan. 15, 2014), the FDA has not
“approved or licensed” or “generally recognized” the T @Tas “safe and effectiveN.J. Stat.

Ann. § 2A:58C-5.

® A portion of this statute, which | have omitted and which is not egiplé here, was stricken by a New Jersey
appellate court as preempted by federal Bee McDarby v. Merck & C49 A.2d 223 (N.J. Super. Ct. App. Div.
2008).

13



Ethicon states, without explanation, that this case is distinguishable fromIduyghim
Lewis (Mem. in Supp. of Mot. for Partial Summ. J. on Punitive Damages [Docket 188], at 11).
Ethicon simply rehashes old arguments amtlagain, essentially asks that | reconsiewearlier
decision As Ethicon is well aware, it is improper to ask the court “to rethink what the Gajsi
already thoughthrough—rightly or wrongly.” In re C.R. Bard, Inc. 948 F. Supp. 2d 589, 649
(S.D. W. Va. 2013}quotations omitted). Therefore, Ethicon’s motion for summary judgment on
the issue of punitive damages [Docket I8TDENIED.

VI1I. Preemption

Ethicon movedor partial summary judgment based on preemption [Docket Efi@fcon
argues that the plaintiffs’ claims should be preempted to the extent that any aléemdso‘that
PROLENE* in mesh degrades and that degradation leads to other consequences, such as
infection.” (Mot. for Partial Summ. J. Based on Preemption of Certain ClaiRregihption
Mot.”) [Docket 178], at 2). Ethicon bases this argument on the fact that the Proleree wtiich
they argue is a component part of the TWT went through the FDA'’s rigorous premarket
approval process, rather than the less stringent 510(k) clearance pldwedsolene suture is a
different medical device and, like the mesh contained in the-OYiE made of polypropylene.
This court examined that exact issué.@wis v. Johnson & Johns@and found that the plaintiffs’
claims were not preemptefiee--- F. Supp. 2d--, No. 2:12cv-04301, 2014 U.S. Dist. LEXIS
4985, at *32 (S.D. W. Va. Jan. 15, 2014 also idat *4-5 for a discussion of the differences
between 5Q(k) clearance and premarket approval. As notellewwis the Supreme Court has
determined that claims related to devices approved through the FDA'’s preappikeval process

are preempted while claims related to medical devices cleared through the FDAK)sctdyance
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process are noSee id.at *1819; Riegel v. Medtronic, Inc.552 U.S. 312, 3223 (2008);
Medotronic, Inc. v. Lohr518 U.S. 470, 501-02 (1996).

Ethicon attempts to distinguish the instant case fremisand argues that the court has not
yet addressed the following issues:

(1) the fact that the FDApproval of PROLENE* polypropylene for use in the
body is the “status quo” for that material and, whatever the Court’s views of the
safety and efficacy consdations of the 510(k) process, the approval of that
component is not stripped away because the device as a whole was later cleared
through the 510(k) process; (2) that Plaintiffs’ claims regarding degradation and
resulting inflammation and infection stemfrom the PROLENE*
polypropylenebased filaments, not the other parts of the kit; and (3) evidence that
the quantity of PROLENE* used does not have any effect on whether the
PROLENE* degrades when placed in the human body.

(Preemption Mot. [Docket 178at 1-2). Ethicon’s arguments are without merit. As | explained in
Lewis

Ethicon’s argument ignores the fact that the Prolene suture and the TVToare tw
entirely different medical devices that went through different FDA pseses
Although Ethicon represents that the products are primarily composed of the sam
material, it does not automatically follow that the material is safe in both devices.
The Prolene suture is a nonabsorbable surgical suture; the TVT is a form of
transvaginal mesh. The Prolene satuconsists of a single filament of
polypropylene; the TVT is a mesh woven from knitted Prolene filaments. The
average Prolene suture is a few inches long; the TVT measurbsibmeches by
sixteen inches, and contains many times the amount of polyprapgiaterial. The
Prolene suture is not intended to adhere to human tissue; the TVT is designed to
adhere to human tissue. The Prolene suture is designed to be easily pulled out of the
body; the TVT cannot be removed without invasive surgery. . . .

The FDA'’s approval of the Prolene suture necessarily related to its use aga sutu

it did not categorically approve Prolene filament for use in medical devide=sn W

the FDA approved the Prolene suture, it stated that it had concluded the Prolene
suture was “safe and effectif@ use as recommended in the submitted labéling

The FDA did not examine whether that same material was safe when woven
together to create a transvaginal mesh product. Ethicon would like the court to
determine that because the FDA fdyolypropylene is safe to use as a suture, it is
automatically safe to use in transvaginal mesh. Although purportedly constructed
of the same material, it is a different product, used in a different mannex, for
different purpose. The plaintiffs have presented evidence demonstrating the
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difference in risk profiles between the Prolene suture and TVT, and evidence that
the process of weaving the filaments creates different surface charast@nighe

mesh. If a specific type of metal were approved for use in a bone screw via the
premarket approval process, it would not follow that that same type of metal was
safe in all medical devices, no matter what their function in the human body. The
same is true for Prolene filament. It does not follow that the $aoilene filament

that is safe for use as a suture is automatically safe for use in transvagimal mes

2014 U.S. Dist. LEXIS 4985, at *225 (internal citations omitted).
Additionally,

“[p]ersuasive authority from other district courts.indicatesthat the preemption
analysis is not applied differently to the component parts of a medical device a
the medical device itself[.]Gavin v. Medtronic, In¢.CIV.A. 12-0851, 2013 WL
3791612, at *11 (E.D. La. July 19, 2013). Interestingly, the shoe is normally on the
other foot—the defendant is arguing that a cause of action is preempted because a
device underwent premarket approval, while the plaintiff is arguing there is no
preemption because a component part of the device underwent 510(k) clearance.
Coutts addressing this issue have determined that a device should not be broken
into its component parts in order to apply a preemption analysidhe same
reasoning used in those cases is applicable here: analyzing the composaritgart
device separately from the device itself simply does not make sense.

“To require that a distinction be drawn between the approval process of the
individual components of a system and the system itself, would, it seems, add a
level of complication to the medical deviaepproval process not anticipated by
Congress, the FDA, or medical device manufacturéeskut 724 F. Supp. 2d at

656. “It makes no senseindeed, it would probably be impossisi¢o pick apart

the components of a medical device and apply different preemption analyses to
different components.Riley, 625 F. Supp. 2d at 780. Determining preemption
based upon the component parts of a device, rather than the device as a whole,
would create a legal quagmire whereby tort claims against one part of a device are
preempted while tort claims against another part of a device are not. Indee, this
exactly what Ethicon would like the court to declaias Ethicon noted, its “motion
addresses only the use of PROLENE filaments and does not address othér allege
defects,such as mesh pore size.” (Defs.” Mot. for Summ. J. [Docket 128], at 1).

Analyzing each component of a medical device separately to determine whether
claims are preempted would create a doctrine that forces courts to dissgct eve
medical device. In thavorld, a different preemption analysis would apply to each
part of the device, rather than the device as a wigde. Phillips 2010 WL
2270683, at *5 n.4 (noting the “serious practical difficulties” with separating the
device from its component partsdetermine preemption). Particularly in complex
litigation such as this, bright line rules are important to create clarity foariép
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involved. The doctrine Ethicon asks this court to accept would only serve to create
chaos in a field that is alreadiffatult to navigate. Each involved party should be
able to determine whether tort claims regarding a medical device are preempted
based upon the review process the device actually went through. If the TVT had
gone through the premarket approval process while the polypropylene filament had
gone through the 510(k) process, | cannot imagine that Ethicon would think the
component parts of a device should be analyzed separately from the device itself
As discussed above, Ethicon itself has recognized the importance of viewing the
TVT as a whole, rather than just its component parts. Just as “a device receiving
premarket approval cannot be separated into its component parts to avoid
application of express preemption3ross 858 F. Supp. 2d at 487, a device
receving 510(k) approval cannot be separated into its component parts to create
express preemption.
Id. at *27-32. None of Ethicon’s arguments demonstrate that | should deviate from this reasoning.
Although Ethicon may have rephrased some of its argumenthamdubmitted an additional
declaration from an Ethicon employee, the legal reasoning here is the sarhewsi
Ethicon also argues that | should reconsider my rulingeimisbased on the reasoning in
two other casedBertini v. Smith & Nephew, IndNo. 13 Civ. 79, 2014 U.S. Dist. LEXIS 35837
(E.D.N.Y. Mar. 17, 2014) angimon v. Smith & Nephew, In&o. 13 CIV. 1909 PAE, 2013 WL
6244525 (S.D.N.Y. Dec. 3, 2013). These cases concern the same allegedly defective hip
replacement system, the R3 Acetlaibbystem, developed by Smith & Neph&ee Bertini2014
U.S. Dist. LEXIS 35837, at *23imon 2013 WL 6244525, at *4. The R3 System “is a hip implant
system used in total hip replacement proceduisttini, 2014 U.S. Dist. LEXIS 35837, at *2.
“The R3System is made up of the Acetabular Cup (shelland one of several possible liners.”
Id. The purpose of the liner is “to prevent the loosening of the hip components, which is a defect in
total hip replacement systems that often results in pain and a decrease in the mgsimpla
stability.” Id. The R3 System received 510(k) clearance from the FDAt *2-3. Later, Smith &
Nephew developed a new hip replacement system, the Birmingham Hip Resu(f8tifij)

System.ld. at 3. The BHR System was appea through the premarket approval procéds.
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Thereatfter, the FDA granted supplemental premarket approval to the Bi#nSysing the R3
acetabular metal hip lineid. at 3-4. Essentially, the premarket approval of the BHR System was
amended to include one of the same components as the R3 -SytheR3 acetabular metal hip
liner. See id.Importantly, in bothBertini and Simon the plaintiff was implanted with an R3
System (which received 510(k) clearance rather than premarket approvéhe BHR Syste.

See Bertini2014 U.S. Dist. LEXIS 35837, at *13jmon 2013 WL 6244525, at *4.

In Simon the plaintiff argued that the R3 System was defectively desi@es2013 WL
6244525, at *4. The plaintiff argued that the design defect claims were not peddmeptuse the
R3 system was not approved through the premarket approval piseesdat *4. The defendant
argued that each of the plaintiff's claims “challenge[d] the safety and effectivaitégsoptional
metal liner; and the R3 metal liner was eed [premarkethpproved.” [d.). The court’s actual
holding in Simonwas that the plaintiff's Amended Complaint failed to state a claim for strict
liability, negligence, and breach of implied warrar@ge idat *6, 7, 8. However, the court also
found that even if the complaint had stated claims, those claims would have been pre&ept
id. In relevant part, the court stated:

[E]ven if the Amended Complaint were fairly read to assert a claim of desigct def

based solely on the optional metal liner, any such claim would be preempted. That

is because the optional metal liner received supplemental [premarket] approval i

conjunction with the BHR System. As noted, design defect claims regarding a

[premarketjapproved device are squarely preempted by thed[dhl Device

Amendments to the Food, Drug and Cosmetic Act]. Such preemption extends to a

component of a [premarket]-approved device.

Id. at *7. To support this proposition, the court cited éwkut v. Stryker Corp724 F. Supp. 2d
648, 656 (S.D. Tex. 2010), which stated: “To require that a distinction be drawn between the
approval process of the individual components of a system and the system itself,ivgadms,

add a level of complication to the medical device approval process not anticipa@emdress,
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the FDA, or medical device manufactureisl.”’It also cited tdRiley v. Cordis Corp.625 F. Supp.
2d 769, 780 (D. Minn. 2009), for the proposition that “separating components of
[premarketjapproved device to apply different preemption analysis ‘makes no sddse.”

| respectfully disagree with ttf®&moncourt’s analysis. First, neitheewkutnor Rileyheld
that premarket approval of a component part of a device meant that all claims agal0(k)
cleared device were preempted. Notallgwkutdealt with a device that was, as a whole,
approved through the premarket approval proc8se724 F. Supp. 2d at 652. That device
contained a component that, prior to the device’s premarket approval, was cleared theough t
510(k) processSee idThe court inLewkutfound the fact that the component part “was previously
approved through only the 8§ 510(k) process, and was commercially available wherédical
device received premarket approval did “not change the fact that it was later sutiecinore
rigorous scrutiny of the [premarket approval] process as a component of” theditlaindevice.

Id. at 657. The court ultimately held that because the entire device had gone thrquegimidudet
approval process, the plaintiff's claims weregmptedSee idat 658. The&Simoncourt’s reliance
on Lewkutis misplaced; in.ewkut the entire device had received premarket approval.

The other case relied upon by t8emoncourt, Riley, also dealt with a device that had
received premarket approvédee625 F. Supp. 2d at 77Z5. The plaintiff there argued that
because the approved device was coated with a drug, the preemption anaRymgebfv.
Medotronic, Inc, 552 U.S. 312, 3223 (2008),should not applySee idat 779. TheRiley court
noted tfat the device at issue was “not merely a drug or merely ad#lingery system; it [was]
instead a compound of mechanical and chemical parts that work together ake ansidigal
device. In approving the [device], the FDA exercised its authority to riegukadical devices, not
its authority to regulate drugdd. It also noted that the plaintiff's claims were “manifestly claims
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against the device as a wholkl” at 780. The court found that because the FDA had approved and
regulated the completed produas a medical device, the court should apply the express
preemption analysis set forth iiegel See id.

As the above discussion reveals, 8imoncourt’s reliance ohewkutandRileyas support
for applying total preemption to a medical device that only received 510(k) cleaveas
misguided. Both.ewkutandRileydealt with whether product liability claims regarding a device
that received premarket approval were preempted; the Supreme Court has bebatdlezy are.
See Riegel552 U.S. at 330 (“State requirements aregmpted under the [Medical Device
Amendments] . .to the extent that they are ‘different from, or in addition to’ the requirements
imposed by federal law.”). The Supreme Court has been equally clear that prailitt Glaims
regarding a device that received 510(k) clearancaanereemptedSee Medtronic v. Loh518
U.S. 470, 494 (1996). The courtsliawkutandRileyfollowed the Supreme Court preceddrdtt
claims against a device that receives premarket approval are generally preeffmerburt in
Simon on the other hand, deviated from Supreme Court precedent which found that claims against
a device receiving 510(k) approval aret preempted. Read in their entirety, the cases cited in
Simondo not suggest that premarket approval of a component part of a device meansnbkat clai
against the entire device should be preempted.

TheBertini court’s analysis likewise seems to confuse the preemption andlixe court
repeatedly notes that preemption applies to a device as a whole rather than copaasdut
then finds that the plaintiffs’ claims are preempted because of the premarkevahppr a

component part, ignoring the status of the device as a whole:

® Claims against a device that received premarket approval are not preempted terththakthey assert that the
device manufacturer failed to obey FDA requireme®¢® Riegeb52 U.S. at 330 (stating that the Federal Food, Drug
and Cosmetic Act “does not prevenState from providing a damages remedy for claims premised on oviaé
FDA regulations”). However, this exception is irrelevant to the instant case
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While the R3 metal liner is just one part of the hip replacement system, it is the
main focus of plaintiffs’ Complaint. Plaintiff[]s attribute Mr. Bertini’s injuries to
two separate but interrelated defects: “the loosening of the R3 metal lindreand
failure of the locking mechanism in the R3 System to hold the R3 metal liner in
place.” The liner’s purpose is to prevent the other hip components, including the R3
acetabular shell and its locking mechanism, from loosening. Similarly, the locking
medanism feature is supposed to ensure that the liner stays connected to the R3
acetabular shell; essentially, it assists the liner in performing the linecidun
Although plaintiffs describe these device failures as two separate ddfegtarée

in large part describing the same phenomettee R3 metal liner's inability to
attach to the R3 acetabular shell, which resulted in plaintiffs’ injuries.

Because plaintiff's injuries are alleged to have been caused by the failure of
multiple components, | musipply a preemption analysis for the hip replacement
system as one unit, and not examine each individual component. Assuming that |
did apply a preemption analysis to each individual component, | would find that
plaintiff's claims with respect to the R3 raktiner, which received PMA approval,
would be preempted, whereas the claims related to the R3 System, including the R3
acetabular shell and locking mechanism, would not be preempted. But, left solely
with their claims with respect to the R3 System, pitignwould be unable to show

that the R3 acetabular shell and its locking mechanism alone proximately caused
plaintiffs’ injuries, because plaintiffs have plead that the R3 System and3the R
metal liner together were the cause of plaintiff's injuriesinfifés would have to

prove that the R3 acetabular shell did not stay attached to the R3 metal liner,
without being able to argue, as they have repeatedly throughout this litigation, that
this failure to attach was due in large part to the R3 metal Imeroperly
loosening from the R3 acetabular shell. Therefore, if a claim involving the RB meta
liner's alleged defect is preempted, the entire claim should be dismissesdeca
plaintiffs will be unable to sufficiently plead the remainder of that claim.

2014 U.S. Dist. LEXIS 35837, at *1P4. | disagree with this reasoning. In approving the BHR
system with the liner from the R3 System, the FDA did not examine the R3 linery safet
efficacy with regard to other hip replacement systeitie FDA was instehlooking at whether
the BHR System, as a whole, was safe and effective. It is difficult to tadeérshy theBertini
court found that premarket approval of one medical device meant that claimst agaentirely
different medical device were preempt®dhile these cases from other district courts outside of
the Fourth Circuit may be cited to as persuasive authority, | do not find either of treeragiee in
light of existing Supreme Court precedent and federal regulations.
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Preemption is based on FDA premarket approval of a medical device, not its component
parts. Supreme Court precedent speaks to whether a sdeeifteunderwent premarket approval
or 510(k) clearancesee generally Riegeh52 U.S. 312t ohr, 518 U.S. 470. The relevant federal
statute speaks to the approval or clearandevices See generallgl U.S.C. 8§ 360gt seq The
regulations interpreting the preemption provision of that federal statute devises See21
C.F.R. 808.1. As | stated inewis “[jJust as a device receiving premarket approval cannot be
separated into its component parts to avoid application of express preemption, a dewaggre
510(k) approval cannot be separated into its component parts to create expregs@réénl4
U.S. Dist. LEXIS 4985, at *32 (internal quotation omitted). The Supreme Court and federal
regulations instruct that state requirements are preempted “only wheRotte and Drug
Administration has established specific counterpart regulationtheye areother specific
requirements applicable to a particular devic®iege] 552 U.S. at 322 (quoting 21 C.F.R. §
808.1(d) (emphasis added). The fact that the Prolene suture underwent premarketl &pprova
irrelevant to whether the 510(k) processdgetth specific requirements applicable to the TOT
The law is clear that it does not.

For the reasons set forth above, Ethicon’s motion for partial summary judgmeshbbase
preemptioriDocket178]is DENIED.

VI1II. Separate Defenses

The plaintiffs mee for summary judgment oseveral of Ethicon’s separate defenses
[Docket 163] Ethicon listed its separate defenses in its Master Answer and Jury Demand of
Defendant Ethicon, Inc. to First Amended Master Complaint [Dockdt b response to the
plaintiffs’ motion, Ethicon nowwithdraws most of these defenses. Accordingly, for the following
defenseghe plaintiffs’ motion for summary judgment@RANTED asunopposed: 1, 3, 4, 5, 6,
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7,8,9, 11, 13, 14, 25, 30, 32, 33, 35, 42, 45, 49, 50, 51, 52, 55, 57, 58, 60, 62, 67, 68, 76, 77, 78,
and 79.

Ethicon opposes summary judgment on the remaining separate defemebsrelate to
punitive damages, preemption, and federal regulations. Ethicon refers the court guthents
contained in its Motion for Partial Summary Judgment on Punitive Damages [Docket 187] and
Motion for Partial Summaryudgment Bsed on Preemption of Certain Claims [Docket 1F8].
have already addressed and rejedEbicon’s arguments contained in those motions and
supporting memoranda. Therefore, for the following defenses, which relate tivgodaimages,
preemption, and federal regulations, the plaintiffs’ motion for summary jutigs @RANTED:

10, 15, 16, 17, 18, 19, 20, 22, 23, 24, 39, 59, 74, and 75.
I X. Conclusion

For the reasons stated abofhicon’s Motion for Partial Summary Judgment [Docket
161] is GRANTED in part and DENIED in part, Ethicon’s Motion for Partial Summary
Judgment Based on PreemptiorCeirtain Claims [Docket 178] BENIED, Ethicon’sMotion for
Partial Summary Judgment on Punitive Damages [Docket 1®8M ED, and Plaintiffs Jo and
Allen Huskey's Motion for Partial Summary Judgment on Defendant Ethicon Inc.'saBepar
Defenses [Docket63] isGRANTED.

The courtDIRECTS the Clerk to send a copy of this Order to counsel of record and any

unrepresented party.
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ENTER: July 8, 2014
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_JOSEPH GOODWIN
" UNITED STATES DISTRICT JUDGE
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