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MEMORANDUM
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Before the Court is Defendant Zimer’s
cont enporaneously filed notions to exclude Plaintiff’'s experts,
Drs. Hetzel and Sidor, and its notion for summary judgnent. As
the ultinmate outconme of defendant’s notion for summary judgnent
i s dependant upon the Court’s ruling regarding the admssibility
of Plaintiff’s experts’ opinions, the Court wll address
Def endant’ s notion to exclude plaintiff’'s experts and Defendant’s
nmotion for summary judgnent seriatim

This is a product liability case in which Plaintiff
Marguerite J. Soufflas clainms that three polyethylene tibial
conponents inplanted during two total knee arthropl asties and
manuf act ured by Defendant, Zinmer, Inc. (Z mrer),
were defectively designed and nanufactured as a result of the
met hod in which they were sterilized. M. Soufflas’s conplaint

contains nine counts: (1) defective design and manufacture, (2)



failure to warn, (3) violation of Pennsylvania consuner
protection act, (4) fraud, (5) breach of inplied warranty of
merchantability, (6) breach of inplied warranty of fitness for a
particul ar purpose,! (7) breach of express warranty, (8)
negl i gent design and manufacture, and (9) punitive damages.

Zi mrer has noved for summary judgnent on all nine counts.

BACKGROUND

Ms. Soufflas has a long history of problens in both
knees. In 1975, she tore the cartilage in her left knee, causing
significant pain and swelling. To repair the damage, M.
Souffl as underwent three separate |left knee surgeries to renove
the torn cartilage and “reshape” and “cl ean” her knee.

In 1998, Plaintiff again experienced problenms with both
of her knees. After seeking treatnent for a “burning” pain in
her right knee, she decided to undergo knee repl acenent surgery,
al so known as bilateral total knee arthroplasty, on both knees.

On March 30, 1999, Plaintiff underwent bilateral total
knee repl acenent surgery, during which Zimrer’s Insall-Burstein
|1 Modul ar Knee Systemwas inplanted into each knee. Each device
consi sted of a fenoral conponent, tibial tray, tibial insert

articular surface (tibial insert) and patella button. The tibial

! Count six actually is entitled “Breach of Inplied Warranty
of Merchantability,” but really alleges a breach of the inplied
warranty of fitness for a particul ar purpose.
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insert, which is at issue in this litigation, is nade of a type
of plastic called ultra high nol ecul ar wei ght pol yethyl ene
(UHMAPE), and is placed in the tibial tray to provide the surface
on which the fenoral conponent rotates or articul ates.

I n Septenber 2002, Ms. Soufflas felt sonmething in her
right knee “break.” Soufflas Dep. at 110-11. She subsequently
had pain and swelling in her right knee and instability when
wal ki ng. M. Soufflas’s surgeon fit her knee for a brace and
ordered physical therapy, but after a nonth, neither neasure
resol ved her pain and swelling. Although her surgeon could not
definitively determ ne the cause of Ms. Soufflas’s instability,
he advi sed her that she “may have | oosened one or nore of her
parts, and she clearly need[ed] a pol yethyl ene enhancenent to
restore stability.” Soufflas Dep. at 135.

On January 7, 2003, Plaintiff underwent surgery to
replace the tibial insert (called “revision surgery”) in
Plaintiff’s right knee wwth a thicker Insall-Burstein Tibial
Insert. Despite receiving a thicker tibial insert, M. Soufflas
continued to experience instability in both knees.

Wthin nonths of the January 2003 surgery, M.

Soufflas’s right knee began “locking.”? She was treated again

2 Plaintiff described the |ocking sensation as foll ows:
“if you went to watch nmy knee, it would literally go fromside to
side. It would go sort of — it would hit left, and then hit
right, because you could see that the knee was totally not
connected.” Soufflas Dep. at 178-179.
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for instability and swelling in her right knee. As a result, the
surgeon infornmed her that the revision surgery “did not take” and
that she needed “to have that [right] knee replaced conpletely.”
Soufflas Dep. at 178, 179-180.

In md-to-late February 2004, Ms. Soufflas’s right knee
| ocked again and she fell, landing on her left knee. On March 5,
2004, during a visit related to the upcom ng right knee
repl acenent surgery, x-rays revealed that Ms. Soufflas’s left
knee al so needed to be “revised.” On March 23, 2004, M.
Souf fl as underwent knee revision surgery on both knees.

On Decenber 21, 2004, she filed her conpl aint against
Zinmmer. In the conplaint, Plaintiff alleges that Zimrer is
Iiabl e because Zimer’s method of sterilizing the tibial inserts,
by gamma irradiation in air, “caused premature wear and
degradation of UHWAPE [and] resulted in artificial joint
failure.” Conpl. | 35.

Whet her the tibial insert used in Ms. Souflas’s
artificial knee was, in fact, sterilized by gamma irradiation in
air or by sone other sterilization process, and whether that
sterilization process caused the ensuing fracture of the insert
and the need for further surgeries, remain disputed issues of
fact in the case.

Def endant’ s expert, Dr. Maloney, will testify that both

the 2003 tibial insert and the left tibial insert from M.



Soufflas’s 1999 surgery were packaged and sterilized in nitrogen,
as opposed to gamma irradiation in air. On the other hand,
Plaintiff’s expert, Dr. Hetzel, opines that all three of
Plaintiff’s tibial inserts were sterilized by ganma irradiation

in air. Hetzel Report at 8; see also Hetzel Dep. at 66, 132.

1. DI SCUSSI ON
A Defendant’s Motion to Preclude Plaintiff’s Expert

Testi nony

1. The Court’s Gat ekeeping Rol e Under Daubert.

Under Daubert, a “trial judge nust ensure that any and
all scientific testinony or evidence admtted is not only

rel evant, but reliable.” Daubert v. Merrell Dow Pharnmaceuticals,

Inc., 509 U S 579, 589 (1993). Expert testinony is adm ssible
only where “the expert is proposing to testify to (1) scientific
knowl edge that (2) wll assist the trier of fact to understand or
determne a fact in issue.” 1d. at 592.
In order to constitute “scientific know edge,” the

expert’s proposed opinion “nust be derived by scientific nmethod .

and supported by appropriate validation, i.e., ‘good
grounds.’” 1d. at 590. Expert testinony is deened to assist the
trier of fact to understand or determ ne a fact in issue where
“the expert testinony proffered in the case is sufficiently tied

to the facts of the case that it will aid the jury in resolving a



factual dispute.” |d. at 591. *“The consideration has been aptly
described . . . as one of ‘fit.”” 1d. |In other words, Daubert
requires a “valid scientific connection to the pertinent inquiry
as a precondition to adm ssibility” of expert testinony. [|d. at
592. “This requires a prelimnary assessnent of whether the
reasoni ng or nethodol ogy underlying the [ proposed] testinony is
scientifically valid and of whether that reasoning or nethodol ogy
properly can be applied to the facts in issue.” [|d. at 593.
Factors that may guide a district court’s prelimnary
assessnment of these requirenents include (1) whether the
met hodol ogy can and has been tested; (2) whether the technique
has been subjected to peer review and publication; (3) the known
or potential rate of error of the nethodol ogy; and (4) whether
the techni que has been generally accepted in the proper

scientific community. Heller v. Shaw Industries, Inc., 167 F. 3d

146, 152 (3d Gr. 1999) (citing Daubert, 509 U S. at 593-94).
The district court’s role as the gatekeeper is a “flexible one”
and “the factors are sinply useful signposts, not dispositive
hurdl es that a party must overcone in order to have expert
testinony admtted.” Heller, 167 F.3d at 152.

In addition to the factors |isted above, the Third
Circuit has suggested that the district court consider additional
factors, including (1) the existence and mai nt enance of standards

controlling the technique's operation; (2) the relationship of



the techni que to nethods which have been established to be
reliable; (3) the expert witness’'s qualifications; and (4) the
non-j udi cial uses to which the nethod has been put. Heller, 167

F.3d at 152 (citing In re Paoli R R Yard PCB Litig., 35 F. 3d

717, 742 n.8 (3d Cr. 1994)); see Johnson v. Vane Line Bunkering,

| nc., No. 01-5819, 2003 W. 23162433 at *2-3 (E.D. Pa. Dec. 30,

2003) (Robreno, J.).

2. Dr. Hetzel’'s opinions

Dr. Hetzel, a scientist in the field of organic
chem stry, opines that (1) the tibial insert inplanted in M.
Soufflas’s knee was sterilized using gamma irradiation in air,
(2) the effect of this sterilization nethod is to chemcally
degrade the insert, weakening it over tinme, (3) this weakening
ultimately caused the tibial insert to fracture, (4) based on the
polynmer literature, Zi nmer knew or should have known of the
dangers of this sterilization process, (5) alternate
sterilization processes were available at the tinme of manufacture
of the tibial insert used in Plaintiff, and (6) the tibial insert
cont ai ned voids or air bubbles, which are manufacturing defects.

Zimer attacks Dr. Hetzel’'s proposed testinony as
unreliable and i nadm ssi bl e under Federal Rule of Evidence 702
and Daubert. Dr. Hetzel will be permtted to offer sone but not

all of the proposed opinions.



Dr. Hetzel’'s testinony will be limted to the
sterilization nethods available at the tine Zimer sterilized the
tibial insert used on Ms. Soufflas, the chem cal effects caused
by gamma irradiation in air on UHMAPE, the indications of these
effects and what he examined in the inserts extracted from M.
Soufflas’s knee. This evidence is both relevant and reliable
under Daubert’s standards.

It is relevant in that it provides one possible
explanation for the failure of Ms. Soufflas’s tibial inserts -
that it was weakened by the chem cal effect the sterilization
process used had on the particular polynmer. As an organic
chem st, Dr. Hetzel is experienced in the chem cal makeup of
pol ynmers, such as the substance used in Ms. Soufflas’s tibial
insert. Therefore, Dr. Hetzel is qualified to render his opinion
as to the effect of the sterilization on the material.® That Dr.
Hetzel is not nedically trained does not bear upon his
qualifications to opine as to the chem cal affects of gamm

irradiation in air on Utra H gh Ml ecul ar Wi ght Poyethyl ene.

3 That Dr. Hetzel's opinions has been excluded i n anot her
case, see Swank v. Zimer, Inc., No. 03-CV-60-B (D. Wo. Apr. 20,
2004) (motion in limne excluding Dr. Hetzel’s opinions of design
def ect because “he has no experience or education in designing
hip inplants.”), is not binding on this Court. Moreover, this
Court does not agree that Dr. Hetzel’s opinions regarding the
sterilization nethod chosen by Zi mmer shoul d be excluded nerely
because he has not designed artificial knees. Dr. Hetzel has
consi derabl e experience in the chem cal effect of sterilization
met hods on plastics, a fact relevant to the issues of this case.
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Additionally, Dr. Hetzel’s opinions with respect to the
effect on ganma irradiation in air are reliable because they are
based on generally accepted literature in the field. Many of
defendant’ s argunents to support its notion to preclude Dr.

Het zel s opi nion, such as the argunent that the tibial inserts
were actually sterilized by a nethod other than gamma irradiation
inair, are appropriate to raise in its cross examnation of Dr.
Hetzel. At nobst, the shortcom ngs alleged by Defendant render

Dr. Hetzel’'s opinion “shaky”, but nonethel ess adm ssi bl e.
““IV]igorous cross-exam nation, presentation of contrary

evi dence, and careful instruction on the burden of proof are the
traditional and appropriate neans of attacking shaky but

adm ssi ble evidence . . . ."” Johnson, 2003 W. 23162433, at *8
(quoting Daubert, 509 U S. at 596).

VWiile Dr. Hetzel may testify as to the chem cal effects
of certain sterilization processes on the tibial insert used on
Ms. Soufflas’s knee, he may not opine as to any manufacturing
defect, as this testinony does not satisfy the standards for
reliability set out in Daubert and its progeny.

In concluding that sterilization of the insert using
gamma irradiation in air constitutes a manufacturing defect, Dr.
Het zel used “little, if no nethodol ogy beyond his own intuition”

Oddi_v. Ford Motor Co., 234 F.3d 136, 158 (3d Gr. 2000). He

nei ther exam ned other tibial inserts nor verified that the



insert used in Ms. Soufflas deviated fromZi mer’s
speci fications.

On the contrary, during his deposition, Dr. Hetzel
admts that the insert used in Ms. Soufflas’s knee confornmed to
Zimmer’ s specifications. Hetzel Dep. 110, 112, 156. The bl anket
conclusion that the tibial insert suffered froma manufacturing
defect by virtue of the sterilization process does not neet the
standards set out in Daubert as it is not supported by
appropriate validation and does not assist the trier of fact.

The Court is not satisfied that this opinion testinony reliably

flows fromthe facts known to Dr. Hetzel. CGeneral Elec. Co. V.

Joiner et ux., 522 U S. 136, 146 (1997).

Additionally, Dr. Hetzel is not qualified to opine
about the alleged i nadequacies of Zimer’'s warnings. He is not a
surgeon and has had no experience inplanting the such devices,
nor does he have any qualifications by way of training or
experience related to nedi cal considerations when inplanting an
artificial knee.

Finally, Dr. Hetzel may not opine as to the customary
practices of manufacturers of mnedical devices. As he has no
experience in the manufacturing of prescription nedical devices
or the common practices of those in the industry, he is not

qualified as an expert to opine on such customary practices.

3. Dr. Sidor's opinions
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Dr. Sidor proposes to testify that Dr. Booth, M.
Soufflas’s surgeon, correctly aligned the prostheses and
performed the total knee replacenents in accordance with
medi cal |y proper techni ques.

Def endant offers three reasons for the exclusion of Dr.
Sidor’s expert opinion: (1) Plaintiff did not tinely disclose Dr.
Sidor as an expert, (2) Plaintiff failed to provide a witten
report that conplies with the requirenments of Rule 26(a)(2)(B)
Rul e 702 and Daubert, and (3) Dr. Sidor’s opinions are irrel evant
in that they fail to address nedical causation. Dr. Sidor’s

opinions wll be permtted.

a. Failure of Plaintiff to tinely disclose Dr.

Si dor

Def endant’s first argunent is unpersuasive. Wile the
Court may prohibit the adm ssion of evidence, including testinony
by an expert w tness, when offered by a party in violation of a
pre-trial order, this is an extrene sanction and is not justified

inthis case.* One, the report of Dr. Sidor is in the nature of

* The Federal Rules of Civil Procedure authorize the
district court, where appropriate, to prohibit the adm ssion of
evi dence, including testinony by expert w tnesses, offered by a
party in violation of a pre-trial order. Fed. R Gv. P
37(b)(2); United States v. 68.94 Acres of Land, 918 F.2d 389, 396
(3d Cir. 1990). Under Rule 37(c)(1), however, untinely evidence
— that is evidence which was disclosed after initial expert
reports were due under the pretrial order — nay be admitted if
the party proffering the evidence shows substantial justification

11



a rebuttal report. As Zinmmer’'s expert attributed the tibial
insert’s fracture to Plaintiff’s own “liganment instability,” it
appears that the issue of the nedical cause of the tibial
insert’s fracture was raised by Zimrer in its own expert report.
Once the issue surfaced, Plaintiff acted diligently to obtain a
rebuttal report. Two, the case has not yet been listed for trial
and Defendant will be afforded anple tinme to procure an expert in

rebuttal or to have its experts supplenent their reports.

for its failure to disclose or if the failure to disclose is
har m ess.

There are four factors the Court shoul d consider when
determ ni ng whether the untinely expert opinion should be
excluded: (1) the prejudice or surprise of the party agai nst whom
t he excluded evidence is offered; (2) the ability of that party
to cure the prejudice; (3) the extent to which allow ng the
evi dence woul d disrupt the orderly and efficient trial of the
case; and (4) bad faith or willfulness in failing to make a
requi red disclosure or conply with a court order. Mers v.
Pennypack Wods Honme Omnership Ass’'n, 559 F.2d 894, 904 (3d Gir
1977), overruled on other grounds by Goodman v. Lukens Steel Co.,
777 F.2d 113 (3d Cr. 1985).

While in sone circunstances the exclusion of an expert
w tness may be an appropriate sanction for a party’'s violation of
a discovery or pre-trial order, 68.94 Acres of Land, 918 F.2d at
396, “it is an extrene sanction” and, if the evidence is
critical, one “not normally to be inposed absent a show ng of
wi |l ful deception or ‘flagrant disregard of the court order by
the proponent.” Mers, 559 F.2d at 905; see al so Montgonery V.
Mt subishi Mdtors Corp., No. 04-3234, 2006 W. 2460563, *10 (E. D
Pa. July 12, 2006) (Pratter, J.) (noting that exclusion of expert
testinmony as a sanction for violating a court’s scheduling order
is extreme and rarely inposed).

I n essence, exclusion is disfavored unless the opposing
party has shown that there is no reasonabl e expl anation for
delay, or its legal position is irreparably prejudiced ,or the
admnistration of justice will be greatly burdened.

12



Therefore, Defendant has not shown that Plaintiff’s explanation
of the delay is unreasonable, that its legal position will be
irreparably prejudiced or that the adm nistration of justice wll

be undul y burdened.

b. Plaintiff failed to provide a witten report
that conplies with the requirenents of Rule

26(a)(2)(B), Rule 702 or Daubert

Def endant argues that Dr. Sidor’s opinions nust be
excl uded because his curriculumvitae did not reveal his
experience vis-a-vis knee revision surgery and therefore does not
provi de “a reasonabl e opportunity to prepare for effective cross
exam nation” in accordance with Rule 26(a)(2)(B). Upon
reviewing Dr. Sidor’s curriculumvitae, the Court concludes that
Def endant’ s argunent fails in this respect.

Dr. Sidor’s qualifications are readily apparent from
his curriculumvitae. It is clear that he is an orthopaedic
surgeon specializing in the knee and shoul der. He has conpl eted
numer ous training courses regardi ng knee surgical techni ques and
knee replacenents. In addition, he has instructed courses on
ort hopaedi ¢ surgery generally and knee repl acenent surgery
specifically. Finally, he currently is in private practice

focusi ng on knee and shoul der surgery. Dr. Sidor’s curricul um

13



vitae satisfies the purpose of Rule 26(a)(2)(B).°

Finally, Zi nrer does not state any justification for
its statenment that Dr. Sidor has failed to neet the qualification
requi renent of Daubert and Rule 702. In the absence of sone

specificity, the Court need not address this blanket concl usion.

C. Dr. Sidor’'s opinions are irrel evant.

Finally, Zinmrer argues that Dr. Sidor’s opinions are
irrelevant and that his testinony will not aid the jury. It
contends that Plaintiff is offering Dr. Sidor in order to show
that her surgeon did not fall below the standard of care when
inplanting or revising the tibial inserts.

Def endant m sses the point of Dr. Sidor’s testinony.
The purpose of his expert opinion is not to relieve M.
Soufflas’s surgeon of liability, but to rule out one possible
cause for the tibial insert’s ultimate failure. The cause of the
tibial insert’s failure is highly relevant to the issue of the
case and will assist the trier of fact. Therefore, Defendant’s

notion to exclude the expert testinmony of Dr. Sidor wll be

> To the extent not already provided, at |east 20 days prior
to the deposition of Dr. Sidor or at |east 20 days prior to
trial, whichever is later, and in accordance with Rule
26(a)(2)(B), plaintiff shall provide a list of all publications
authored by Dr. Sidor within the previous 10 years, the
conpensation to be paid for his study and testinony, and a
listing of any other cases in which Dr. Sidor has testified as an
expert at trial or by deposition wthin the preceding 4 years.
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deni ed.
Wth the adm ssibility of Plaintiffs’ proffered experts
decided, the Court will now turn to Defendant’s notion for

summary j udgnent.

B. Motion for Summary Judgnent

1. Legal standard

A court may grant summary judgnent when “the pl eadi ngs,
depositions, answers to interrogatories, and adm ssions on file,
together with the affidavits, if any, show that there is no
genui ne issue as to any material fact and that the noving party
is entitled to judgnent as a matter of law” Fed. R Cv. P.
56(c). A fact is “material” if its existence or non-existence

woul d affect the outcone of the suit under governing | aw

Anderson v. Liberty Lobby, Inc., 477 U S. 242, 248 (1986). An
issue of fact is “genuine” when there is sufficient evidence from
whi ch a reasonable jury could find in favor of the non-noving
party regarding the existence of that fact. 1d. at 248-49. In
determ ni ng whet her any genui ne issues of material fact exist,

all inferences nust be drawn, and all doubts nust be resolved, in

favor of the non-noving party. Coregis Ins. Co. v. Baratta &

Fenerty, Ltd., 264 F.3d 302, 305-06 (3d Gr. 2001).
The non-noving party will not defeat a notion for

summary judgnent nerely by relying on bare assertions, conclusory
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al l egations or suspicions. Fireman's Ins. Co. of Newark v.

DuFresne, 676 F.2d 965, 969 (3d Cr. 1982). Instead, the non-
nmovi ng party nust “nmake a showi ng sufficient to establish the
exi stence of every elenent essential to his case, based on the
affidavits or by the depositions and adm ssions on file.” Harter

V. GAF Corp., 967 F.2d 846, 852 (3d Gr. 1992).

2. Application

Zi mrer noves for sunmary judgnment on a nunber of
grounds: (1) all of Plaintiff's clains fail because there is a
| ack of evidence of nedical causation or defect; (2) Plaintiff’s
strict liability claimfails as a matter of |aw because
Pennsyl vani a | aw excl udes prescription nedical devices from
strict liability; (3) Plaintiff’s inplied warranty clains are
barred as a matter of law, (4) Plaintiff’s negligence claimfails
as a matter of law, (5) Plaintiff’'s failure to warn claimis
barred as a matter of law, (6) Plaintiff’s fraud and consuner
protection clains fail as a matter of law, (7) Plaintiff’s
express warranty claimfails as a matter of law, and (8)

Plaintiff’s punitive damages claimfails as a matter of |aw.®

6 Athough it is not clear fromthe parties’ subm ssions,
dependi ng on the Food and Drug Adm nistration (FDA) approval
process in which Zinrer engaged in order to sell its artificial
knees, later there may be an issue of whether some of Plaintiff’s
clainms, including her design defect, failure to warn, breach of
warranty and negligent design and manufacture clains, are
preenpted by the Medical Devices Anendnents (MDA). The MDA, 21
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US C 8 360c, et seq., regulates the sale of nedical devices and
gi ves the FDA conprehensive jurisdiction over all “devices

i ntended for human use.” 21 U.S.C. 8§ 360c(a)(1); see Metrodic,
Inc. v. Lohr, 518 U. S. 470, 477 (1996) (providing overview of
VDA) .

The MDA cl assifies nedical devices as Class |, Cass Il
and Class I1l, depending on their potential danger to humans.
Class | devices pose little or no threat to humans, i.e.
bandages, while Class Ill devices are intended “for use in
supporting or sustaining human life or . . . [are] of substanti al
i nportance in preventing unreasonable risk of illness of injury.”
21 U.S.C. 8 360c(a)(1)(©. dass Il devices include replacenent

joints, such as the artificial knee and the tibial insert used in
Ms. Soufflas. See Green v. Dolsky, 685 A 2d 110, 114 (Pa. 1996)
(noting that replacenent joints are included in Class ||

devi ces).

One of two possible avenues nmust be taken in order to
for a Cass Il nmedical device to be approved for sale under the
MDA.

The first is the premarket approval process, in which

t he manufacturer nust submt a detail ed prenarket
approval application to the FDA that presents al
avai l abl e informati on concerning investigations of the
device' s safety and effectiveness; detailed information
regarding its design, conmponents, ingredients,
properties, and principles of its operation; a full
description of manufacturing nethods and controls. 21
U S . C 8 360e(c)(1l). This premarket application nust
be approved before the device can be sold. 21 US. C 8§
360c(a) (1) (C.

The second net hod of approval for the sale of a O ass
1l Medical Device is to establish that it is
substantially equivalent to a device that is already on
the market. See 21 U.S.C. 8 360e(b)(1)(A). If this
can be established, the premarket approval process,

whi ch i s sonewhat | engthy, can be avoi ded.

G een, 685 A 2d at 114 (citing Medtronic, Inc. v. Lohr, 518 U S
470, 477-78 (1996)).

Whet her or not the MDA, which itself does not provide a
private right of action, preenpts state |aw action based on
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injuries received as a result of a medical device, depends upon
whi ch of these two avenues Zi mer pursued when obtai ni ng FDA
approval of its Insall-Burstein Il Mdular Knee System Two
possi bl e scenari os exist, one that | eads to express preenption
under MDA's 8 360k, and one that would allow Ms. Soufflas’s

cl ai ms.

| f Zi mmer gai ned FDA approval by the rigorous premnarket
approval (PMA) procedures of 8 360c(a)(1)(C, then Ms. Soufflas’s
clains for defective design, breach of warranties, strict
liability and negligent design and manufacture are all preenpted
by the MDA. To hold otherwi se would be to inpose an additi onal
requi renent different from or in addition to, the FDA s
requi renents. Wen approval is sought through premarket
approval, the FDA independently determ nes that the product is
nei t her dangerous nor defectively designed before approving the
device for sale. See Horn v. Thoratec Corp., 376 F.3d 163, 169
(3d Cr. 2004) (finding that the PMA process is a specific
federal interest defined in the MDA s preenption cl ause and
hol ding that PMA is federal “requirenent” which triggers MDA
preenption); Geen, 685 A 2d at 118 (“To allow a strict liability
claimfor a product specifically approved by the FDA woul d be to
i npose ‘requirenments’ which are different fromthose of the FDA
and which affect the safety of the device, in violation of 8§
360k. ).

On the other hand, if Z mer gai ned FDA approval
t hrough the second approval nethod, 8 510(k), her causes of
action woul d not be preenpted by the MDA's 8§ 360k. \When
addressing whether a plaintiff’s negligent and strict liability
clainms were preenpted by the MDA when the manufacturer of a
pacemaker obtai ned FDA approval using the “substantially simlar”
process of 8 510(k), the Suprene Court in Medtronic, Inc., 518
U S. at 493-94, concluded that 8 510(k) does not trigger
preenption. Under this process, which nerely confirms that pre-
1976 and post-1976 devices are substantially equival ent, and does
not i ndependently determ ne the potential danger or possible
defects of the device, preenption is not an issue, as the clains
do not seek to inpose requirenents that are different from or in
addition to, the requirenents of federal law. See id.

As Defendant has not raised the issue of preenption,
and based on the fact that nost Class Il products do not undergo
the rigorous premarket approval process, the Court wll assune,
unl ess the parties state otherwi se, that Zimer’s insert obtained
FDA approval through the “substantially simlar” procedure set

18



Each ground Zi mer offers as a basis of summary

judgnent will be addressed seriatim

a. Evi dence of nedical causation and defect

Two essential elenents of any products liability claim
in Pennsylvania are (1) proof of an actual defect in the product
and that (2) the defect was the proximte cause of the

plaintiff’s injuries. Davis v. Berwind Corp., 690 A 2d 186, 190

(Pa. 1997). Generally, defect nust be proven through expert

testinmony. Qddi v. Ford Motor Co., 234 F.3d 136, 160 (3d Cr

2000) .

Zimmer argues that all Plaintiff’s clainms fail as she
has no adm ssi bl e evidence of nedical causation, established by
an expert wtness, and no evidence of a defect of the tibial
insert. In essence, Zimrer contends that Ms. Soufflas has failed
to offer a nedically qualified expert to state that a defect in
the insert proximately caused her injuries. This argunent,
however, is dependant upon the its notion to exclude Plaintiff’s
experts, Drs. Hetzel and Sidor. After the Court’s ruling on
Zinmer’s nmotion to exclude, it is evident that Ms. Souffl as,

t hrough the conmbi ned testinony of Drs. Hetzel and Sidor, has

of fered evidence to show that the sterilization nethod used by

out in 8 510(k) and preenption does not bar plaintiff’s clains.
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Zi mrer had the chem cal effect of weakening the plastic of the
tibial conponent, causing it to ultimately fail in her leg, and
that its failure was due to no fault of Ms. Soufflas or the
perform ng surgeon. Therefore, she has raised a genuine issue of
material fact concerning the cause of the tibial insert’s failure

and, in turn, the ultimate cause of her injuries.

b. Applicability of strict liability to the

tibial insert

Three types of defective conditions can give rise to
strict liability in Pennsylvani a: design defect, manufacturing

defect and failure to warn defect. Phillips v. A-Best Prods.

Co., 665 A 2d 1167, 1170 (Pa. 1995); Parkinson v. Guidant Corp.

315 F. Supp. 2d 741, 746 (WD. Pa. 2004) (D anond, J.).
Plaintiff is advancing all three theories of strict liability.’
Under Pennsylvania law, a plaintiff alleging a product

desi gn or manufacturing defect based on a theory of strict

” Wile Plaintiff’s conplaint appears to advance a failure
to warn claimbased on strict liability, Plaintiff’s response to
Zimer’s notion for summary judgnent conpares its claimto a
negligent failure to warn cl ai madvanced by a plaintiff in
anot her case. Specifically, plaintiff’s response to Zimer’s
nmotion for summary judgnment cites Stranger v. Smth & Nephew,
Inc., 401 F. Supp. 2d 974 (E.D. Md. 2005), where the district
court for the Eastern District of Mssouri granted plaintiff’s
partial summary judgnent notion on plaintiff’s negligent failure
to warn clai magainst a manufacturer of a tibial insert. To the
extent that plaintiff is advancing a negligent failure to warn
claim it wll be addressed in section Il1.B.2(c).

20



l[tability nmust show that (1) the product was defective; (2) the
defect was the proximate cause of the plaintiff’'s injuries; and
(3) the defect causing the injury existed when the product |eft

the seller’s hands. Pavlik v. Lane Limted/ Tobacco Exporters

Int’l, 135 F.3d 876, 881 (3d Cir. 1998).

In addition, Pennsylvania has adopted Section 402A of
the Restatenent (Second) of Torts, which inposes strict liability
on manuf acturers of products sold “in a defective condition

unr easonabl y dangerous to the user or consuner.” Mzur v. Merck

& Co., 964 F.2d 1348, 1353 (3d Cr. 1992); See also Myer et al

V. United Domnion Indus., Inc., 473 F.3d 532, 538 (3d Gr

2007); Phillips, 665 A 2d at 1170 (quoting Restatenent (Second)
of Torts). Despite 8 402A's general inposition of strict
liability for unreasonably dangerous products, comment k of §
402A deni es application of strict liability to products

consi dered “unavoi dably unsafe.”® These products include

8 Note that apparently not all jurisdictions adopting The
Rest at enent (Second) of Torts 8§ 402A and comment k provide a
bl anket exclusion to manufacturers of prescription drugs from
strict liability. For exanple, under New Jersey |aw, despite
comment k, whether or not strict liability is excluded in
prescription drug cases depends on a case-by-case review. See
Perez v. Weth Labs., Inc., 734 A 2d 1245, 1250 (N.J. 1999)
(“Drugs, like any other products, may contain defects that could
have been avoi ded by better manufacturing or design. Wether a
drug i s unavoi dably unsafe shoul d be decided on a case-by-case
basis; we perceive no justification for giving all prescription
drug manufacturers a blanket immunity fromstrict liability
manuf acturi ng and desi gn defect clains under [Restatenent
(Second) Torts 8 402A] conmment k [(1965)].").
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“prescription drugs, which, although dangerous in that they are
not w thout medical risks, are not deened defective and

unr easonabl y dangerous when marketed with proper warnings.” Hahn
v. Richter, 673 A 2d 888, 889-90 (Pa. 1996). |In Hahn, the
Pennsyl vani a Suprene Court made clear that 8 402A is inapplicable
to prescription drugs. 1d. The reasoning behind coment k is

t hat sonme products, such as prescription drugs, present a unique
set of risks and benefits that nmay be harnful to one person and

beneficial to another. Taylor v. Danek Medical, Inc., No. 95-

7232, 1998 WL 96062, at *7 (E.D. Pa. Dec. 29, 1998) (Broderick,
J.).

Zi nmer argues that coment k should be extended to
apply not only to prescription drugs, which are explicitly
mentioned in the coment, but also to prescription nmedical
devices, such as the tibial insert. If so extended, then
prescription medi cal devices, like the tibial insert manufactured
by Zi mrer and used in Ms. Soufflas’s | eg, would be deened
“unavoi dably unsafe” and manufacturers of nedical devices would
be effectively immune fromstrict liability suit in Pennsyl vani a.

The Pennsyl vani a Suprenme Court has not addressed the

i ssue of whether prescription nmedical devices are included in 8

Under Pennsylvania | aw, however, strict liability and §
402A are inapplicable to prescription drugs. Hahn v. Richter,
673 A 2d 888, 889-90 (Pa. 1996); Murray v. Synthes U . S. A, lInc.
et al., No. 95-7796, 1999 WL 672937 *6 (E.D. Pa. Aug. 23, 1999)
(Hutton, J.).
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402A comment k’s *“unavoi dably unsafe” characteri zation

Recently, however, the Pennsyl vania Superior Court in Creazzo v.

Medtronic, Inc., 903 A 2d 24, 31 (Pa. Super. C. 2006), affirmed

t he Northanpton County Court of Common Pl eas’s decision granting
the defendant’s notion for sunmary judgnment. Concl udi ng that
coment k applied to nedical devices, the court found “no reason
why the sanme rational applicable to prescription drugs may not be

applied to nedical devices.” 1d. at 31; see also Lawence v.

Synthes, Inc., No. 94-7627, 2002 W. 32747667 (Chester Co. C

C.P. July 25, 2002) (dismssing plaintiff’s strict liability
claimdue to |lack of causation, but noting that it would
nonet hel ess be barred by the reasoning of Miurray extending the
Pennsyl vani a Suprene Court’s reasoning in Hahn and 402A comrent k
to prescription nmedical devices).

In addition, several federal district courts predicting
Pennsyl vani a | aw have extended conmment k’s reach to prescription

medi cal devices. The first case to do so was Tayl or v. Danek

Medical, Inc., No. 95-7232, 1998 W. 962062, at *7 (E.D. Pa. Dec.

29, 1998) (Broderick, J.). Taylor was one of many bone screw
cases, where the plaintiff sued a manufacturer of spinal bone
screws for, inter alia, strict liability after the screws
inplanted in her spine caused increased pain in her back. 1d.
I n addressing the defendant’s notion for summary judgnment with

respect to the plaintiff’'s strict liability claim Judge
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Broderick noted that the reasoning behind coment k, and the
Pennsyl vani a Suprene Court’s reasoning in Hahn, supports its
application to prescription nedical devices. 1d. 1In so
deciding, the court granted the defendant’s notion for summary
judgnent on the plaintiff’s design defect claimbased on strict
liability. 1d.

O her federal courts predicting the Pennsylvania
Suprenme Court’s decision on the issue have foll owed Judge

Broderick’s reasoning in Taylor. For exanple, Burton v. Danek

Medical, Inc., et al., No. 95-5565, 1999 W. 118020 * 7 (E.D. Pa.

Mar. 1, 1999) (Kelly, J.), was another bone screw case where the
plaintiff alleged design defect, manufacturing defects and
failure to warn cl ai nrs based on a theory of strict liability.
Citing Judge Broderick’s opinion in Taylor, the court found “the
sane reasoni ng underlying Comment k that excludes prescription
drugs from Section 402A should also apply to prescription nedical
devices. 1d. “Therefore, prescription nedical devices are not
covered by Section 402A and Plaintiffs’ strict liability clains

must fail.” 1d. See also Murray v. Synthes, No. 95-7796, 1999

W 672937, at *6-8 (E.D. Pa. Aug. 23, 1999) (Hutton, J.) (“This
Court also agrees with the reasoning of Judge Broderick in Tayl or
and finds that the sane reasoni ng underlying Conment k that

excl udes prescription drugs from Section 40A should also apply to

prescription medi cal devices.”); Davenport v. Medronic, Inc., 302
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F. Supp. 2d 419, 422 (E.D. Pa. 2004) (Kelly, J.) (“This Court

agrees with the reasoning of these cases [Mirray, Burton, Tayl or]

and finds that Comrent k precludes application of Section 402A to

prescription medi cal devices.”); Parkinson v. GQuidant Corp., 315

F. Supp. 2d 714, 747 (WD. Pa. 2004) (“Accordingly, this court
predicts that the Pennsylvania Suprene |ikely would find that
coment K to 8 402A applies as equally to prescription nedical
devices as it does to prescription drugs.”).

This Court will follow the other federal courts in
predi cting, based on its reasoning in Hahn, that Pennsyl vania
Suprene Court would extend 8 402A's coment k to excl ude
prescription medical devices fromstrict liability. Accordingly,
Zimrer’s notion for sunmary judgnent will be granted with respect

to Plaintiff’s strict liability clains.

C. Failure to warn

Defendant’s notion for summary judgnent contends that
Plaintiff has failed to show any evidence that Zi mrer inproperly
war ned physicians. Zimrer’'s argunent has nerit.

Based on the sane reasoni ng as applied above in the
strict liability section, a strict liability claimfor failure to
warn is not cogni zabl e under Pennsylvania |law. Burton, 1999 W
118020, at *8. Accordingly, negligence is the only possible

basis for recovery based upon the adequacy of warnings associ at ed
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Wi th prescription nedical devices. Hahn, 673 A 2d at 891. To
the extent that Plaintiff advanced a failure to warn claim
grounded in a theory of negligence, Defendant’s notion for
sunmary judgnent will be granted.?®

To establish a claimfor failure to warn based on
negl i gence, Plaintiff nust show that Zimer failed to exercise
reasonabl e care in warning of the dangers of its prescription
medi cal device. Burton, 1999 W. 118020, at *8. Under the
| earned internediary doctrine, applicable in Pennsylvania, a
manufacturer will only be held |iable where it fails to exercise
reasonable care to informthe one for whose use the product is
supplied of the facts that nmake the product likely to be

dangerous. Rosci v. AcroMed, Inc., 669 A 2d 959, 969 (Pa. Super.

1995). In a case involving a prescription nedical device, the
i ntended user is the prescribing physician. 1d. Wether a
war ni ng was adequat e depends on whether a | earned internediary,
havi ng considered the “the data supplied to himby the

manuf acturer, other nmedical literature, and any ot her source
avai lable to him and wei ghing that know edge agai nst the

personal nedical history of his patient,” would use his

° As previously stated, it is unclear whether Plaintiff’s
failure to warn claimis one based on a theory of negligence or
strict liability. To the extent that it is based on strict
l[iability, it nmust be dism ssed as cooment k to 8 402A excl udes
prescription medi cal devices fromsuit based on a theory of
strict liability. See, supra section Il.B.2(b) and accomnpanyi ng
t ext.
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i ndependent judgnent to prescribe a nedical device. Coyle v.

R chardson-Merrell, Inc., 584 A 2d 1383, 1386 (Pa. 1991).

CGenerally, the adequacy of a warning in prescription
medi cal device cases nust be proven by expert testinony. Demmer

v. SmthKline Beecham Corp., 671 A 2d 1151, 1154 (Pa. Super. C

1996). This case is no different. VWhile Plaintiff has proffered
the expert testinmony of Dr. Sidor, who proposes to rebut Zimrer’s
evidence that the tibial insert fractured as a result of M.
Soufflas’s liganent instability, she has not produced any expert
to testify that Zinmer’s warnings in place at the tine the
artificial knee systemwas inplanted provided the surgeon with

i nadequat e war ni ng of the possible dangers of the device. As
previously nmentioned, Dr. Hetzel is not qualified to render such
an opinion. In addition, nowhere in Dr. Sidor’s report did he
address the adequaci es of the warnings given by Z mrer.

Therefore, to the extent Plaintiff's failure to warn cl ai m sounds
in negligence, summary judgnent is granted in favor of

Def endant . 1

d. | mplied Warranties of Merchantability and

Fitness for a Particul ar Purpose

Like Plaintiff’s strict liability clains, summary

10 Again, to the extent that plaintiff's failure to warn
claimis based on a theory of strict liability, it is barred.
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judgnent in favor of Defendant is also warranted with respect to
Plaintiff’s inplied warranty of nmerchantability and fitness for a
particul ar purpose cl ai ns.

The inplied warranty of nmerchantability and fitness for
particul ar purpose arise by operation of |law and were created to
prot ected buyers from products sold bel ow comrerci al standards or

unfit for the buyer’s purposes. Altronics of Bethlehem Inc. v.

Repco, Inc., 957 F.2d 1102, 1105 (3d Cr. 1992). 1In order to

nmeet the definition of “merchantable,” products nmust, inter alia,
be “fit for the ordinary purpose for which such goods are used”.
13 Pa. Cons. Stat. Ann. 8§ 2314(b)(3). More exacting than the
inplied warranty of nerchantability, the inplied warranty of
fitness for a particular purpose requires the seller to know the
particul ar purpose for which the goods are required and the buyer
torely on the skill or judgnent of the seller to select or
furni sh suitable goods. 1d. at § 23145.

Both warranties are inapplicable to prescription
medi cal devices in Pennsylvania. “The very nature of
prescription nedical products which are considered ‘unavoi dably
unsaf e products’ precludes the inposition of a warranty of

fitness for ‘ordinary purposes. Taylor, 1998 W. 962062, at *14
(predicting that the Pennsyl vania Suprene Court woul d exclude a
cause of action based on inplied warranty of nerchantability for

prescription nedical devices, and citing Mkripodis v. Merrell-
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Dow Pharm Inc., 523 A 2d 374 (Pa. Super. Ct. 1987)): see also

Murray, 1999 WL 672937, at *9 (predicting that the nature of
prescription medi cal devices precludes clainms for breach of the
inplied warranty of nerchantability under Pennsylvania | aw).

Li kew se, Plaintiff’s breach of inplied warranty of fitness for a
particul ar purpose is also excluded as a matter of Pennsyl vani a

| aw. See Parkinson, 315 F. Supp. 2d at 753 (granting defendant’s

nmotion for summary judgnment with respect to plaintiff’s breach of
inplied warranties of merchantability and fitness for particul ar

pur pose clains as precluded clainms under Pennsylvania | aw).

e. Fraud, Pennsyl vani a consunmer protection and

breach of express warranty

As to Plaintiff’s fraud, Pennsylvania consuner
protection and breach of express warranty clains, sunmary
judgnent is granted in favor of defendant. Defendant has pointed
to an absence of genuine issue of material fact with respect to
each of these clains and Plaintiff has failed to point to the
exi stence of a genuine issue of material fact on these issues.!!

Wth respect to the fraud claim Defendant has pointed
to an absence of genuine issue of material fact in that Plaintiff

has not produced any evidence that shows that Zi mmer engaged in

1 9n fact, fromplaintiff’'s silence on these clains in her
opposition to defendant’s notion for sumrary judgnent, it appears
that plaintiff has conceded these clains.
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any material msrepresentation, or that such a m srepresentation
was justifiably relied upon.

Li kewise, Plaintiff has failed to show a genui ne issue
of material fact regarding any fraudul ent or deceptive conduct on
the part of Zi mer.?

Finally, no genuine issue of material exists as to
Plaintiff’s express warranty claimas there is no evidence that
Plaintiff relied upon an express statenment by Zinmmer and that the

reliance caused her injury.

f. Negl i gent Desi gn_and Manuf act ur e®3

12 Pennsylvania’s Unfair Trade Practices Act and Consuner
Protection Law provides a statutory renmedy to consuners that are
victinms of unfair, fraudulent and deceptive acts or practices.
73 Pa.Cons. Stat. Ann. 88 201-2, 202-3. The UTPCPL's Cat chal
Provi sion prohibits “[e]ngaging in any other fraudul ent or
decepti ve conduct which creates a |ikelihood of confusion or of
m sunderstanding.” 73 Pa. Cons. Stat. Ann. 201-2(4)(xxi)
(enphasis added). A plaintiff alleging fraudul ent conduct nust
prove all of the elenents of conmon | aw fraud. Prime Meats,
Inc. v. Yochim 619 A 2d 769, 773-74 (Pa. Super. 1993). 1In the
alternative, a plaintiff claimng deceptive conduct nust only
“denonstrate that he/she detrinentally relied upon the deceptive
practice of the defendant and that the plaintiff suffered harm as
aresult of this reliance.”) Toy v. Metropolitan Life Ins. Co.,
863 A.2d 1, 9 (Pa. 2004). As Plaintiff has shown neither
fraudul ent nor deceptive conduct on the part of Z nmer,

Def endant’ s notion for summary judgnent is granted in this
respect.

13 At the outset, it is inportant to note that a negligent
design claimis not foreclosed nerely because summary judgnent is
granted in favor of Defendant on Plaintiff’s strict liability
claim See Phillips v. Cricket Lighters (“Phillips I”), 841 A 2d
1000, 1008 (Pa. 2003) (overruling Danbacher v. Mllis, 485 A 2d
408 (Pa. Super. C. 1984), and holding that the failure of a
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strict liability claimis not fatal to a negligence clai mbecause
the two |l egal theories are distinct). See also Mroney v.
General Mtors Corp., 850 A 2d 629, 634-35 (Pa. Super. 2004).

Mor eover, although it nmay be clouded by the frequent
muddyi ng of the strict liability waters with concepts of
negl i gence, a products liability action based on negligence does
not require proof of a defect. To the extent that the Third
Crcuit in Qddi, 234 F.3d at 144, held that evidence of a
defective condition is required to maintain a products liability
cl ai m based in negligence, this interpretation of Pennsyl vania
| aw has been specifically overruled by the Pennsyl vania Suprene
Court in Phillips I, 841 A 2d at 1008.

In Phillips I, where the relatives of a famly killed
inafire started by a child playing wwth a butane |ighter
brought strict liability and negligence clains against the
manuf acturer, the Pennsylvania Suprene Court held that the
plaintiff did not show the product to be defective and the strict
liability claimcould not be sustained pursuant to 8§ 402A
Regardl ess, the court stressed that the negligence and strict
ltability clains are distinct |egal theories and held that the
plaintiff’s negligence claimcould survive independently of the
determ nation that product defect strict liability claim In
addressing the plaintiff’s negligence action, the court did not
inport the 8 402A's requirenent of defect into the analysis, but
rat her analyzed the traditional elenents of negligence, nanely
whet her there was a duty, breach of duty and causation. [d. at
1006- 1010.

I n Defendant’s sunmary judgnent briefing, it states
that Plaintiff nust produce evidence of a defect even in the
negligence claim Def. Mt. Sunmary Judgnent at 13 (" Thus,
regardl ess of whether a plaintiff is proceeding under a theory of
negl i gence, strict liability, or breach of warranty, proof of a
defective condition in the product is an essential elenent of the
claim”). For this proposition, Defendant cites Taylor, 1998 W
962062, at *7 and Petrucelli v. Bohringer & Ratzinger, 46 F.3d
1298, 1310 (3d Cir. 1995). Defendant’s reliance on these cases
in this context is msplaced, however, as neither case stands for
the proposition that in order to defeat a notion for sumary
judgnent in a negligence action a plaintiff nust prove defect.

In fact, the portion of Taylor, cited by Defendant speaks to the
necessity of proving defect in strict liability action. Later in
t he opinion, the court addresses the plaintiff’s negligence
action. Taylor, 1998 W. 962062, at *11. The court does not
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In order to show negligent design and negli gent
manuf act ure under Pennsylvania law, plaintiff nust show that (1)
t he manufacturer owned a duty to the plaintiff, (2) the duty was
breached and (3) such a breach was the proxi mate cause of

plaintiff's injuries. Phillips v. Cricket Lighters, 841 A 2d

1000, 1008 (Pa. 2003); Dauphin Deposit Bank & Trust v. Toyota,

596 A. 2d 845, 849-50 (Pa. Super. 1991); ddi, 234 F.3d at 144.
The first elenment can be addressed with virtually no
di scussion. It is undisputed that Defendant, the manufacturer of
a knee replacenent system owed a duty of care to a recipient of
its knee repl acenent.
Second, in order to raise a genuine issue of materi al
fact wwth respect to the negligent design and negligent
manufacture claim Plaintiff nust offer evidence that Z mrer

breached its duty. This requires a show ng that the Defendant

i npose on the plaintiff a burden of proving defect, but rather
explores the traditional elenents of negligence, that the

def endant devi ated fromthe standard of care, and that the
devi ation proximately caused the plaintiff’s injuries. [1d.

Li kewi se, Defendant’s reliance on Petrucelli is
m spl aced. Petrucelli refers to a defective condition solely in
the context of strict liability action. 46 F.3d at 1308.
Moreover, in the negligence context, the Petrucelli court cited
its decision in Giggs v. BIC Corp., 981 F.2d 1429, 1439 (3d Cr
1992), overruled on other grounds by Surace v. Caterpillar, Inc.,
111 F. 3d 1039, 1046 n.6 (3d Cr. 1997), wherein the court
predi cted that the Pennsylvania Supreme Court, pre-Phillips |
woul d recogni ze that proof of negligence nay be possible wthout
a finding of strict liability.
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failed to exercise due care in manufacturing or supplying the
product. Put another way, Plaintiff nust conme forward with
evi dence that Zinmmer’s nethod of sterilization deviated fromthe
general standard of care expected under the circunstances.
Tayl or, 1998 W. 96062, at * 11

Plaintiff has proffered the expert opinion of Dr.
Het zel , who intends to opine that it is customary in the nedical
devi ce manufacturing industry to assess the role of irradiation
and other sterilization techniques on the product function over a
period of time, and that Zi mmer has not produced any such
studies. As the Court has concluded that Dr. Hetzel is not
qualified to render expert opinion concerning customary practices
of the medi cal device manufacturing industry, Plaintiff has
failed to produce any adm ssi bl e evidence that Zimer’s nethod of
sterilization fell below the general standard of care expected
under the circunstances. Therefore, Plaintiff is unable to neet
the second el enent of negligence — that Zi mrer breached its duty.

As Plaintiff has not shown that Zi mmer breached its
duty, it is unnecessary, and in fact would be illogical, to
anal yze the third elenent — that is whether Plaintiff’s injury
were proxi mately caused by Defendant’s negligence.

When the evidence is insufficient to establish the
foregoing el enents of negligence, a party still my be able to

establish a negligence claimusing the doctrine of res ipsa
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| oqui tur, which Plaintiff advances in this case.

Under a theory of res ipsa |loquitur, instead of
directly proving the elenents of ordinary negligence, the
plaintiff proceeds by providing facts and circunstances
surrounding the injury that make an inference of the defendant’s

negl i gence reasonable. Toogood v. Onen J. Rogal, DDS, P.C., 824

A.2d 1140, 1146 (Pa. 2003). The defendant’s negligence can be
inferred under the doctrine of res ipsa |loquitur when “(1) the
event is of a kind which ordinarily does not occur in the absence
of negligence; (2) other responsible causes, including the
conduct of the plaintiff and third persons, are sufficiently
elimnated by the evidence; and (3) the negligence is within the
scope of the defendant's duty to the plaintiff.” Parkinson, 315

F. Supp. 2d at 750 (citing Glbert v. Korvette's, Inc., 327 A 2d

94 (Pa. 1974)).

While the doctrine of res ipsa loquitur is typically
i nvoked as an inference which the jury can draw, sonme courts have
applied it in analyzing notions for summary judgnent. For
exanpl e in Parkinson, the court noted that res ipsa |oquitur
“normal ly arises in the context of whether a plaintiff is
entitled to such a jury instruction after the evidence has been
of fered,” but proceeded to apply it at the summary judgnent
stage. 315 F. Supp. 2d at 750. After addressing the el enents of

res ipsa loquitur as applied to the facts of the case, the court
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concluded that while it was for the jury to deci de whether the
inference is to be drawn, the plaintiffs neverthel ess proffered
sufficient evidence to survive the defendant’s sunmary j udgnment
nmotion. 1d.

Since at the summary judgnent stage it is appropriate
to draw reasonabl e inferences in favor of the non-novant, the
Court agrees that Plaintiff may rely upon the benefit of a res
i psa loquitur inference to defeat summary judgnent.

As to the first elenment necessary for a res ipsa
| oqui tur inference to apply, under Pennsylvania law “in order to
show an accident was the type which ordinarily does not occur in
t he absence of negligence, a plaintiff need not prove that an
accident could not occur in the absence of negligence, but nust
only show that it is nore probable than not that the plaintiff’'s
injuries were caused by defendant’s negligence.” Parkinson, 315

F. Supp. 2d at 751 (enphasis in original) (citing Mcciche v. E

El evator Co., 645 A 2d 278, 281 (Pa. Super. C. 1994)).

In this case, Plaintiff relies upon Defendant’s
experts’ disclosed report and deposition, both of which state
that a fracture of tibial insert is rare. Merely because an
incident is rare, however, does not nean that it does not
ordinarily occur in the absence of negligence. However, the
Court recognizes that it is “for the jury to determ ne whether

the inference is to be drawn in any case where different
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concl usi ons reasonably may be reached.” Parkinson, 315 F. Supp.

2d at 751 (citing Smck v. Cty of Phila., 638 A 2d 287, 290 (Pa.

Commw. Ct. 1994)). For this reason, the Court will conclude that
Plaintiff has raised a genuine issue of material fact as to her
negl i gent design and manufacture cl aim

I n support of the second elenent — that is whether
ot her responsible causes of the injury are sufficiently
elimnated by the evidence — the plaintiff has proffered the
expert opinion of Dr. Sidor. Through Dr. Sidor’s testinony,
Plaintiff wll show that the failure of the tibial insert was not
as result of her performng surgeon’s insertion of the insert, or
her own liganent instability.

Finally, as nmentioned, it is clear that negligence is
within the scope of the defendant’s duty to the Plaintiff as
manuf acturer’s of nedical devices clearly have a duty to the
reci pients of their devices.

Therefore, at this stage of the proceedi ngs, draw ng
the res ipsa loquitur inference in favor of Plaintiff, the non-
nmovi ng party, the Court concludes that Plaintiff has raised a
genui ne issue of material fact as to her negligent design and

manuf acture claim

g. Puni tive damages

Finally Defendant al so noves for sunmmary judgnment with
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respect for to plaintiff’s demand for punitive danmages. Def.’s
Mot. Summary Judgnent at 25. Zimmer contends that punitive
damages are an extrene neasure and not appropriate in this case
because the record is conpletely devoid of any evidence that

i ndi cates Zi mrer had an evil notive.

In response, Plaintiff argues that the question of
puni tive damages shoul d be decided by the jury. She insists that
Zi mmer knew of the harnful effects of gamma irradiation in air
sterilization on the plastics and the potential harmit could
cause to recipients of its devices, but neverthel ess ignored
concerns for public safety in an effort to increase its bottom
l'ine.

In diversity actions, based upon state causes of

actions, state | aw applies when discerning the appropriateness of

punitive damages. See Giffiths v. CGNA Corp., 857 F. Supp.
399, 409-10 (E.D. Pa. 1994) (citation omtted), aff’'d, 60 F.3d
814 (3d Cir. 1995). State |law, however, nust not be inconsistent

with principles of due process found in federal |law. See Worl d-

W de Vol kswagen Corp. v. Wodson, 444 U. S. 286, 292; Pacific Mit.

Life Ins. v. Haslip, 499 U S. 1 (1991).

I n Pennsyl vani a jurisprudence, punitive damages are
considered an “extreme renedy” that are only available in the

nmost exceptional matters. See Phillips v. Cricket Lighters,

(“Phillips 11”) 883 A 2d 439, 445 (Pa. 2005). They are only
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appropriately awarded when the plaintiff has shown that the
def endant acted in an outrageous manner, either because of his
“evil nmotive or reckless indifference to the rights of others.”

ld.; see also Hutchinson v. Luddy, 870 A 2d 766, 770 (Pa. 2005)).

“A defendant acts recklessly when ‘his conduct creates
an unreasonabl e risk of physical harmto another [and] such risk
is substantially greater than that which is necessary to nmake his

conduct negligent.’” [d. (citing Hutchinson, 870 A 2d at 771).

Therefore, a show ng of nmere negligence, or even gross
negligence, will not warrant an award of punitive damages. |[|d.;

see also SHVY Coal, Inc. v. Continental Gain Co., 587 A 2d 702,

705 (Pa. 1991). Instead, Plaintiff nust set forth evidence to
establish that Defendant’s conduct was “intentional, wllful,

wanton or reckless.” Phillips Il, 883 A 2d at 446 (citing

Hut chi nson, 870 A.2d at 704).
The determ nation of whether a defendant’s conduct
rises to the level of outrageousness is the role of the finder of

fact. SHV Coal Inc., 587 A 2d at 705 (Pa. 1991). Accordingly,

the Court should decide the viability of a punitive danages cl aim
under Pennsylvania | aw “only when no reasonabl e inference from

the facts all eged supports a punitive award.” Anderson V.

Nationwide Ins. Enter., 187 F. Supp. 2d 447, 460 (WD. Pa. 2002);

Eagle Traffic Control v. Addco, 889 F. Supp. 200, 201 (E. D. Pa.

1995) .
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This i ssue was addressed by the Pennsyl vani a Suprene

Court in Phillips Il. There, a young child ignited a fire after

playing with his nother’s butane lighter. 883 A 2d at 446. The
child, his nother and a sibling perished in the fire. 1d. The
famly’'s relatives brought suit against the manufacturer of the
lighter, claimng that it was defectively designed as it was not
equi pped with child-proof safety features. 1d. Even when faced
with testinmony of a conpany enpl oyee that the defendant knew of
t he dangers posed by young children playing with the lighters and
that the defendant could have placed resistant features on its
butane |lighters, the Suprene Court of Pennsylvani a neverthel ess
concluded that the plaintiff did not sufficiently establish that
t he defendant’s conduct was “so outrageous so as to support an
award of punitive damages.” 1d. at 447. Accordingly, the court
reversed the superior court’s denial of summary judgnment with
respect to this claim |d.

Simlarly, Plaintiff in this case has not established
t hat Defendant’s conduct was outrageous. There is sinply no
evi dence of any evil notive on behalf of Zi mer when
manuf acturing and storing its knee replacenents and conponents.

Moreover, there is not sufficient evidence fromwhich a
reasonabl e fact finder could conclude that Defendant’s conduct
was reckless in that it created an unreasonable risk of physical

harmto another and such risk is substantially greater than that
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which is necessary to make its conduct negligent. Accepting as
true Plaintiff’s allegations and drawi ng all reasonable
inferences in favor of the Plaintiff and assum ng that Zi mer
knew the risks of its conduct,? as the defendant did in Phillips
L1, Plaintiff has still failed to point to the requisite
out rageous conduct which would to warrant punitive danmages in
this case.

G ven that the facts all eged could not support a
punitive award, sunmary judgnent in favor of Defendant is

appropriate as to the claimfor punitive danages.

I1'1. CONCLUSI ON
Based on the foregoing reasons, Defendant’s notion to
exclude Plaintiff’'s experts will be granted in part and denied in
part as foll ows:
1. Dr. Hetzel’'s testinony will be limted to the
sterilization nethods available at the tine Z mrer
sterilized the tibial insert used in Plaintiff,

the chem cal effects caused by gamma irradiation

Y Plaintiff's expert, Dr. Hetzel, a chemst, claimed in his
expert report that literature existed prior to the sterilization
of Ms. Zimrer’s tibial insert that either put Zi nmer on notice
or should have put Zi mrer on notice of the degrading effect of
gamma irradiation in air sterilization. Hetzel Report at 9.

Al so, Dr. Spiegel berg, expert for defendant, stated at his
deposition that he was aware of articles that stand for the
proposition that wear increases with gamma in air sterilized
parts. Spiegel berg Dep. at 25-26
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in air on UHMWAPE, the indication of these effects,
and his observations when exam ning the inserts
extracted fromPlaintiff’'s knee. He may not
testify as to the existence of any manufacturing
defects, the adequaci es of Defendant’s warnings or
the customary practices of manufacturers of
medi cal devi ces.

2. Dr. Sidor’s opinions wll be permtted.

Def endant’ s notion for summary judgnent will be granted

in part and denied in part as foll ows:

1. Def endant’ s notion for summary judgnent is GRANTED
with respect to Plaintiff’'s (1) defective design
and manufacture, (2) failure to warn, (3)
vi ol ati on of Pennsyl vani a consunmer protection act,
(4) fraud, (5) breach of inplied warranty of
merchantability, (6) breach of inplied warranty of
fitness for a particular purpose,!® (7) breach of
express warranty, and (8) punitive danmages cl ai ns.

2. Def endant’ s notion for summary judgnent is DEN ED
with respect to Plaintiff’s negligent design and
manuf acture claim

An appropriate order foll ows.

15 Count six actually is entitled “Breach of Inplied
Warranty of Merchantability,” but really alleges a breach of the
inplied warranty of fitness for a particul ar purpose.
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IN THE UNI TED STATES DI STRI CT COURT

FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

MARGUERI TE J. SOUFFLAS, : ClVIL ACTI ON
: NO. 04-4753
Pl aintiff,
V.
ZI MVER, | NC.
Def endant .
ORDER

AND NOW this 21st day of February, 2007, it is hereby

ORDERED t hat Defendant’s Motion to Exclude Plaintiff’s Expert

Wt nesses (doc.

foll ows:

1

2.

no. 34) is GRANTED in part and DENIED in part as

Dr. Hetzel’'s testinony will be limted to the
sterilization nethods available at the tine Z mrer
sterilized the tibial insert used in Plaintiff,
the chem cal effects caused by gamma irradiation
in air on UHWWPE, the indication of these effects,
and his observations when exam ning the inserts
extracted fromPlaintiff’s knee. He nay not
testify as to the exi stence of any manufacturing
defects, the adequaci es of Defendant’s warnings or
the customary practices of manufacturers of

medi cal devi ces.

Dr. Sidor’s opinions wll be permtted.
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| T I'S FURTHER ORDERED t hat Defendant’s Motion for
Summary Judgnent (doc. no. 32) is GRANTED in part and DENIED in
part as foll ows:

1. Defendant’s notion for sumrary judgnent is
GRANTED with respect to Plaintiff’s (1)
defective design and manufacture, (2) failure
to warn, (3) violation of Pennsyl vania
consuner protection act, (4) fraud, (5)
breach of inplied warranty of
merchantability, (6) breach of inplied
warranty of fitness for a particul ar
pur pose, ® (7) breach of express warranty,
and (8) punitive danmages cl ai ns.

2. Def endant’s notion for summary judgnent is
DENIED with respect to Plaintiff’s negligent
desi gn and manufacture claim

| T I'S FURTHER ORDERED t hat Defendant’s Mdtion to Strike
| nadm ssi bl e Evi dence (doc. no. 61) is DEN ED as noot. '’

| T I'S FURTHER ORDERED t hat Defendant’s Motion for Leave
to File Reply in Support of Mdtion to Strike |Inadm ssible

Evi dence (doc. no. 64) is GRANTED

® Count six actually is entitled “Breach of Inplied
Warranty of Merchantability,” but really alleges a breach of the
inplied warranty of fitness for a particul ar purpose.

7 The Court was careful to consider only adm ssible
evi dence when deci ding Defendant’s notion for summary judgnent.
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AND I'T I S SO ORDERED.

S/ Eduardo C. Robreno

EDUARDO C. ROBRENO, J.
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