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UNI TED STATES DI STRI CT COURT
M DDLE DI STRI CT OF FLORI DA
FORT MYERS Dl VI S| ON

STEPHEN YOST,
Plaintiff,
VS. Case No. 2:09-cv-28-Ft M 29DNF
STRYKER CORPORATI ON, STRYKER SALES
CORPORATI ON, HOMWEDI CA OSTEONI CS
CORP, doing business as Stryker
Ot hopaedi cs, STRYKER CORPORATI ON CF
M CH GAN

Def endant s.

CPI Nl ON AND ORDER

~ This matter cones before the Court on Defendants’ Mdtion to
D sm ss and Supporting Menorandum of Law (Doc. #12) filed on Apri
7, 2009. Plaintiff filed a Response (Doc. #14) on April 17, 2009.
Defendant filed a Reply (Doc. #22) on April 29, 2009, with the
Court’ s perm ssion.

l.

On or about April 19, 2004, Stephen Yost (plaintiff or Yost)
received the Trident PSL Acetabul um hip prosthesis. (Doc. #11,
1 11.) Plaintiff’s hip prosthesis was designed, manufactured and
mar ket ed by Def endant Hownedi ca Ost eoni cs Cor poration d/ b/a Stryker
Ot hopedi cs (HOC) . (rd.) Plaintiff alleges that on or about
January 19, 2005, the prosthesis began to squeak and cause
increasing pain over tinme. (ld. at 9 12.) In his First Amrended

Compl aint, Yost alleges five theories of products liability:
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strict product liability (Count 1), negligence/wantoness (Count
I1), breach of express warranty (Count 111), breach of inplied
warranty of nerchantability (Count V), and breach of inplied
warranty of fitness for a particular purpose (Count V). Each of
the counts allege Florida conmmon |aw and statutory authority to
denonstrate the plaintiff’s entitlenent to relief.

In their notions to dismss, Defendants argue that the United
States Food and Drug Adm nistration (FDA) device regulations
preenpt plaintiff's state law clainms, relying on Riegel v.

Medtronic, Inc., 552 U S. 312 (2008). The Trident hip prosthesis

is a Cass Il nedical device that receives the highest |evel of
federal oversight under the current premarket approval process
al |l oned under the Medical Device Anendnents (MDA) of 1976. (Doc.
#12, p. 2.) Under R egel, the MDA preenpts state | aw requirenents
that are “in addition to, or different fronf federal requirenents
for Cass Il nmedical devices that underwent the premarket approval
process under the MDA, (ld.) Thus, defendants argue that all of
plaintiff’s clainms nust be dism ssed because they are expressly

preenpted by the MDA pursuant to R egel. (1d.)

.
The MDA established the federal regulatory regi ne for nedical
devices. 21 U S. C. §8 360c et seq. Pursuant to the MDA, “no state
may establish . . . any requirenment which is (1) different

from or in addition to, any requirenent applicable under this



chapter to the device, and (2) which relates to the safety and
effectiveness of the device. . .” 21 U S. C 8 360k(a). In Riegel
V. Medtronic, Inc., 552 U S 312, 323 (2008), the Suprenme Court

held that the MDA preenpted state law products liability
restrictions, including comon |aw requirenents, which were in
addition to or different fromfederal regulations used to eval uate
Class Il nedical devices that underwent FDA premarket approva
(PMA) processes to ensure safety. Ri egel adopted a two step
approach to determ ne whet her the MDA preenpted state | aw products
l[iability restrictions. First, the court nust determ ne whether
the federal governnent established requirenments applicable to the
device in question. Second, the court nust determ ne whether the
clains at 1issue were based on state requirenents that are
“different from or in addition to” the federal requirenments
relating to safety and effectiveness. 1d. at 321-22. Adhering to

its decision in Medtronic, Inc. v. Lohr, 518 U S. 470 (1996)1,

Ri egel concl uded that “comon-|aw causes of action for negligence
and strict liability do inpose ‘requirenent[s]’ and would be

prenpted by federal requirenents specific to a nedical device.”

The El eventh Circuit had been a | one exception anpbng circuits
by holding that the MDA's PMA process did not preenpt state |aw
clainms for strict liability and negligence in Goodlin v. Medtronic,
Inc., 167 F.3d 1367 (11th Cr. 1999). Wile R egel did not
expressly address Goodlin, courtsinthis district have viewed t hat
Ri egel abrogated Goodlin and so does this Court. See Wl cki -
Gables v. Arrow Int’l, Inc., 641 F. Supp. 2d 1270, 1281 (M D. Fl a.
2009) .




Ri egel, 552 U.S. at 323-24. 1In other words, “[s]tate requirenents
are pre-enpted under the MDA only to the extent they are ‘different
from or in addition to’ the requirenments inposed by federal |aw
[ ] Thus, [the NMDA] does not prevent a State from providing a
damages renedy for <clains premsed on a violation of FDA
regul ations; the state duties in such a case ‘parallel’ rather than
add to, federal requirenents.” [1d. at 330 (citing Lohr, 518 U. S
at 495)(internal citation omtted).?
V.

Since the FDA has classified the Trident hip prosthesis as a
Class |1l device, which underwent the PMA process, the federa
gover nment has i nposed “requirenents” on the Trident hip prosthesis
under the MDA. See R egel, 552 U. S. at 322-23. This satisfies the
first step of Riegel. The next issue is whether plaintiff’s clains
are based on Florida requirenents that are “different from or in
addition to” the federal regulations that relate to the safety or
effectiveness of the device. |If so, then plaintiff’'s clains are

preenpted. On the other hand, if plaintiff’'s clains are based on

’Si nce Ri egel, many cases involving Cass Il nmedical devices,
t hat have gone through a PMA process, have raised preenption
def enses accordi ng to 360k, including many that i nvolve the Trident
hip prosthesis at issue in the instant case. See, e.g., Funk v.
Stryker, No. 09-00733, 2009 U.S. Dist. LEXIS 111175 (S.D. Tex. Dec.
1, 2009); Horowitz v. Stryker Corp., 613 F. Supp. 2d 271 (E.D.N.Y.
2009); Parker v. Stryker Corp., 584 F. Supp. 2d 1298 (D. Colo
2008); Hofts v. Hownedica Osteonics Corp., 597 F. Supp. 2d 830
(S.D. Ind. 2009).




“parallel” <clains premised on a violation of federal |aw
plaintiff’s clains are not preenpted.
Count 1: Strict Product Liability

In Count | of the First Amended Conpl aint, Yost alleges that
his hip prosthesis was defective,

“Iin one or nore of the followng particulars, anong
ot hers;

a) the hip prosthesis contained unsafe manufacturing
resi dual s and/ or bacteri a;

b) the hip prosthesis was not sterile;

c) the hip prosthesis is defective in that it has a high
propensity for del am nation of the pl asma sprayed coati ng
to occur;

d) the hip prosthesis is defective in that it has a high
propensity of poor bone fixation to occur;

e) the hip prosthesis is defective in that it has a high
propensity for wear and fracture of the prosthesis to
occur;

f) the hip prosthesis was marketed in such a way as to
m sl ead consuners regarding its safety and efficacy;

g) the hip prosthesis was manufactured w thout adequate
quality controls;

h) the hip prosthesis was inadequately tested to
determ ne the cause of the high incidence of failures
despite having received significant reporting of adverse
events.

(Doc. #11, 9 17.) Like the clainms in Riegel, Plaintiff’s clains
clearly relate to the safety and effectiveness of the device.
Further, common law strict liability inposes a “requirenent” that
is preenpted by the federal requirenents specific to the Trident
hip prosthesis. R egel, 552 U S at 323-24.

In his Response, Yost alleges that he is asserting clains
based on violations of f eder al I aw, specifically that
“manuf acturing defects exist because [defendants] failed to neet

federal requirenments.” (Doc. #14, p. 6.) Yost argues that since
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his clains rest on violations of federal |law, they are parallel
clainms not preenpted by the MDA. 1d. Such allegations, however,
are not contained in the First Anended Conplaint. Since plaintiff
has not alleged a “parallel” claim in his First Arended Conpl ai nt,
Count | is preenpted and Defendants’ notion to dismss is granted
as to that count.

Count 11: Negligence/ Want oness

Count 11 clainms that defendant was negligent by:

a) placing a hip prosthesis into the stream of conmerce
that contained unsafe manufacturing residuals and/or
bacteri a;

b) manufacturing a hip prosthesis that contained unsafe
manuf acturing residuals and/ or bacteri a;

c) placing a hip prosthesis into the stream of conmerce
that was not sterile;

d) manufacturing a hip prosthesis that was not sterile;
e) designing, manufacturing and marketing a hip
prosthesis that is defective in that it has a high
propensity for del am nation of the plasma sprayed coati ng
to occur;

f) designing, manufacturing and marketing a hip
prosthesis that is defective in that it has a high
propensity of poor bone fixation to occur;

g) designing, manufacturing and nmarketing a hip
prosthesis that is defective in that it has a high
propensity for wear and fracture of the prosthesis to
occur;

h) marketing a hip prosthesis in such a way as to m sl ead
consuners regarding its safety and efficacy;

i) manufacturing a hip prosthesis wthout adequate
quality controls;

J) failing to adequately test the hip prosthesis to
determ ne the cause of the high incidence of failures
despite having received significant reporting of adverse
events.

(Doc. #11, 1 23.)
Plaintiff’s negligence claimis also a common | aw cl ai mt hat

is based on requirenents that are “different from or in addition
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to” the federal regulation that relate to the safety or
ef fectiveness of the device. Ri egel, 552 U. S. at 323. In his
Response, plaintiff argues that he pled that defendant is negligent
for manufacturing, quality control and testing w thout conplying
wi th federal manufacturing requirenents. (Doc. #14, p. 7.) Again,
none of those allegations appear in the First Amended Conpl aint.
Plaintiff’s claim in Count Il is preenpted by the MDA and
defendants’ notion to dismss is granted as to Count ||
Count 111: Breach of Express Warranty

Count IlIl of the First Amended Conplaint alleges that
Def endants made “the follow ng affirmations of fact or promse” to
plaintiff and/or his physician as his agent or to the general
public:

(a) that the hip prosthesis would be sterile;

(b) that the hip prosthesis would not have a high

propensity for delamnation of +the plasma sprayed

coati ng;

(c) that the hip prosthesis would not have a high

propensity of poor bone fixation;

(d) that the hip prosthesis would not have a high

propensity for wear and fracture;

(e) that the hip prosthesis would be safe and effective;

and

(f) that the hip prosthesis would not squeak.
(Doc. #11, Y 26.) Plaintiff alleges that each of these
affirmations of fact or prom se were not nmet and thus defendants
breached their express warranty. (ld. at § 28.) The First Amended
Conmpl ai nt does not all ege how or by whomthese prom ses were nade.

In his Response, plaintiff alleges that the breach of express

warranty claimis “prem sed upon a di sconnect between that which
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was delivered (the product) and that which was warranted in the
product insert give rise to clainms to allow Plaintiffs to enforce
the very | anguage approved by the FDA.” (Doc. #14, p. 7.)

Def endants contend that the express warranty nust be prem sed
on the | anguage contained in the hip prosthesis |abel. (Doc. #12,
p. 13.) Defendants argue that since the | abeling was specifically
approved through the PMA process, any state |law challenge to the

| abel wording nust be preenpted pursuant to Riegel. 1d. (citing

Horowtz, 612 F. Supp. 2d at 285 (“Any breach of express warranty
prem sed on the Trident Systenm s FDA-approved | abel, however, nust
be preenpted.”)).

Wiile Riegel did not expressly address the breach of express
warranty clain?, the Suprene Court did state that the PMA process
i ncludes FDA review of the labeling of Cass Ill devices, which
cannot be changed w t hout FDA perm ssion. Riegel, 552 U S. at 318-
19. Thus, the FDA inposes “requirenents” on device |abeling. 1I1d.
at 322-23. If plaintiff is alleging that defendants breached the
express warranty provided by the FDA approved | abeling of the hip
prosthesis, then plaintiff may have a “parallel” claimthat is not
preenpted by the MDA. However, the Court finds that plaintiff’s

First Amended Conplaint, as it stands, does not plead sufficient

In Riegel, the district court granted sunmary judgnment to
Medtronic on Riegel’s clains it had not found preenpted including
breach of express warranty and negligent manufacturing. The court
of appeals affirnmed, and those clains were not before the Suprene
Court. R egel, 552 U S at 321 n.2.
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facts to state a claimon which relief may be granted. Plaintiff
fails to identify the specific |anguage on which his breach of
express warranty claimis based. Wthout identifying the specific
statenent on which plaintiff bases his claim his conplaint is

insufficient. See Delaney v. Stryker Othopaedics, No. 08-03210,

2009 U.S. Dist. LEXIS 16865 at *15-16 (D.N. J. Mar. 5, 2009). Thus,
Def endants’ notion to dismss Count |1l is granted.

Counts IV and V: Breach of Inplied Warranty of Merchantability and
Fitness for a Particul ar Purpose

Count |1V alleges that the hip prosthesis was not nerchantabl e
because it was not fit for the ordinary purposes for which hip
prost heses are used pursuant to Florida Statute 8 672.314(2)(c).
(Doc. #11, 19 31-35.) Count V alleges that defendant breached the
inplied warranty of fitness for a particular purpose because the
hip prosthesis was not fit for the particular purpose for which
plaintiff requiredit, pursuant to Florida Statute 8 672.607(3)(a).
(Doc. #11, 19 38-44.) *“Under Florida law, to establish a claimfor
breach under a theory of inplied warranty, a plaintiff nust show
(1) that the Plaintiff was a foreseeabl e user of the product, (2)
that the product was being used in the intended manner at the tine
of the injury; (3) that the product was defective when transferred
fromthe warrantor; and (4) that the defect caused the injury.”

Jones v. Jeld-Wen, Inc., 2008 U. S. Dist. LEXIS 49820 *17 (S.D. Fl a.

2008) (citing Amobroso v. Sanuel Friedland Famly Enters., 604 So.

2d 827, 833 (Fla. 4th DCA 1992)).



Plaintiff argues that neither of these clains are preenpted
because plaintiff’'s breach of inplied warranty clains are prem sed
upon violations of federal requirenents. (Doc. #14, p. 9.)
Def endants argue that plaintiff’s inplied warranty clains are
preenpt ed because they do not rest on FDA permtted standards, but
rather state standards that are specifically prem sed on the safety
and effectiveness of the hip prosthesis. (Doc. #22, p. 4.) Both
parties appear to be arguing the same point - plaintiff’s clains
are preenpted unless they are premsed on violations of FDA
st andards.

The Court agrees with defendants, so far as “nowhere in the
[ First Amended Conplaint] does Plaintiff allege that his breach of
inplied warranty clainms are prem sed upon viol ations of standards
required by the FDA, mnmuch less that HOC violated any FDA
regulations.” (ld.) Since plaintiff’s First Amended Conpl ai nt
only asserts a state law, without reference to a federal violation,
his claimis preenpted. Defendants’ notion to dismss is granted
as to Counts |1V and V.

V.

In his Response, plaintiff sought |eave to anend if the Court
were to dismss the First Amended Conplaint. Yost would like to
“clarify those clainms to reflect that Plaintiff bases his clains on
a failure to follow the FDA guidelines, and does not nake cl ains
contrary to or in addition to the FDA' s regul ation of the product

in question.” (Doc. #14, p. 12.) Def endants’ argue that
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plaintiff's request for leave to anend be denied because it is
“futile, wll result in undue delay, and is the result of a failure
to cure deficiencies by previous anendnent.” (Doc. #23, p. 2.)
Plaintiff makes several new all egations in his Response, which are
not in his First Amended Conplaint. Because plaintiff may be able
to state clains for which relief my be granted, the Court is
required to freely grant a party |leave to anend. See Febp. R Q.
P. 15(a). This Court will grant plaintiff one | ast opportunity to
amend his conpl ai nt.

Accordingly, it is now

ORDERED:

1. Defendants’ Mdtion to Dism ss and Supporting Menorandum of
Law (Doc. #12) is GRANTED, and the First Amended Conplaint is
di sm ssed wi thout prejudice.

2. Plaintiff Yost is granted leave to file a Second Anended
Compl aint within TWENTY-ONE (21) DAYS of this Opinion and Order.

DONE AND ORDERED at Fort Myers, Florida, this 23rd  day of
Mar ch, 2010. ﬁkﬁ}_ =3

JOHN E. STEELE
United States District Judge

¥ &AL

Copi es:
Counsel of record
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