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UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF FLORIDA
TAMPA DIVISION

LORI BYRNES and MATTHEW
BYRNES,

Plaintiffs,
V. Case No: 8:14v-1726-T-36MAP
JOHN SMALL, MUSCULOSKELETAL
INSTITUTE CHARTERED,
MEDTRONIC, INC. and MEDTRONIC
SOFAMOR DANEK USA,INC.,

Defendants.
/

ORDER

This causecomes before the Court updhe Motion to Dismiss filedoy Defendants
Medtronic, Inc. and Medtronic Sofamor Danek USA, Inc. (collectively, “Medtrorfldtc. 32)
Plaintiffs Lori Byrnes and Matthew Byrnes (collectively, “Plaintiffs”) responded in opposition t
the Motion (Doc. 8). Medtronic replied in further support of its Motion (Doc. 39). On November
20, 2014, the Court held oral argument onNfaion. Doc. 57 Both sidessubmitted anumber
of supplemental authoriti€bocs. 43, 46-51, 531-62, 6465, 7). The Courthaving considered
theparties’ submissions and the oral argumant being fully advised in the premisesl | now
GRANT the Motion to Dismiss

l. STATEMENT OF FACTS!

! The following statement of facts is derived fréme Complaint (Doc. 2), the allegations of
which the Court must accept as true in rulingaamotion to dsmiss.Seelinder v. Portocarrerg
963 F.2d 332, 334 (11th Cir. 1998)uality Foods de Centro Am., S.A. v. Latin Am.
Agribusiness Dev. Corp. S,A11 F. 2d 989, 994 (11th Cir. 1983).
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This actionarises ovetheinjuriesallegedly causetb Lori Byrnesbythe bone graft device
Infuse,which wasimplanted inMs. Byrnesin an oftlabel manneduring a spinal fusiosurgery
The Complaintalleges as follows:Spinal fusionsurgeres are performed tareat a number of
conditions, such as spinal deformities and back daot. 2 (‘Compl?) § 50. The goal of a spinal
fusion surgery is to obtain a solid fusion of the vertebtdey 51. Traditionally, n performinga
spinal fusionsurgery, a surgegplacesa graftconsistingof the patient’'s own bone or a cadaver
bonein a spacer cage within the disc space between the vertddra¢lowever, newepptions
using bioengineered and bimarufactured bone growth produdtave been desloped, andre
moreappealing to surgeoecauseheyobviate the need to harvest boné.  54.

Infuse is a bieengineered bone graft devidbat was designed, manufactured, and
marketed by Medtronic for use in spinal fusion surgerids{ 2. It consists of three parts: (1) a
metallic spinal fusion cage (t&T-Cage); (2) the bone graft substitute; and (3) a speliige
carrier or scaffold for thbone graft substitute that is placed inside the fusion dalg§.56. The
fusion cageserves tanaintain spacing and temporarily stabilize the diseased region of the spine
Id. § 57. The bone graft componeserves to formthe bonethat will permanently stabilize the
treated portion of the spindd. The sponge serves to bind the boratgubstituteand resorb
over time. Id. § 58. As the sponge dissolves, the bone graft substitute stimulates the production
of new bone.Id.

Infuse is a Class Il medical devickl. § 65. Accordingly, before Medtronic could market
Infuse, itwasrequired tasubmit aPremarket Approval Application (“PMA™or approval bythe
U.S. Food and Drug Administration (“FDA”)d.  65. As presented in the PMIAfuse consists
of both the LFCage and the bone graft componeld. § 71. In July 2002, thé-DA approved

Infusefor a certainspinal fusion proceduréd. 63 specifically,the anterior lumbar interbody



fusion procedure, which involves a single-level fusion and is performed by approdhsymrte
from the front through an incision in the abdomiein | 72. The approvelhbel indicates that
Infuse’s componentgnust be used as a system, and thabtree graftcomponent must not be
used without th&T-Cage.Id. § 74.

Infuse has never been approved by the FDA for use in any other parts of the body or any
other type of procedur@ther than two nospinal uses)id. § 76 due tothe number of adverse
events reulting fromthe use of the bone graft substituteofftlabel applicationsid. § 80. For
example, in a trial examining the applicationtbé bone graft substituti® posterior lumbar
interbody fixation,a number of patients developed uncontrolled bone grovah.Further the
FDA admonished Medtronic to guard against the off-label use of Infds§{ 84-86.

Despite being awareof the FDA’'s concerns regardinghe offlabel use of Infuse,
Medtronic neverthelessold theLT-Cage and the bone graft component separatklyy 75.
Moreover, not only didMedtronicintentionallyconceafrom the general publithe dangerf the
off-label useof Infuse id. 1114-15,it actively promoted the offabel use of Infuséhrough its
sales representatives and spine surgeon consulthrfts,3-38.

In October 2006, Dr. John Small performed a surgery on Ms. Byrneslogisgin an
off-label manner Id. § 248. Specifically,Dr. Small implantednfuse by means ofn posterior
approach lumbar fusion, and did not uke requisiteLT-Cage. Id. Ms. Byrnesubsequently
sufferedand reported increasingly severe pduh I 250. mmaging studiesltimatelyrevealed that
Ms. Byrneshad developed uncontrolled bone growtid nerve compression near where Infuse
had been implantedd. 11 51.

In the ComplaintMs. Byrnesassertsinter alia, that Medtronic is liable for(1) fraudulent

misrepresentation and fraud in the inducemEems{ Cause of Action) (2) strict products liability



— failure to warn $econd Cause of Actipn(3) strict products liability- design defectThird
Cause of Actiojt (4) strict products liability- misrepresentationFpurth Cause of Actign (5)
products liability— negligerte Fifth Cause of Actio)y and breach of express warran8ixth
Cause of Action Id. 11 264348 Ms. Byrnes’ husband, Matthew Byrnes, also asserts against
Medtronica claimfor loss of consortium (Ninth Cause of Actioriyl. 1 37879.

Medtronic nav movesto dismisghe Causes dAction asserted againstarguing that they
are preempted bthe Federal Food, Drug, and Cosmetic Act, 21 U.S.C. $£86&q(“FDCA”).
Specifically, Medtronic argues that allldf. Byrnes’'claims, with the possible egption ofthose
allegingaffirmative fraud, are either expressly preempted by the Medical Device Ametsdimen
the FDCA(“MDA") , orimpliedly preempted by 21 U.S.C. § 337(a). Medtratsoargues that
to the extenMs. Byrnes’'claims are premised on affirmative fraud, thayst be dismissed because
theyhave not beenpleadedwith requisite particularity Medtronicfinally argues that Mr. Byrnes’
loss of consortium claimas well adlaintiffs’ request for punitive damages, miast because all
of Ms. Byrnes’ claims falil.

. LEGAL STANDARD

To survive a motion to dismiss, a pleading must include a “short and plain statement of the
claim showing that the pleader is entitled to religfshcroft v. Igbal556 U.S. 662, 6778 (2009)
(quoting Fed. R. Civ. P. 8(a)(2)). Labels, conclusions and formulaic recgatf the elements of
a cause of action are not sufficiemd. (citing Bell Atlantic Corp. v. Twomb)y650 U.S. 544, 555
(2007)). Furthermore, mere naked assertions are not suffideintA complaint must contain
sufficient factual matter, which, if accepted as true, would “state a claiefig¢bthat is plausible
on its face.” Id. (quotingTwombly 550 U.S. at 570). “A claim has facial plausibility when the

plaintiff pleads factual content that allows the court to draw the reasonable inferende that t



defendant is liable for the misconduct allegettl” (citation omitted). The court, however, is not
bound to accept as true a legal conclusion stated as a “factuatiatgn the complaint.d.
1. DISCUSSION

A. Statutory Framework of the Medical Device Amendments

The regulation of medical devices entering the market is governdelifpCA, which
provides that the enforcement of violations “shall be by and in the name of the Uaitesl"S21
U.S.C. 8 337(a). In 1976, Congress passedabé , which amended the FDCA and imposed a
regime of detailed federal oversighfee21 U.S.C. § 360et seq The new regulatory regime
separated medical devices into three classesl lmasthe risks they pose to the publid.; Riegel
v. Medronic, Inc, 552 U.S. 312, 316 (2008)nited Statey. Endotec, InG.563 F.3d 1187, 1189
90 (11th Cir. 2009). Class | devices are those that present no unreasonable rislsafrilimesy
and are subject only to “general controls,” such as labeling requireniietge] 552 U.S. at 316
(citing 21 U.S.C. 8 360c(a)(1)(A)). Class Il devipessess a greater potential for danger and thus
warrant “special controls” such as performance standards and postmarketasuweerieasures.
Id. at 31617 (citing 21 U.S.C. 8 360c(a)(1)(B)). The strictest regulation, Class Ill,asvezsfor
devicesfor which a less stringent classification could not provide reasonable assuraadetyf
and effectivenessld. at 317 (citing 21 U.S.C. § 360c(a)(1)(C)).

1. Premarket Approval

All Class Il devicessuch as the Infuse produetust undergo the “rigorou$®MA process
administered byhe FDA Medtronic, Inc. v. Lohr518 U.S. 470, 477 (1996). The PMA process
begins with the manufacturer submitting a mutilume application, detailing a variety of
information including the safety and efficacy of the deviRiege] 552 U.S. at 317-18 (citing 21

U.S.C. § 360e(c)(1)). After the FDA completes its review, PApfsrovalis granted only if there



is a “reasonable assurance” of the device’s “safety and effectivendsat’318 (citing 21 U.S.C.

8§ 360e(d)). The=DA may also condition approval on adherence to performance standards,
restrictions upon sale or distribution, or other compliance requiremddisat 319 (citing 21
C.F.R. 88 861.1(b)(3), 814.82).

Even after PMAapprovalis granted, manufacturers amrldfidden to make changes in
design specifications, manufacturing processes, labeling, or any otfmrtatthat would affect
safety or effectiveness, without FDA permissidd. (citing 21 U.S.C. 8§ 360e(d)(6)(A)(i)). If a
manufacturer wishes to makecbua change to a device, it must submit an application for
supplemental PMA, which is evaluated under identical criteria as the initial djgplidal. (citing
21 U.S.C. § 360e(d)(6)). Moreover, after PMA, manufacturers are subject to reporting
requirenents. Id. (citing 21 U.S.C. § 360i). These include the obligation to inform the FDA of
new clinical investigations or scientific studies, 21 C.F.R. § 814.84(b)(2), and to reporhiscide
where the device may have caused or contributed to death or serious injury, 21 C.F.R. § 803.50(a).
Riege] 552 U.S. at 319.

2. Preemptionunderthe FDCA Framework

Prior tothe statutory enactment of the MDA, the introduction of new medical devaes w
left largely for the states to supervise as they savirigge) 552 US.at 315. However, the MDA
“swept back some state obligations and imposed a regime of detailed fedesigjhaved. at 316.

The MDA'’s express preemption provision provides that:
[N]Jo State or political subdivision of a State may establish or

continte in effect with respect to a device intended for human use
any requirement

(1) which is different from, or in addition to, any requirement
applicable under this chapter to the device, and



(2) which relates to the safety or effectiveness of the devite or
any other matter included in a requirement applicable to the device
under this chapter.

21 U.S.C. 8§ 360k(a). IRiege] the Supreme Court suggested that the MDA’s preemption of
certain state obligations in favor of more detailed federal oversighjustified because of the
harm that would be caused by stifling innovation in medical devices if “juries allerged to
apply the tort law of 50 States to all innovations.” 552 U.S. at 326. The Supreme Court also noted
that “State tort law that requiresn@anufacturer’s [device] to be safer, but hence less effective,
than the model the FDA has approved disrupts the federal schéamat’325.

Accordingly, “[tlhe MDA expressly prempts[] state requirements different from, or in
addition to, any requireemt applicable . .to the device under federal lawWolickiGables v.
Arrow Int'l, Inc, 634 F.3d 1296, 1300 (11th Cir. 2011) (quotiRgpgel 552 U.S. at 321).
However, because 8§ 360k(a) only preempts state requirements to the extent tnat tiderent
from, or in addition to the requirements imposed by federal law,” state lawscfaemised on
violations of FDA regulations that “parallel,” rather than add to federal nemeints are not
preempted.ld. at 1300 (quotindrRiege] 552 U.S. at 330). IWolickiGables the Eleventh Circuit
explained the parallel claim principle as follows:

“In order for a state requirement to be parallel to a federal
requirement, and thus not expressly preempted under 8 360k(a), the
plaintiff must show that the requirements are ‘genuinely equivalent.’
State and federal requirements are not genuinely equivalent if a

manufacturer could be held liable undergtete law without having
violated the federal law.”

634 F.3d at 1300 (quotingcMullen v. Medtronic, In¢421 F.3d 482, 489 (7th Cir. 2005)).
In Riegel the Supreme Couestablished twoprongtestfor determiningwvhether a state
claim is expresslypreemptedby the MDA: (1) determine whether the federal government has

established requiremengpplicable to the medical devicand (2) if so,determine whether the



state law claims are based upon requirements with respect to the device thatmetiddin, or
in addition tothe federal ones, and that relate to safetyedfettiveness. 552 U.S. at 321-22.
In addition to express preemption unttexr MDA, the FDCAalsoimpliedly preempts suits

by private litigants “for noncompliance with the medidalice provisions.”SeeBuckman 531
U.S. at 349 n.4. That is because 21 U.S.C. § 337(a) shatesll actions to enforce FDA
requirements “shall be by and in the name of the United States.” The Eighth Rasexplained
the interaction betweeRiegel andBuckmarnas follows:

RiegelandBuckmarcreate a narrow gap through which a plaintiff's

statelaw claim must fit if it is to escape express or implied

preemption. The plaintiff must be suing for conduct thalates

the FDCA (or else his claim is expressly preempted by § 360k(a)),

but the plaintiff must not be suirmgecausehe conduct violates the

FDCA (such a claim would be impliedly preempted under
Buckmai.

In re Medtronic, Inc., Sprint Fidelis Leads Prddab. Litig., 623 F.3d 1200, 1204 (8th Cir. 2010)
(internal citations and quotations omitfedee alsdn re Medtronic, Inc. Sprint Fidelis Leads
Prod. Liab. Litig., 592 F. Supp. 2d 1147, 1161 (D. Minn. 2009) (“[W]hen Sections 337(a) and
360k(a)—as consued inBuckmarandRiege| respectively—are read together, nearly all types of
claims concerning FDAapprove medical devices are preempted[.]”)

B. Application of Preemption Analysis

Infuse was approved through the PMA process. Compl. {1 65. Therefqgpeyfposes of
evaluating express preemptidahge first prong of theriegeltestis automatically satisfied See
Riege] 552 U.S. at 3223 (“[p]Jremarket approval . . . imposes ‘requirements’ under the MDA’
that are ‘specific to individual devices”yVolicki-Gables 634 F.3d at 1301Citing Goodlin v.
Medtronic, Inc, 167 F.3d 1367 (11th Cir. 199®|aintiffs arguethatthe PMA process does not
result indevicespecificfederalrequirements SeeDoc. 36 at 2728. That argument isvithout

merit—to the extenGoodlinis inconsistent witliRiegel it has been abrogate®ee Yost v. Striker
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Corp., Case No. 02v-28, 2010 WL 1141586, at *1 n.1 (M.D. Fla. Mar. 23, 2010). Accordingly,
the questiomemaining is whether any dieclaims wouldimpose site law requirements that are
different from, or in addition to, those under the federal regifugther for any oftheclaims that
the Court finds not expressly preempted, the Court must also evaluate whetlzee timepliedly
preempted by determininghether they are cognizable only by virtue of the provisions of the
FDCA, or whether they state a claim under state law even in the absence of the FDCA
C. Claim-by-Claim Analysis

1. Fraudulent Misrepresentation and Fraud in the Inducement (First Cause of

Action)

Medtronic argues thdhe FirstCause of Action is expressly and impliedly preempted to
the extenthatit is premised omnyfailure-to-warntheory The Court agreedsrirst, to the extent
that the claim is based on Medtronic’s failure to warn the medical communihe adangers
associated with the oefébel use of Infuse, including apyrportedinadequacies in the warnings
and labels accompanying Infuse, it is expresslympped Critically, Plaintiffs have not identified
any federatequiremento inform the public or to update warning labedgarding the dangers of
off-label use AccordMcClelland v. Medtronic, In¢.944 F. Supp. 2d 1193199 (M.D. Fla.
2013). Accordngly, regardless of whether Medtronic engaged idaisel promotion of Infuse,
suchrequirementsvould clearlybe different from, or in addition to, the federal requiremeSese
Schouest v. Medtronitnc,, 13 F. Supp. 3d 692, 703 (S.D. Tex. 200 ff]or a plaintiff to prevail
on a failureto-warn claim, a jury would have to find either that Defendants were required to
include warnings beyond those in the Fapproved label for the Infuse Deg, or that

Defendants were tilgated to issue postale wanings about potential adverse effects of using the



Infuse Device in an offabel manner. Either scenario would violRiegels express preemption
framework.”) (quotation marks and citations omitted).

Secongto the extent that the claim is based on t@uc’s failure to report adverse events
to the FDA, it is impliedly preempted Although federal law require medical device
manufacturers to file adverse event reports whenever the deagehave caused or contributed
to adeath or serious injury21 U.S.C. 8360(a)(1) 21 C.F.R. 8§ 803.50(aPlaintiffs havefailed
to identify any Florida statdaw duty to report tahe FDA. Accordingly, such a clains impliedly
preemptedas it is merely[an] attempt to recds claim for violation of the FDCA as statelaw
negligence claim.”McClelland 944 F. Supp. 2dt 1200;see also In re Medtronic, Inc., Sprint
Fidelis Leads Prod. Liability Litig.623 F.3d 1200, 1205-06 (8th Cir. 2010).

It is uncleamwhether Medtronic believeabat thisclaimis preempgdevento the extent that
it is premised oithe affirmative misrepresentations allegedlymadeto promote the offabel use
of Infuse. SeeDoc. 32 at 11 (arguing that “[Plaintiffs’] claims aravith the possible exceptioof
claims predicated on certain alleged affirmative misrepresentatithiesexact type of claim that
is expressly preempted under 8§ 360k(&gmphasis added)lf thatis Medtronics position,the
Court disagrees. Such a claim is not expressly preerpptadiseas many courtdhiave explained
“federal law bars offabel promotion when it is false or misleadingthouestl3 F. Supp. 3d at
702 (referencing 21 U.S.C. 88 331(a), 352(g)(1¥nd such a claim is not impliedly preempted
becauséit sounds intraditional state common law that exists independently from the FDCA and
not solely by virtue of the FDCA."Brady v. Medtronic, In¢.Case No. 18v-62199,2014 WL

13778304t *7 (S.D. Fla. Apr. 8, 2014).

2 The Court emphasizes that its ruling apptial/ to untruthfu off-label promotion, because
that is what has been alleged in this caseDoc. 36at 9 (“As Plaintiffs have alleged
throughout their Complaint, MEDTRONIC aggressively promatetiuthful off-label use of

10



The Courtneverthelesagrees that this Causé Action must be dismissead its entirety,
because, to the extentdlies on affirmative falsehoods aisahot preemptedPlaintiffs havefailed
to plead fraudvith the requisite particularity.SeeFed. R. Civ. P. 9(b) (“a party must state with
partiaularity the circumstances constituting fraud or mistakéifleed,Plaintiffs only allegen a
vague and conclusory manner that Medtronic “fraudulently concealed arepraggnted” the
dangers otheoff-label use of InfuseCompl. Y 2657, but fail toidentify with particularityany
misrepresentations and/or concealmémiswere actually relied upon by Dr. Smaidr how those
misrepresentations and/or concealments proximately caused Ms. Bynuesi The Court
however will afford Plaintiffs anopportunity to amend the claim to conform to tleghtened
pleading requirements claims for fraud.

2. Failure to Warn (Second Cause of Action)

For the reasons discussed in SectiorCIIl, suprg Ms. Byrnes’failure to warnclaim is
preempted. Further, because ti@m does noentailany affirmative falsehood# is preempted
in its entirety The Court, therefore, will dismiss this claimith prejudice.

3. Design Defect Claim (Third Cause of Action)

Medtronic argues thdfls. Bymes’ design defect claim éxpresslypreempted The Court
agrees. The Third Cause of Actiallegeghat Infuse was defectively designed because “the risks
of danger in the design outweigh the benefits of the design,thet] tjhe foreseeable risksfo

harm . . . could have been reduced or avoided by adopting a reasonably [sic] alternang desi

Infuse”); 12 (“the case at hand revolves around fraudulent (and untruthful) ofplaipebtion

by MEDTRONIC”). To the extent that Plaintiffs are suggestingahaaim premisedntruthful
off-label promotion is not preempteskeDoc. 36 at 10, the Coudisagrees. Such a claim
would be impliedly preempted because, even if off-label promotion were prohibitedth@der
FDCA, Plaintiffs have failed to identifg state law duty to refrain from off-label promotisege
Schouestl3 F. Supp. 3d at 705 (“Mere ‘off-label’ promotion, divorced from any negligent or
fraudulent misrepresentations, would likely not run afoul of state tort law.”).

11



Compl. 11 301, 303. Accordingly, to prevail on this clduts, Byrnesnecessarilyould haveto
prove thatMedtronic should have employed a design different from the ap@roved by the
FDA—the consequence of which would tee@mpose requirements that adkfferent from, or in
addition td the federal requirements.

Plaintiffs contendthat the design defectlaim is not preempted because they are not
arguing that the Infuse device should have been designed differently froapgraved by the
FDA through the PMA process, but rather thdtisewas defectively designed for the efiibel
use that Medtronibad beenpromoting The Court is not persuadedhefirst step of theRiegel
test requires a coursimply to determine whether the federal government has established
requirements applicable to theedical devicenot whether the federal government hashéistaed
requirements applicabte a specific usef the medical deviceSee Riegeb52 U.S. at 321And
the second step of tiidegeltest requires a coustmplyto determine whether the state law claims
would impose requirements that are different from, or in addition to, the federal onetateato
safety and efficacySee idat 321-22. The design defect claim clearly meets both prongs.

To the extent Plaintiffsely on Ramirez 961 F. Supp. 2877, 999(D. Ariz. 2013), which
held that such alaim was not preemptethe Court begins by notirtgatRamirezs not binding
authority More importantly, the Court disagrees with the reasonirfgaimirez and therefore
declines to follow it Ramirezs holdingdrawsa distinctionnot onlybetween orabel and off
label use, butlso betweenff-label use that l&been promoted and dlifibel use that hasotbeen
promoted. See id.However, sich a fine ditinction appears nowhereRiegels preemption test,
and, as noted by Medtronic, patentlyillogical—adopting this standard would result in a design

defect claim being preempted if a doctor were to unilaterally decide to use a deasicefflabel

12



manner, buhot beingporeempted if oHflabel promotion induced the doctoruse the device in &
exact samenanner

Accordingly,the Court finds thathe Third Cause of Actiois expressly preemptednd
will dismiss itwith prejudice.

4, Misrepresentation (Fourth Cause of Action)

Medtronic argues that Ms. Byrnestrict products liability claim fomisrepresentation is
preemptedand thaeven if it is not, it must be dismissed pursuant to comiémSection 402A
of the Restatements (Second) of Tdrt¥he Court agrees in paanhd disagrees in part. For the
reasons discussed in SectionGllL, supra this claim is preempted to the extent it relies on any
failure-to-warn theory. Because this claim alsmntains allegations ofaffirmative
misrepresentations, however, it is not preempted in its entirety, also foatdomsediscussed in
Section 1I.C.1,supra MoreoverMedtronic has failed to establifiimat for purposes of the motion
to dismiss, it is entitled ta defensdased orcomment k to Section 402A of the Restatements
(Second) of Torts. Commentwhich has been adopted by Florida courts as an affirmative defense
to a strict products liability claim for medical devicesg Adams v. G.D. Searle & Co., |[g76
So. 2d 728, 733 (Fla. 2d DCA 199Fssentially provides that a medical device manufactur
escapestrict liability for “unavoidably unsafe products” if it can demonstrate that the devise wa
() incapable of being made safe; (2) properly prepared and marketed; antb(Bpacied by a
proper warningseecomment kRestatement (Second) of f® 8§ 402A see also Zanzuri v. G.D.
Searle & Co, 748 F. Supp. 1511, 1520 (S.D. Fla. 1990). Although Plaintiffs do not dispute that

the first element has been ma&eCompl. I 64 (“Class Ill devices pose the greatest risk of death

3 Because these are the only groufaisiismissakdvanced by Medtronic and briefed by the
parties, tle Cout assumeswyithout deciding, that suchaaim is otherwise cognizable under
Florida law.
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or complications . . . Infuse® is a Class Ill device”), and cannot challenge the third element
because such a claim would be expressly preemgge&ection IlIC.1, supra their allegations

that Medtronic made affirmative misrepresentatioms promoting the oflabel use ofinfuse
underminghesecond element, that the product was properly marketed.

Nevertheless, for the reasons discussed in Secti@llJsupra to the extent this claim is
not preempted, ihas been inadequatgileaded Accordingly, the Court will dismiss the Fourth
Cause of Action, but will also grant Plaintiffs leave to amend.

5. Negligence (Fifth Cause of Action)

Ms. Byrnes’ negligence claim appears to be premisestoeratheories: (1Medtronic’s
promotion and marketingf Infusefor off-label use (2) Medtronic’sfailure to warnphysicians
and Ms. Byrnes of the dangeskthe offlabel use of Infuse(3) Medtronic’sfailure to comply
with federal law and regulations; and Mé¢dtronic’s failure to exercise reasonable care to prevent
Infuse fromcreding an unreasonable risk ofrhato Ms. Byrnesand other consumers. Compl. §
329 Each of these groundas allegeds preempted First, to the extent the negligence claim is
premised on a failure-warn theory(grounds 2 and 4)t is expressly preemptedSeeSection
lll.C.1,supra Secongto the extent that the claim is premised onrtlterefact that Medtronic
engaged in offabel promotionground 1) it is impliedly preemptedbecausélaintiffs have not
identified any statealw duty to refrain frontruthful off-label promotion and have naliegel any
affirmative misrepresentationSee supraote 2. Finally, to the extent that the claim is premised
on Medtronic’s failure to comply with federal law and regulatigm®und 3, it is impliedly
preempted.SeeSection I1l.C1, supra

Althoughthis claim as pleadeds preempted, the Court will give Plaintifé& opportunity

to amendo assert a clairthatfalls in the narrow gap through which a plaintiff's stite claim

14



must fit if it is to escape express or implied preemptidicordingly, theCourt will dismiss this
claim, but without prejudice.
6. Breach ofExpressWarranty Claim (Sixth Cause of Action)

Medtronic argues that Ms. Byrnds’each of express warranty claim is preempichuse
to prevail on that claim, Plaintiffs must prove that Infuse was not safe amtiveffas labeled.
And, according to Medtronic, such a findimguld impose requirements different from or in
addition to those imposed by the FDA.

The Court disagrees. As the Complaint makes clear, Ms. Bysrezsth of warrantglaim
is premised orvoluntary,affirmative (but false)warranty statementsiadeby Medtroni¢ aside
from anyFDA-approved labebr warning to promotethe offlabel use of InfuseSee, e.gCompl.

1 339. And, as Plaintiffs note, “[flederal law already requires Medtronic teuenthat any
warrany statements it voluntarily makes are truthful, accurate, not misleadingpasidtent with
applicable federal and state lawBrady, 2014 WL 1377830, at *&uotation marks, alterations,
and citations omittedsee als®1 U.S.C. § 331(b)A state law requirement that holds medical
manufacturers tthe voluntaryexpress warranties makesduring offlabel promotion therefore
would not impose requirements different from, or in additiorthefederal requirementsiAccord

id. Moreover, such a claim isot impliedly preempted because it stands independantgr
Florida state law, and does not seekplyto enforce theequirements of thEDCA. Accord id.

The Court declines to followhe cases cited by Medtronisecause they are not binding,
andbecause thefail to convincinglyaddressvhy such astate law requirememtould bedifferert
from, or in addition to, the federal requiremenEor examplethe court inGavin v. Medtronic,
Inc., Case No. 12v-851, 2013 WL 3791612, at *186 (E.D. La. July 19, 2013gitedGomez v.

St. Jude Med. Daig Division In&42 F.3d 919 (5th Cir. 2008p holdthat the plaintiff's breach
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of express warranty claim was preempt&hmezhowever, did not deal with warranties made in
the offlabel promotion of a medical device; rather, its preemption holding was bagkd fact
that “[the] express warrdy was part of the IFU, which is itself part of the PMA proces§xoimez
442 F.3d at 932SeealsoCaplinger v. Medtronic921 F. Spp. 2d 1206, 1222 (W.D. Okla. 2013)
(holding thatthe plaintiff's breach of expreswarranty claimwas preempted becausewould
require a plaintiff to “persuade a jury that the Infuse Device was not safe aotiveft . . contrary
to the FDA's approval,” but failing to address the fact that the FDA did not approve abealff
use)

Although the Court find¢hatthe brexch of express warrantjaim is not preempted, the
Courtnevertheless agrees with Medtronic that this Cause of Action meuismissed because
Plaintiffs’ allegations are insufficient. Indeed, Plaintiffs have failedlkege specifically what
affirmations of factwere madeby Medtronicto Dr. Small, or how those express warranties
proximatelycausedMs. Byrnes'injury. SeeCompl. 1] 339,342 (with regard tthe allegeekxpress
warranties,assertingonly that Medtronic made them to unspecified “physicians and other
members of the general public and medical community”; aittl regard to causatiomlleging
only that“Defendants thus breached their express warranty which was a direct amdgbeox
cause of Plainft’s injuries and damages.”}la. Stat8 672.313(1)(a) (“Express warranties by the
seller are created as follows: Any affirmation of fact or promise rogdle seller to the buyer
which relates to the goods and becomes part of the basis of the bargairfempltiasis added)

The Qurt will therefore dismiss this Cause of Action, but will also grant Plainaége

to amend to cure any defects in the pleadfhgs.

4 To the extent Medtronic argues that this claim fails because Infuse’sappraved label
expressly disclaims any warrantisegDoc. 32 at 34, the Courtjeets this argument as a basis
for dismissal. In ruling on a motion to dismiss, a court must accdpiealllegationsof the
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7. Loss of Consortium (Ninth Cause of Action)

Because all oMs. Byrnes’Causes oAction have now been dismissede alsdoc. 55
the Court must also dismiss Mr. Byrnes’ claim for loss of consortibeeGates v. Foley247 So.
2d 40, 45 (Fla. 1971p(claim forloss of consortium is derivative anghy proceed‘only if [the
spouse] has a cause of action against the slafeadant). However, lecause the dismissal of
some ofMs. Byrnes’claims against Medtronic are without prejudice, the dismisddroByrnes’
loss of consortium claim is also without prejudice.

8. Punitive Damages

As is clear from the above discussion,adlPlaintiffs’ substantivecauses of actionsust
be dismissed. Accordingly, Plaintiffslaim for punitive damages must also be dismissgde
Oliveira v. llion Taxi AerdLTDA, 830 So. 2d241, 242 (Fla. 4th DCA 2002). The dismissal of
Plaintiffs’ claim for punitive damages is without prejudice. The allegations in the Amended
Complaint will control any determination by the Court as to whether Plaintiffs ddeguately
alleged a basis for punitive damages.
V. CONCLUSION

Many courts have addressed issthes arenearlyidentical, if not identical, to the ones
currently before this Court. Marmave reachedonclusions thadiffer in a multitudeof ways and
cannot be reconcilegasily, if at all Having conducted an exhaustive review of those opinions
and the reasoning behind thetime Courthasapplied the general principle thelaimspremised
on voluntary, affirmativéalsehoodsre not preempteddccordBuccelli v.Mayer, Case No. 2014

CA-1667, Order on Motion to Dismiss of Defendants Medtronic, Inc. and Medtronic Sofamore

complaint as true, and draw all reasonable inferences in favor of the non-moving party.
Accordingly, this argument is premature.
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Danek USA, Inc. (Fla. Cir. Ct. 12th Jud. Cir. Jan. 27, 2015) (Dod).7However even though

some of Ms. Byrnestlaimsare not preemptednder this principle, thestill must be dismissed

because they havet beenpleadedwith sufficientspecificity.

Accordingly, t is herebyORDERED:

1.

2.

Medtronic’s Motion to Dismiss (Doc. 32 GRANTED.

Plaintiffs’ Second and Third Causes of Action Bit&M | SSED with preudice.
Plaintiffs’ First, Fourth, Fifth, Sixth, and Ninth Causes of ActawzaDI SM|SSED
without preudice.

Plaintiffs’ request for punitive damagedd$SM | SSED without prejudice.
Plaintiffs are granted leave to file an Amended Complaint within fourteerdéi$)

from thedate of this Ordewhich cures the deficiencies identified in this Order

DONE AND ORDERED in Tampa, Florida oMarch 18, 2015.

Copies to:

Charlene Edwards Honeywell ]

United States District Judge

Counsel of Record and Unrepresented Patrties, if any
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