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IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF OHIO
EASTERN DIVISION

CHRISTOPHER HAWKINS ,
Plaintiff, Case No. 2:11ev-1037
V. Judge Peter C. Economus
MEDTRONIC, INC. , et al. MEMORANDUM OPINION AND ORDER
Defendans.

Plaintiff Christopher Hawkins filed this actiataimingthathe was injured by a medical
device made bipefendant Medtronic, Incin his Amended Complaint, PHiff alleges that the
device, aMedtronic Implantable Pulse Generatdiodel #7425 (hereinafter “IPG”) was
defective and had to be replaced due to Defendant’s failure to satisfy its iobhBgander the
Federal Food, Drug, and Cosmetic Act, as amended by the Medical Device Amendments
1976 21 U.S.C. 801et seq (Am. Compl. 189.) Plaintiff filed this actionasselihg various
causes of action under Ohio lawThis matteris before the Court for consideration of
Defendants Motion toDismiss. (Dkt. 16) For the reasons set forth below, the Court hereby
GRANTS IN PART andDENIES IN PART Defendant’s Motion.

l. Background

Plaintiff assertsthe following facts. On October 12009, the IPG was surgically
implanted into Plaintiff's back. The IPG is designed to send electrical polgke spinal cord
in order to interfere with the transmission of pain signald eplace them with a tingling
sensation called parasthesia. (Am. Compl.){For a few months, the IPG worked as expected.
(Id. at §12.) However, in late December 2009 or early January 2010, Plaintiff began
experiencing painful shocks at the implaite, even when he occasionally turned off the device

in an attempt to alleviate the shockdd. @t 1113-14.) On numerous occasions, Plaintiffs’
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doctors, with the assistance of a Medtronic agent, unsuccessfully ademfitethe IPG. Id. at
1115416.) On March 22, 2010, Plaintiff's doctor, after consulting with a Medtronic agent,
determined that the IPG needed to be replackt.at 117.) On March 31, 2010, the IPG was
excised and replaced by a new modéd. &t 118.)

[l Preemption Under The Medical Device Amendments

Congress enacted the Medical Device Amendments of 1976 (“MDA”) “to providado
safety and effectiveness of medical devices intended for human Nesltroric, Inc. v. Lohr
518 U.S. 470, 474 (1996) (quoting 90 Stat. 539). The MDIAssifies medical devices in three
categories based on the risk that they pose to the pulddicat 477. Class | devicgsesenino
unreasonable risk of illness or injury aae subject to minimal regulationd. at 47778 (citing
21 U.S.C. 8860c(a)(1)(A)). Class Il devices are potentially more harmful and consply with
increased regulation but may be marketed without advance appldvat.478 (citing 21 U.S.C.
8§ 380c(a)(1)(B)). Class Ill devicesither“presenf] a potential unreasonable risk of illness or
injury” or are”purported or represented to be for a use in supporting or sustaining hunan life
for a use which is of substantial importance in preventing impairment of humainhddl at
478 (citing8 360c(a)(1)(C). Before a manufacturer may introduce a new Class Il device to the
market, the manufacturer must provide the FDA withhemsonable assurariaghat the device is
safe and effectivéhrough a rigorous process known as “premarket approval” or “PMd.’at
478 (citing 21 U.S.C. § 360e(d)(2)).

At issue in this case is the preemption provision of the MDA, contained in 21 U.S.C.
§ 360Ka), which providegjenerally that:

.. .no State . . may establish or continue in effect with respect to
a device intended for human use any requirement

! Section 360k(b) provides that exemptions may be granted to statsceniin circumstances.
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(1) which is different from, or in addition to, any
requirement applicable under this Act to the device, and

(2) which relates to the safety or effectiveness of the device
or to any other matter included in a requirement applicable
to the device under this Act.
The Supreme Court has held that this proviseimply was not intended to pempt most, let
alone all, general commdaw duties enforced by damages actiondfedtronic, Inc. v. Lohr
518 U.S. 470, 491 (1996) Rather,
[s]tate requirements are pempted under the MDA only to the
extent that they arédifferent from, or in addition to the
requirements imposed by federal law. Thus368k does not
prevent a State from providing a damages remedy for claims
premised on a violation of FDA regulations; the state duties in
such a cas#parallel” rather than add to, federal requirements.
Riegel v. Medtronic, In¢552 U.S. 312, 330 (2008}i{ing § 360k(a)(1);Lohr, 518 U.S. at 495).
In fact, he Supreme Court has noted that “[t|he presence of a damages remedy does not amoun
to [an] additional or different ‘requirement. . ; rather, it merely provides another reason for
manufacturers t@omply with identical existing ‘requirements’ under federal lavi.6hr, 518
U.S. at 495.

To determine whether a state requirement isgonpted, the Couffirst “must determine
whether the Federal Government has established requirements applicabhe wévice in
qguestion. Riege] 552 U.S. 312, 321 (2008) (quoting380k(a)). The Supreme Court has
interpreted 860k(a) “in a manner ‘substantially informed’ the FDA regulation set forth at 21
CFR 8808.1(d),” which regulation states that “state requirements arenppéed ‘only when the

Food and Drug Administration has established specific counterpart regslati there are other

2 In Lohr, Medtronic “argue[d] that the plain language of the statuteepmgts any and all commdaw claims
brought by an injured plaintiff against a manufacturer of medicategev Lohr, 518 U.S. at 486. The Court found
that, under Medtronic’s view of theastite, “Congress would have barred most, if not all, relief for peiigjured

by defective medical devices,” with the “perverse effect of granting caeeniphenunity from design defect liability
to an entire industry that, in the judgment of Congress, needed morerdtremaation.” Id. at 487.
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specific requirements applicable to a particular devideiége] 552 U.S. at 322 (citing.ohr,
518 U.S. at 495, 500-01); 21 CFR § 808.1(d).

Defendant correctly points outhat “[c]laims involving a PMAapproved device
automatically satisfy [this] first condition of the preemptiest.” (Dkt. 161 at 4.) InRiege)
the Supreme Court held that PMA “imposes ‘requirements’ under the MDA as [thal Cour
interpreted it inLohr” because, “[u]nlike general labeling duties, [PMA] is specific to individual
devices.” Riege| 552 U.S. at 322-23.

If the federal requirementsatisfy the first condition of the preemption tetste Court
“must then determine whether [thdaintiff's] commonlaw claims are based upostdtg
requirements with respect to the device that are ‘different from, or in additiorheofederal
ones, and that relate to safety and effectivenesRiegel 552 U.S.at 32122 (quoting
8 360k(a)). “[R]eference to a State’s ‘requirements’ includes its contaanduties” including,
for example, commotaw causes of action for negligence and strict liabilRyege) 552 U.S. at
323-24 (citingLohr, 518 U.S. at 512 As noted above,drause “[s]tate requirements are-pre
empted under the MDA only to the extent that they are ‘different from, odditien to’ the
[federal] requirement’ Riegel 552 U.S. at 330 (citing 8 360k(a)(Lphr, 518 U.S. at 495).

Where the preemption issue is decided on the pleadings, and the complaint has not
defined “the precise contours of [the plaintiff's] theory of recovery,” but “tléar that the ...
allegations may include claims that [the defendant] has, to the extent that tbiewielated
FDA regulations,” the Supreme Court has held that these claims “can be nesintathou

being preempted by 860k.” Lohr, 518 U.S. at 495.




. Standard of Review

Defendant seeks dismissal under Federal Rule of Civil Procedure 12(b)(6), which
requires dismissal if the complaint fails to state a claim upon which relief agramied. While
Rule 8(a)(2) requires a pleading to contain a “short and plain statentbetaéim showing that
the pleader is entitled to relief,” in order “[tjo survive a motion to dismiss, a leamhpust
contain sufficient factual matter, accepted as true, to ‘state a claim to ratief fHausible on its
face.” Ashcroft v. Igbgl129 S. Ct. 1937, 1949 (2009) (quotidgll Atl. Corp. v. Twomb|y550
U.S. 544, 570 (2007)). Furthermore, “[a]lthough for the purposes of a motion to dismiss [a
court] must take all of the factual allegations in the complaint as trupsJitjot bound taccept
as true a legal conclusion couched as a factual allegatthn129 S. Ct. at 194%0 (quoting
Twombly 550 U.S. at 555) (internal quotations omitted).
The context of MDA preemption affects the application of this standard, asnexdiby

the Western District of Kentucky

In the context of MDApreemption,Twomblyand Igbal make a

plaintiff’s job more difficult than it would be in a typical product

liability case. When facing MDApreemptiona plausible cause of

action requires, among other things, a showing that the alleged

violation of state law parallels a violation of federal lawhis

additional step requires some greater specificity in the pleadings.

However, our appellate courts have been unable to agree upon the

precise level of thatpecificity. Nonetheless. . . a plaintiff must

provide ‘more than labels and conclusions, and a formulaic
recitation of the elements of a cause of action will not do.”

White v. Stryker Corp.818 F. Supp. 2d 1032, 1037 (W.D. Ky. March 25, 2011) (quoting
Twombly 550 U.S. at 555)emphasis addedHowever as noted above, the Supreme Court has
held that, to avoid preemption, the complaint need not define “the precise contours of [the
plaintiff's] theory of recovery,” if it alleges that the defendant has violateA F&yulations.

Lohr, 518 U.S. at 495.




V. Plaintiffs’ Claims

Because Plaintiff's claims involve a PMa#pproved device and therefore satisfy the first
condition of preemption, the Court movestordetermine whether each claim against Defendant
Medtronic is based on parallelstate requiremerdr onethat is “different from, or in additional
to” the federal requirements.

A. Count One: Design and Manufacturing Defect

In Count One, Plaintiff alleges that Defendant “designed, manufacturedbutisttiand
sold the IPG[], an unreasonably dangerous, malfunctioning, and defective product to Ohio
consumers, including Plaintiff Hawkiris (Am. Compl. 41) Plaintiff allegesthat the IPG
“contained a design and/or manufacturing defect, was adulterated, failed tty aoithpPre
Market Approval specifications, was not safe and/or effective, wascowiorming, and/or
violated performance standards(ld. at 43.) Plaintiff akkges that this “defect rendered [the
IPG] more dangerous than an ordinary consumer would expect when used in an intended of
reasonably foreseeable mannefld.) Plaintiff alleges that Defendant has therefore violated the
statutes and regulatiofisted below and is strictly liable fdine resulting injuriegid. at 43, 44):

i. The following sections of the Ohio Revised Code:

a. Section2307.74, which provides that “[a] product is defective in manufacture
or construction if, when it left the control of its manufacturer, it deviated in a
material way from the design specifications, formula, or performance
standards of the manufacturer, or from otherwise identical units manufactured
to the same design specifications, formula, or performance standards.”

b. Section2307.75, which providegenerallythat “a product is defective in
design or formulation if, at the time it left the control ofmanufacturer, the
foreseeable risks associated with its design or formulatiorexceeded the
benefits associated with that design or formulation

ii. The MDA, including but not limited tthe following sections of Title 21 of the U.S.
Code:




Section351, which describes the circumstances under which a “device shall
be deemed to be adulterated.”

Section360(e), by which the Court assumes Plaintiff meant § 360e, which sets
forth the rules regarding the PMA process.

Section360(d), by which the Court assumekintiff meant §860d, which
sets forth the rules regarding performance standards.

Section360(h), by which the Court assumes Plaintiff meaB6@h, which
sets forth the rules regarding the FDA's authority to issue notifications
regarding unsafe devicesd provide other remedies.

iii. The following sections of Title 21 of the Code of Federal Regulations:

a.

Section 820.1, which sets forth the scope of the FDA’s quality system
regulation.

Section 820.5, which requires medical device manufacturers to establish and
maintain a quality system.

Section 820.20, which provides for management responsibility.
Section820.22, which requires quality audits.

Section 820.25, which sets qualificatioequirements for manufacturer
personnel.

Section 820.30, which provides that manufacturers must “establish and
maintain procedures to control the design of the device in order to ensure that
specified design requirements are met.”

Section 820.70, which set®rth rules regarding production and process
controls.

Section820.72, which sets forth rules regarding inspection, measuring, and
test equipment.

Section820.75, which sets forth rules regarding process validation.

Section 820.80, which requires manufacers to “establish and maintain
procedures for acceptance activities includ[ing] inspections, tests, or other
verification activities.

Section 820.86, which requires manufacturers to identify the “conformance or
nonconformance of product with a@tance criteria .. throughout
manufacturing, packaging, labeling, installation, and servicing of the product
to ensure that only product which has passed the required acceptance activities




is distributed, used, or installed.”

I.  Section 820.90, which reques manufacturers to “establish and maintain
procedures to control product that does not conform to specified
requirements.”

m. Section 820.100, which requires manufacturers to “establish and maintain
procedures for implementing corrective and preventive action” to address
nonconforming product.

1 Design Defect
Defendant incorrectly argues that design defect claims are automatically preenixed

the MDA. “[W]here the FDA has specifically approved of the design of the dduice

investigational purposeshe Sixth Circuit has held that “[tjo allow a cause of actiondisign

defect ... would thwart the goals of safety and innovatioMartin v. Telectronics Pacing Sys.
105 F.3d 1090, 1099 (6th Cir. 1997) (emphasis added). The same analysistcgysy to a
non-nvestigational device approved through the PMA process; howevesee Kemp v.
Medtronic, Inc, 1999 U.S. Dist. Lexis 22470, *287 (S.D. Oh. Jan. 12, 1999) (holding that the
same analysis applies, dismissing design defect claowsiiuled Kemp v. Medtronic231 F.3d

216, 226 (6th Cir. Ohio 2000) (affirming on different grounds after determining that the
purported state requirements exceeded the specific design requirements irhposgd the
PMA process).

In Kemp which was decided on sunary judgment, “[tlhe essence of plaintiffs’ [state
law design defect claim was] that Medtronic failed to coat the lead” to a pacemakeiftora un
thickness. Kemp 231 F.3d at 229.Because thé&ixth Circuit found that the specific federal
requirements established through the PMA process did “not include a requirementhas to t
thickness” of thecoating that Court concluded thdhe plaintiff's state law claim “would ...
impose a requirememtifferent from and in addition to those established by the FDW.” at

230. The state law claim was therefore preempted.
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As in Kemp the state law design requirements must not exceed the specific design
requirements imposed through the PMA praceBecausehe preemption issue here must be
decided on the pleadings, and the complaint has not defined “the precise contours of [the
plaintiff's] theory of recovery,” the Court can not engage in a detailed casopasf the specific
state and federal requirements at issue. However, because “it is clear thatatlegations . .
include claims that [Defendant] has..violated FDA regulations,” these claims “can be
maintained without being prempted by 860k.” See Lohr 518 U.S. at 495. The Court
thereforeDENIES Defendant’s motion as #laintiff’'s design defect claim

2. Manufacturing Defect

Defendant asserts simply that “[a] manufacturing defect claim is undenisgnpted,”
qguoting Riegelfor the proposition that “the MDA preempt[s] a negligent manufacturing claim
insofar as it [is] not premised on the theory that [the defendant] violated federal(Dkt. 161
at 78 (quotingRiege] 552 U.S. at 320) While Defendant’s quotation frorRiegelis taken out
of context, the Supreme Court did hold ttreg MDA “does not prevent a State from providing a

damages remedy for clairpsemised on a violation of FDA regulatigribe state duties in such a

case ‘parallel,” rather than add to, fedemdjuirements.” Riege] 552 U.S. at 33@emphasis
added)citing Lohr, 518 U.S. at 495).

While the complaint has not defined “the precise contours of [the plaintiff's] theory of
recovery,” and the Court cannot engage in a detailed comparison of théecsgiatsf and federal
requirements at issue,igt clear from the allegations that Plaintiff's claim is in fact premised on
the theory that Defendant violated federal lawhe Court therefordDENIES Defendant’s
motion as tdPlaintiff’'s manufacturing defeatlaim. See Riegeb52 U.S. at 33Q;0hr, 518 U.S.
at 495.

The Court notes that if, following the completion of discovery, it appears thatifla
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cannot sustain a claim under state requirements that parallel federal remis;,eDefendant
would befree to file a motion for summary judgment.

B. Count Two: Failure to Warn

In Count Two, Plaintiff alleges that Defendant “knew or should have known of the
potential for and/or actual presence of the defect,” and, “[h]asurndp knowledge, Defendant
failed to provide adequate warnings and/or instructions, both at the time of mgrket
afterwards.” (Am. Compl. £9.) Plaintiff alleges that Defendant thus violatbd following
statutes and regulationisl (at 49-50):

i. Ohio Revised Code&s§ 2307.76and 2307.80, whiclprovide a cause of action for
product liability against a manufactunehich knows or should have known about a
risk and fails to provide reasonable warning or instruction regarding the risk.

ii. 21 U.S.C. 8360(h) by which the Court assumes Plaintiff mear&8h, which sets
forth the rules regarding the FDA'’s authority to issue notifications regandisafe
devices and provide other remedies.

iii. 21 U.S.C. 860(i), by which the Court assumes Plaintiff mear268i, which
requires manufacturers to establish and maintain records, make reports, and provide
information to assure that devices are not adulterated or misbranded and to otherwise
assure safety and effectiveness.

iv. 21 C.F.R. 88 803.50 and 803.52, which desadp®rting requirements.

v. 21 C.F.R. 8 814.82, which descritdkowablepostPMA requirements

Defendant argueshat Plaintiff's failure to warn claim is preemptediting In re
Medtronic Inc, 592 F. Supp. 2d 1147, 1159 (D. Minn. 2009), in which that doeid that
“[m]andating that a manufacturer provide warnings beyond those on the device label would
impose requirements ‘different from, or in addition to’ those approved by the FDA, and are thus
preempted.”

To the extent that Plaintiffs allege that Defant$’ FDAapproved warnings “were

inadequate under Ohio law,” such claims would be preemptedmp 231 F.3d at 237.
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However, to the extent that Plaintiff alleges “a claim for breach of [Med{s}rduty under state
law to warn ... of potential risks .. based on information obtained subsequent to FDA approval
of the device,” it is not clear whether such a claim would be preemptdednot reaching the
guestion).

As with Count One, the complaint has not defined “the precise contours of [the
plaintiff's] theory of recovery,” and the Court cannot engage in a detailed comparisbe of t
specific state and federal requirements at issuas diear from the allegations, however, that
Plaintiff's claim is premised on the theory that Defendant violate@ré law. The Court
thereforeDENIES Defendant’s motion as to Count Tw8ee Riegeb52 U.S. at 33Q;0hr, 518
U.S. at 495.

The Court notes that if, following the completion of discovery, it appears thatifla
cannot sustain a claim under staggjuirements that parallel federal requirements, Defendant
would be free to file a motion for summary judgment.

C. Count Three: Negligent Handling

In Count Three, Plaintiff alleges that Defendant “failed to establish and/ortaimain
adequate distribution, installation, handling, and/or inspection instructions and/edymes’ in
violation of the MDA and 21 C.F.R. £20.140, 820.150, 820.160, and 820.170. (Am. Compl.
154)

Because Plaintiff does nadentify a cause of actiomnder Ohio law, and the MDA
provides nonel,.ohr, 518 U.S. at 487, Count ThreeD$SMISSED.

D. Count Four: Breach of Express and Implied Warranties

In Count Four, Plaintiff alleges that “Defendant breached its expressednghidd

warranties regarding the safety and utility of its dede IPG[].” (Am. Compl. § 58.)
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1. Express Warranty

Defendant argues thBlaintiff's claim ofbreach of express warrang/preemptedciting
the Fifth Circuit's decision inGomez v. St. Judge Med. Diag Div., |né42 F.3d 919, 932
(2006) (Dkt. 161 at10) In Gomezthe Fifth Circuitstatedthat, according to all but one of the
appellate courts which had considered the issue, a district court must “loagtitthe general
duties imposed by the stdtev causes of action and consider the effect a successful lawsuit .
would have and deterine whether they threaten the federal PMA process requirements.”
Gomez 442 F.3d at 9280. The Fifth Circuitheld that the plaintiff's claim fobreach of
express warrantynder Louisiana lawas preempted because it would rely on a factual finding
tha the defendant’s representations regarding the medical device were untrwaus@¢hose
representatios—including the label, warnings, and [instructions for usejereapproved by the
FDA through the PMA process, the duties arising under [state laatgriel, and are potentially
inconsistent with, the federal regulatory schem@&dmez442 F.3d at 932.

Here, however, a claim for breach of express warranty does not requidéng that the
representations are untrue. The elements of such a cldien @hio law are as follows:

(1) the manufacturer of the product, through advertising, makes

representations regarding the quality and merit of its
product,

(2) the representations are aimed directly at the ultimate
consumer, urging the consumer to purchase the product,

(3) the consumer, relying on the manufactiseepresentations,
does purchase the product, and

(4) the consumer suffers harm as a result of that reliance.

Wagner v. Roche Lab.709 N.E.2d 162, 166 (Ohio 1999) (citirfigogers v. Toni Home
Permanent Cq.167 Ohio St. 244 (1958)).Because an Ohio claim for breach of express

warranty does not require a finding that the manufacturer’s representagamstiare, the Court
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finds that a successful lawsuit would not “threaten the federal PMA procesemeenis.” See
Gomez442 F.3d at 929-30.
Defendant develops no other arguments as to this claim, amétitsn iSDENIED as to
Plaintiff's claim for breach of express warranty.
2. I mplied Warranty
The elements of an Ohio claim for breach of implied warranty claim are:

(1) the existence of a defect in the product manufactured and
sold by the defendant,

(2) the defect existed vem the product left the hands of the
defendant, and

(3) the defect was the direct and proximate cause of the
plaintiff's injuries.

Tompkin v. Philip Morris USA, Inc362 F.3d 882, 903 (6th Cir. 2004) (citikighite v. DePuy,
Inc., 129 Ohio App. 3d 472, 718 N.E.2d 450, 456 (Ohio Ct. App. 1998)). While Plaintiff
does not identify the federal violations that correspond to this claim, his othes abarly
identify such violations.

According toDefendant the RiegelCourtheld that‘the MDA pre-empt[s] claims of . . .
breach of implied warranty.(Dkt. 16-1 at 10 (quotindRiegel 552 U.S. at 3221).) Defendant
again takes a quote out of context; RiegelCourt was merely stating thewer courts ruling.
TheRiegelCourtin factheld that the state law “duties underlying negligence, diaioility, and
implied-warranty claims” were requirements subjecptdentialpreemption Riege] 552 U.S. at
327-28. However, the Court did not address whether such requiremertaticase were
“different from, or in addition to” the federal requiremeratsd therefore preempted, because the
plaintiffs had not argued below that the state requirements were pdrmalkble federal
requirements.d. at 330.

While the complaint has natefined “the precise contours of [the plaintiff's] theory of
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recovery,” and the Court cannot engage in a detailed comparison of the spdeifandtéederal
requirements at issue,igt clear from the allegations that Plaintiff's claim is in fact prechien
the theory that Defendant violated federal lawhe Court therefordDENIES Defendant’s
motion as to Plaintiff's implied warranty clainSee Riegel552 U.S. at 330;.0hr, 518 U.S. at
495.

The Court notes that if, following the completiond$covery, it appears that Plaintiff
cannot sustain a claim under state requirements that parallel federal remgis;,eDefendant
would be free to file a motion for summary judgment.

E. Count Five: Negligent and Fraudulent Misrepresentation

In Count Five, Plaintiff alleges that “Defendant provided a defective product wiieth fa
to conform to [Defendant’s] representations,” and that Defendant “negligeartiti/or
fraudulently misrepresented the safety and utility of” the IPG, in violatiddhad Revised Code
§ 2307.77 and 21 C.F.R. § 801.6. (Am. Compl. 1 63.)

The Sixth Circuit has held that, in the context of investigational devitas)s under
Ohio Revised Code 8307.77 are preempted by the MDMartin v. Telectronics Pacing Sys.
105 F.3d 1090, 1100 (6th Cir. 1997) (citinartin v. Telectronics Pacing Sys.0 F.3d 39, 42
(6th Cir. 1995)).Findingno reason to distinguish representations made regarding investigational
devices from representations made regardingineestigational devices, the CoBRANTS
Defendant’s motion as to Count Five.

F. Count Six: Failure to Report

In Count Six, Plaintiff alleges that Defenddifidilled] to adequately and accurately
record and/or report a malfunction, adverse event, reportable event, and/or pnadlem
assocated with [the IPG],” in violation of 21 U.S.C.30(i) and 21 C.F.R. §803.1, 803.10,
803.50, 803.52, 814.82, 820.65, 820.90, 820.184, 820.186, 820.198, 820.200, and 821.25. (Am
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Compl. 168.) Plaintiff alleges that Defendant “failed to have a systendentify defective
products, to maintain a quality system record, [and] to maintain a device historg[r] and
failed to properly investigate and/or report a complaint or service a devide.” (

The MDA provides no private cause of actidmhr, 518 U.S. at 487, and Plaintiff
identifies no cause of action under Ohio law. Even assuming that Ohio law provides afcause
action for Claim Six, such a claim would be preempted by the MDAe Supreme Court has
held that a “statéaw fraudon-theFDA claim[] [would] conflict with, and [is] therefore
impliedly preempted by federal law.'Buckman Co. v. Plaintiffs’ Legal Comnd31 U.S. 341,

348 (2001). ThéBuckmanCourt explained that the FDA is amply empowered to punish and
deter fraud against it, artde agency uses this authority “to achieve a somewhat delicate balance
of statutory objectives” that “can be skewed by allowing frangheFDA claims under state

tort law.” Buckman531 U.S. at 348Claim Six therefordails to state a claim upon wihigelief

can be grantednd is herebypISMISSED.

V. Conclusion

For the reasons discussed above, Defendant's MstiBRANTED as to Counts Three
Five, and SixandDENIED as to Counts One, Two, and Four. k{D16) COUNTS THREE,
FIVE, andSIX are herebypISMISSED.

IT 1S SO ORDERED.

/s/ Peter C. Economus- September24, 2012
UNITED STATES DISTRICT JUDGE
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