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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF MARYLAND

LEWIS WILLIAMS, JR., et al.

V. . Civil No. CCB-14-3138

SMITH & NEPHEW, INC.

MEMORANDUM

Lewis Williams, Jr, and his wife, Angela Williams, filed this lawsuit against Smith &
Nephew, Inc—makerof the Birmingham HifgResurfacing SysteifiBHR System”) at theenter
of this lawsuit—alleging state law claims of negligence, strict liability, breach of warranty,
loss of consortiumTheWilliamsesallegeSmith & Nephewdeviated, in severatays from the
requirements the Food and Drug Administration (“FDA”) set in its order appyakeBHR
System for commercial distributiorin their view, thesaleviationsultimatelycaused Mr.
Williams, the recipient ot BHR System implanpermanent and irreversible harfresently
pending isSmith & Nephew’s motion to dismigsr failure to state a clainwhich invokesas
defensesexpress preemptiomnder 21 U.S.C. 8 360k of theddical Device Amendments of
1976 (“MDA”) , implied preemptiomnderBuckman Co. v. Plaintiffs’ Legal Comrb31 U.S.
341 (2001), and Rule 8 insufficiency. For the reasons stated #toithh & Nephew’snotion
will begrantedin part and denied in part.

BACKGROUND

In 1976,Congress passed the MDIn response to the mounting consumer and

regulatory concern” over medical devices, whietd not previously been subject to federal

regulation Medtronic, Inc. v. Lohr518 U.S. 470, 476 (1996).h& MDA changed that by
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imposing on medical devicea fegime of detailed federal oversighRlegel v. Medtronic, In¢.
552 U.S. 312, 316 (2008).

The level of oversightstablished bthe MDA regimevaries according ta medical
device’ssafetyrisks. Class | devicessuch as elastic bandages and examination gleses
least risky, and arenerefore “subject to the lowest level of oversight: ‘general controls,” fuch a
labeling requirements.1d. (quoting 21 U.S.C. 8§ 360c(a)(1)(A)Tlass Il devices-such as
powered wheelchairs and surgical drap@se subject to “heightened oversight mechanisms,
such as ‘performance standards [and] postmarket survelllahc&/alker v. Medtronic, Ing¢.
670 F.3d 569, 572 (4th Cir. 2012) (quoting 21 U.8G860c(a)(1)(B)) Class Ill devices-such
as replacement heart valves and pacemaker pulse generaterthe most risky, and are subject
to “the highest level of federal oversightd. Accordingly, “[bjeforea new Class Il device
may be introduced to the market, the manufacturer must provide the FDA with a alglason
assurance’ that the device is both safe and effedtiyebmpleting thepremarket approval
(“PMA”) process. Lohr, 518 U.S. at 477 (citing 21 U.S.C. § 360e(d)(2)).

PMA is a “rigorous” processRiegel 552 U.S. at 317 (quotingohr, 518 U.S. at 477)lt
requires a devicenakerto provide, among other things: information concerrartgvice’s
safety and effectiveness; “a full statement of gtemponents, ingredients, and properties”; the
methods and facilities used to manufacture it; and examples of proposed labeling.Q28U.S
360e(c)(1). “This typically requires a ‘multivolume applicationWalker, 670 F.3d at 573
(quotingRiege] 552 U.S. at 317). The FDA then reviews the device, and, after “weighing any
probable benefit to health from the use of the device against any probable nigikyobr illness
from such use[,]” 21 U.S.C. § 360c(a)(2)(C), decides whether to grant premarket approval.

Further, “the FDA may condition its grant of premarket approval upon certaingegaunts.”



Walker, 670 F.3d at 573The PMA procestakes, on average, 1,200 houRiege) 552 U.S. at
318.

After a device receives FDA approvtle MDA “forbids the manufacturer to make,
without FDA permission, changes in design specifications, manufacturingsprdedeeling, or
any other attribute, that would affect safety or effectivenedgalker, 670 F.3d at 573 (quoting
Riegel 552 U.S. at 319 To make any such change, a manufacturer must submit a supplemental
application that is “evaluated under largely the same criteria as an initial sipplicRiege|
552 U.S. at 31%ee als®1 U.S.C. § 360e(d)(6)(A)(i).

PMA also imposes reportimgquirements after a device has been approgedRiege)
552 U.S. at 319 (citing 21 U.S.C. 8§ 3608.devicemaker has, foexample,

the obligation to inform the FDA of new clinical investigations or scientific

studies concerning the device which tbejicemaker]knows of or reasonably

should know of, 21 C.F.R. § 814.84(b)(2), and to report incidents in which the

device may have caused or contributed to death or serious injury, or

malfunctioned in a manner that would likely cause or contribute th deat

serious injury if it recurred, § 803.50(a).

Id. at 319. The FDA “has the power to withdraw premarket approval based on newlydeporte
data or existing informatioand musfdo so] if it determines that a device is unsafe or
ineffective under theonditions in its labeling Id. at 319-20 (citing 21 U.S.C. § 360e(e)(1)).

As will be described further belowfra section I.A,the MDA also includes an “express
pre-emption provision[,]'Riege] 552 U.S. at 316, which is codified at 21 U.S.C. 8§ 360k.

* %

The Williamses’ complaint alleges the followin§mith & Nephew designs,

manufactures, and sells the BHR System, a “ratahetal hip resurfacing prosthesis” made

from a cobalt chromium and molybdenum alloy. (Compl. 1 5, ECF NoThg BHR Sgtem is

a Class Ill device under the MDACompl 1 6.) Accordingly, it is subject to the PMA process.



In 2004, Smith & Nephew submitted an applicatiothe FDAfor premarket approval of
the BHR System. (Compl. §7.) On May 9, 200&, EDA “conditionally approv[ed]the BHR
System for commercial distributioCompl.  8see alsd’Is.” Opp’n Ex. 1, Approval Order,

ECF No. 11-1.)As a“condition for distribution’, the FDA's Approval Order required Smith &
Nephew to comply witlspecfic regulations and provisions of the Food, Drug, and Cosmetic Act
(“FDCA”").' (Compl. 11 888b.) TheApproval Order also outlined other post-approval
requirementgor Smith & Nephew including, for example, studies of the lorigen safety and
effectiveness of the BHR System fmatientsin the United Kingdonand United States

training program for doctors using the BHR System; submission of adverdeneaxt device
defect reports to the FDA; and labeling and warning obligati@empl. {1 8-8l.) The

Approval Order warned that failure to comply with any of these conditions would be grounds f
the withdrawal of FDA approval. (Compl. 19.) UpeceivingFDA approval, Smith &
Nephewbegan distributing the BHR System. (Compl. { 10.)

On September 21, 200@lr. Williams received an implant of the BHR System. (Compl.

1 11.) Over half a decade later, in April 20h8was admitted to a hospital with coughing,
shortness of breath, fatigue, weakness, and other symptoms of cardiomyopathy. (Compl. 1 12.)
His ejection fraction was 180%2 (Id.) In May 2013, Mr. Williams'sardiologist evaluated

Mr. Williams and, after blood testing, confirmed thathad cobalt and chromium poisoning.
(Compl. 1 13.) The cardiologist believed erosion of the BHRe®y had released metal ions

into, and poisonedyir. Williams’s bloodstream.Iq.) Accordingly, the decision was made to

! These include 21 C.F.R. §§ 801.109, 814.82, and 814.84&62D(e), 502(q), and 502(r) of the FDCA.

2 Ejection fraction is “a measurement of the percentage of blood leavindgthe]each time it contracts.” Martha
Grogan Ejection Fraction: What Des it Measure?Mayo Clinic (Feb. 20, 2013), http://www.mayoclinic.org/
ejectionfraction/experanswers/face0058286. “A normal heart’s ejection fraction may be between 55 and 70.”
Am. Heart Ass’nEjection Fraction Heart Failure Measuremeiteart.orgMar. 24, 2015), http://www.heart.org/
HEARTORG/Conditions/HeartFailure/SymptomsDiagnosisofHeartFailjeetienFractionHeartFailure
Measurement_UCM_306339 Article.jsp. “A measurement under fmavidence of heart failure or
cardiomyopathy.”ld.
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remove theBHR Systenmas soon as possible. (Compl.  14.) By June 2013, Mr. Williams’s
ejection fraction wag8%. (d.) On July 9, 2013, Mr. Williams’'BHR System was removed and
replaced with a ceramic hip replacement system. (Compl. {1 15.) The remoRefyBt¢m
showed signs of wear and tear. (Compl. { 16.) After removal, Mr. Williacobalt levels,
cardiomyopathy, and ejection fraction immediately began to improve. (Compl.  1AheBut
“long term toxic exposure” had caused “permanent, irreversible damdde.” (

On October 6, 2014he Williamsediled their four-count complaint. Count | alleges
negligence.The Williamsesallege thatwith respect to its development and distribution of the
BHR SystemSmith & Nephew hathe“duty to comply with and not deviate from the PMA
requirements contained in the BHR System’s FDA approval order[,]” the conditiopproival
attached to that order, and “other federal statutory and regulatory requirementsableptio the
BHR System.(Compl. 1 19-21.)These duties were ongoighat is, they existed even after
the FDA had issued its Approval OrdeSee€Compl.qf 2225.) “In parallel with” these duties,
Maryland law imposed on Smith & Nephew “pastle duties’to monitor the sale and use of the
BHR System; discover defects associated with the BHR System’snaseraan the government,
doctors, and users about those defects. (Compl. § 26.) Furthermore, “Maryland Bw treat
violations of federal statutes and regulations as evidence of common law neglige .”
(Compl. 1 27.) Smith & Nephew allegedly “failed to comply with and not deviate fie[ad]
conditions . . . .® (Compl. 1 28.) Andhibse failures meant that “the FDA, doctors implanting

BHR [S]ystems, and the public” did not know about the difficulties doctors and patientsthad w

% The Williamsesallege, for example, that Smith & Nephew failed to conduct requiretestadllect required

clinical data report to the FDA its awareness of many patients experiencing adversenearthe BHR System
warn the medical community or MWilliams’s doctors about those adverse reactions and the potential dangers
associated with metal poisonirigmplement an adequate training progrdotiow up on patienteported adverse
eventsissue PMA supplements or updated lajp@tal use a metal of a “different hardness” than that approved by
the FDA. SeeCompl. 11 284.)



the BHR System, as well #se metal poisoning risks associated with the device. (Compl. § 29.)
Had the FDAor Mr. Williams’s doctors known about thessks, Mr. Williams would not have
experienced the “longstanding exposure to high levels of cobalt and other metad} iofda”

that ultimatelyharmed him.(Id.) Moreover, had the FDA or Mr. Williams’s doctdysen “fully
informed” of the metal poisoning risks associated with the BHR System,prythemtiveaction
could and would have been taken. (Compl. 1 30-8%. proximate result of Smith &

Nephew's fdures, Mr. Williams received a BHR System implant that “released high levels of
cobalt and other metal ions into [his] bloodstream and caused him to develop metal poisoning,
cardiomyopathy, heart damage, and other injuries.” (Compl. {132 Williamsesclarify that
thiscount is “based solely on Smith & Nephew’s failure to comply with the PMA approdet or
and the conditions and requirements set by federal regulatory and statutcandeathat they

seek damages for violations of these duties “to the extent, and only to the extehéytinan t
parallel to the federal conditions and requiremen{€dmpl. 1 34.)

Count Il alleges strict liabilitypn the theory that the BHR System was “defective and
unreasonably dangerous,” both when it entered tkarstof commerce and when it was
implanted into Mr. Williamss body, as a result of deviations from FH2A’s requirements
(Compl. 1 36 As a result of these design and manufacturing defects, Mr. Williamsesuffe
and continues to suffer harm. (Conffl. 3738.) The Williamses again clarify they allege strict
liability only insofaras state requirements under that claim parallel federal ¢Gesnpl. § 39.)

Count Il alleges breach of both express and implied wartzaggd on repeated
assurances tdlr. Williams’s doctors that the BHR System “was a safe medical device, free from

known or unknown defects and hazards.” (Compl. § 41.) Smith & Nephew'’s sales materials

* Specifically, the BHR System was allegedly designed and manufactured aifferent “material hardness” than
that approved by the FDA; a material that “could not withstand thecfeabse wear and tear forces and expected
usage by patients”; and a diféat “material composition” than that approved by the FDA. (Compl. 14.B6a
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allegedly referred to the BHR Sysi&s durability in relation to other hip replacement systems.
(Id.)

Count IV alleges loss of consortium based on the “interfere[nce] with and |r{poily
The Williamses'marital relationship. (Compl. § 47.)

On November 21, 2014, Smith & Nephew motedismisdor failure to state a alm.

ANALYSIS

When ruling on a motion under Rule 12(b)(6), the court must “accept the well-pled
allegations of the complaint as true,” and “construe the facts and reasorfaigedes derived
therefrom in the light most favorable to the plaintiftbarra v. United Stated20 F.3d 472, 474
(4th Cir. 1997). “Even though the requirements for pleading a proper complaint are salbstanti
aimed at assuring that the defendant be given adequate notice of the nature obaiotaim
made against hinthey also provide criteria for defining issues for trial and for early disposit
of inappropriate complaints.Francis v. Giacomel]i588 F.3d 186, 19@th Cir. 2009).“The
mere recital of elements of a cause of action, supported only by conclugergestts, is not
sufficient to survive a motion made pursuant to Rule 12(b)(8)diters v. McMaher684 F.3d
435, 439 (4th Cir. 2012) (citingshcroft v. Igbal556 U.S. 662, 678 (2009)). To survive a
motion to dismiss, the factual allegations of a complaint “must be enough to rigiseta relief
above the speculative level on the assumption that all the allegations in the comglaire ar
(even if doubtful in fact).”Bell Atl. Corp. v. Twombly550 U.S. 544, 555 (2007) (internal
citationsomitted). “[A] plaintiff need not ‘forecast’ evidence sufficient to proveedlements of
the claim. However, the complaint must allege sufficient facts to establish thosmtde . . .
[and] advance the plaintiff’'s claim ‘across the line from conceivable to plausi Walters 684

F.3d at 439 (citations omitted) (quotimgvombly 550 U.S. at 570).



In its motion to dismissSmith & Nephewargues (1) section 360k of the MDA expressly
preemptghe Williamses’ claims (2) even were it otherwise, théilliamses’ claims are
impliedly preemptedand (3)the Williamses'claims are insufficient under Rule §he court
considers Smith & Nephew’s two preemption arguments first, and then its Rule 8 atrgume

|. Preemption

The Supremacy Clause provides thatléves of the United States “shall be the supreme
Law of the Land; . . . any Thing in the Constitution or Laws of aayeSo the Contrary
notwithstanding.” U.S. Const., art. VI, cl. ZConsistent with thafClause’sjcommand . . . state
laws thatconflict with federal law arewithout effect[]” —they are preemptediltria Grp., Inc.

v. Good 555 U.S. 70, 76 (2008) (quotiMgaryland v. Louisiana451 U.S. 725, 746 (1981)).
Preemption can occeitther expressly or impliedly. Exgss preemption occurs when Congress
“define[s] explicitly the extent to which its enactments-gnept state law English v. Gen.

Elec. Co, 496 U.S. 72, 78 (1990)mplied preemption occurgl) when state law “regulates
conduct in a field that Congress intended the Federal Government to occupy ekgllisive

(2) when state lawactually conflicts with federal law[,]” which exists “where it is impossible

for a private party to comply with both state and federal requirements; where state law

stands as an obstacle to the accomplishment and execution of the full purposes and aifjectives
Congress.”ld. at 79 (citations and internal quotation marks omitted).

“[T]wo cornerstones of [the Supreme Court’s] pre-emption jurisprudence” thede
preemptioranalysis. Wyeth v. Levingb55 U.S. 555, 565 (200%ee also Lohr518 U.S. at 485-
86. Firstis the presumption that “the purpose of Congress is the ultimate touchstone in every
pre-emption case."Wyeth 555 U.S. at 565 (quotirigohr, 518 U.S. at 485). Secondtise

“presumption against premptior},]” id. at 565 n.3, under which “Congress does not cavalierly



preempt” state law claimd.ohr, 518 U.S. at 485Instead the starting “assumption” is that “the
historic police powers of the States were not to berseded by the Federal Act unless that was
the clear and manifest purpose of Congre$s.{quotingRice v. Santa Fe Elevator Coy331
U.S. 218, 230 (1947)).

Smith & Nephew invokes both express and implied preemptiginimentsere.

A. Express Preemption

Smith & Nephewfirst argues that section 360k of the MDA expressly preempts all of the
plaintiffs’ claims. That section of the MDA states:

[N]o State or political subdivision of a State may establish or continue irt effec

with respect to a device intesd for human use any requiremer{t-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 detace or

any other matter included in a requirerhapplicable to the device under this

chapter.

21 U.S.C. § 360k(a). Thoughe parties agrethat section 360k expresses Congress’ intent to
preempt state requirementiseydisagree about the scope of that clause’s preemptive.effect
Riegelestablishe@ two-part inquiry to decide when a plaintifiséatecommon law

requirementsvere “different from, or in addition to,” federal ones and would therefore be
preemptedy section 360k. 552 U.S. at 32&ke also Walke670 F.3cat577-81 (discussing
and applyindRiegels “two-part inquiry”). The firstpart of the inquiry ask&vhether the Federal
Government has established requirements applicable to” the device atRssgel. 552 U.Sat
321. The seconplart askswhether the [plaintiff's] commo-law claims are based upon [state]

requirements with respect to the device that are ‘different from, or in additiohadéderal

ones, and that relate to safety and effectivendsis &t 321-22 (quoting 21 U.S.C. § 360k(a)).

® Although a close reading abhr suggests these presumptions might not apply to claims of implied preempt
the Supreme Court has “long held to the contrakyeth 555 US. at 565 n.3 (collecting cases recognizing the
presumption against preemption).



In elaborating onthis second parthe RiegelCourt held that “[a]bsent other indication, reference
to a State’s ‘requirementgicludes its commotaw duties’ Id. at 324. Riegelalsoreaffirmed
whatLohr had previouslylecided “8 360k does not prevent a State from providing a damages
remedy for claims premised on a violation of FDA regulations; the state dutigshia £ase
‘parallel,” rather than add to, federal requirementsfl]’at 330 (quoting.ohr, 518 U.S. at 495)
accord Stengel v. Medtronic, In@04 F.3d 1224, 1228 (9th Cir. 2013) (en banc) (“The rule that
emerges from [the Supreme CouM®A preemption] cases is that the MDA does not preempt
a statdaw claim for violating a statlaw duty that parallels a fedesiaw duy under the
MDA.").

Here, the federal government has established requirements “applicable B R
System which satisfies the first part of the inquiry. As the Supreme Court h&ckge)
“[ulnlike general labeling duties” applicable to Class | and Class Il devices, PMAetgisio
individual devices” and is “focused on safety[l{. at 322-23.And, “because all Class Ili
devicesare required to undergo theNIA] processfederal requiremenisxistwith respect to all
Class Ill devices[,]” including thBHR Systemat issue hereWalker, 670 F.3cat577.

As tothe second part of the inquirywhetherstate requirements exist “with respect to”
the BHR System that are not parallel to the federal requireméinéscourt concludes thabme
of the Williamsesclaims are preempted by section 36But others are not.

As an initial matter, the court concludes that the Maryland tort law duties the Williamses
allege are “with respect to” the BHR SysteRiegelsaidas much.See552 U.S. at 328
(rejecting argument that “the duties underlying negligence,-$titatity, and impliedwarranty

claims . . . are not requirements maintained ‘with respect to devices.”). AWdillrlensesdo

® Because, however, thiiegelplaintiffs had failed to argue before the Second Circuit that their clains
parallel, the Supreme Court did not decide thet@urs of whatonstituteda parallel claim.
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not dispute that Maryland common law dutaeg in every material respect, analogous to those
asserted under New York common lavRiegel But even if all othe Williamses'claims are
“with respect to” the BHR System, the questiemains: are they paralleuch that they evade
section 360ls preemptive effeét

The Williamses design defect clains not parallel. Thatclaim alleges Smith & Nephew
was required to use a different design for the BHR Systean though the FDA approved that
design in its Approval Order. In other words, Wéliamses“seek[] to impose a more
demanding standard than that of the FDA, rather than a parallel Breker, 670 F.3d at 580.
But “[a] common law tort claim that presupposeSlass Il device should have been designed in
a manner other than that contemplated by its premarket approval is . . . expresajyt@dey
the MDA as interpreted bigiegel” Id. at 580 (citing Riege] 552 U.S. at 324-25%¢ee also
Martin v. MedtronicInc., 32 F. Supp. 3d 1026, 1043-44 (D. Ariz. 2014) (collecting cases
holding design defect claims preempted). Section 360k expressly prebimpksim.

Nor is theér breach of implied warranty claim parallélhat claim alleges Smith &
Nephew violated warranties, imposed by operatiokafylandlaw, that goods areither“fit for
the ordinary purposes for which such goods are used[,]” Md. Code, Com. Law 8§ 2-314, or fit for
the “particular purpose” expressed by the device’s buyeg, 2-315. Yet theFDA, through the
PMA processexpressly definethe scope of a device’s “intended pis&l U.S.C. §
360e(c)(2)(A)(iv) and determineasll representationSmith & Nephew “is obligated to make
concerning” the BHR Systerchouest v. Medtronic, Ind3 F. Supp. 3d 692, 707 (S.D. Tex.
2014). Accordingly, aclaim for breach of an implied warraniglies on requirements imposed
by Maryland law that armore burdensome than those imposgdheMDA. Such a claim is

expressly preemptedseeMcCormick v. Medwnic, Inc, 101 A.3d 467, 491 (Md. Ct. Spec.
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App. 2014) (To the extent that the [plaintiffs] allege the breach of the implied warranties of
merchantability or fitness for a particular purpose, their claims aressipmpreempted[.)”

On the other handhe Williamsesfailure to warnclaimis parallel. Maryland tort law
recognizeghat a “duty to warn can undergird a negligence case in . . . a product liabibty acti
...” Gourdine v. Crews955 A.2d 769, 778Md. 2008)/ Moreover, this duty to warextends
beyondthe time of sale, and requirtte manufactureto make‘reasonable efforts” to convey an
effective warning.Owenslllinois, Inc. v. Zenobia601 A.2d 633, 646 (Md. 1992). And
reasonable effortwould, in some circumstancemtail a warning to a third party such as the
FDA. The Williamsesfailure to warnclaim tracksMaryland law’selementsSmith & Nephew
learned new information about the BHR Systerisks, yet failed tomake reasonable efforts to
issue a effectivepostsale warning And tis claim is parallel tseveral federaduties imposed
by the PMA including, for example, the duty to provide FDA with“Adverse Reaction” and
“Device Defect” reports, (Approval Order Attach. 1, Conditions of Approval, atiRgcl
C.F.R. § 814.82(a)(9))), and the duty under the Medical Device Reporting Regulatiepdd “r
to the FDA whenevdmanufacturersteceive or otherwise become aware of information . . . that
reasonably suggests that a device marketed by the noaumefa. . . [m]ay have caused or
contributed to a death or serious injyfy(id. at 3). So section 360k does not preempt this
claim. AccordHughes v. Boston Scientific Corp31 F.3d 762, 769 (5th Cir. 201(tJ o the
extent that [plaintiff] assertsfailure to warn claim based only on [the devinaker]'s failure to

comply with FDA regulations, . .such a claim is not expressly preempted.”)

" The Maryland Court of Appealsasstated that i the products liability domain a duty to warn is imposed on a
manufacturer if the item it produces has an inherent and hidden dangewaixh the producer knows, or should
know, could be a substantial factor in bringing injury to an individual” Id. at 780 (quotindMoran v. Faberge,
Inc.,, 332 A.2d 11, 20 (Md. 1975)).

8 The Williamsesassert negligendeased on breach of other dutigluding the duties train physicians, conduct
studiesandrecall theBHR System As described below, claims basedtbasedutiesareimpliedly preempted See
infra Section 1.B
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The samés truefor thar manufacturing defect claith.Maryland lawprovides for
recovery on a strict liability theory for unreasonably dangerous products sottefective
condition. See, e.gPhipps v. Gen. Motors Cor@B63 A.2d 955, 958 (Md. 1976). One way of
proving a product defect is by showing “a deficientyt$ manufacture[.]’Shreve v. Sears,
Roebuck & Cq.166 F. Supp. 2d 378, 407 (D. Md. 2001) (citBighpson v. Standard Container
Co, 527 A.2d 1337, 1339-40 (Md. Ct. Spec. App. 198THeWilliamsesassert such a theory
here the BHR System, as manufactured, deviated from its intesheldn and that deviation
caused Mr. Williarsharm And because thEDA approve that desiga-andonly that desighr—
any such deviation would also violdtee federal requiremenbutlined in the PMA Approval
Order AccordBausch v. Stryker Corp630 F.3d 546, 553 (7th Cir. 2010) (concluding that
“[plaintiff]'s claims for defective manufacture in violation of federal lang aot expressly
preempted by section 360k'Ggomez v. St. Jude Med. Ddy. Inc., 442 F.3d 919, 933 (5th Cir.
2006)(concluding that the district court “properly limited [the plaintiff]'s negligerlaims to a
claim that the [medical device] used in her surgery was defectively manufactureceledalis
not comply with thé=-DA-approved specificatiofigcitation omitted));McConologue v. Smith &
Nephew, InG.8 F. Supp. 3d 93, 105 (D. Conn. 2014) (holding that manufacturing defect claim
survived express preemption based on allegation that medical device “was not tneediiac
accordance with federal standards and that the failure to meet these standadedsinethd
defect observed on the device . . . This claim isnot preempted.

TheWilliamses’breach of express warranty claim is partly parallel and partlylhc.
parallel to the extent that it is based on those statements “made in volortanunications

with themedical profession or the public[.]McCormick 101 A.3dat487, 491. This is so

° Smith & Nephew does neippear targue section 360k preempite Williamsesmanufacturing defeatlaim.
(SeeDef.’s Mot. Dismiss15, ECF No. 8)
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because federal law “already requires [Smith & Nephew] to etisat@any warranty statements
it voluntarily makes are truthful, accurate, not misleading, and consistentpplibadble federal
and state law*® Riley v. Cordis Corp.625 F. Supp. 2d 769, 788 (D. Minn. 2008e also
Schouestl3 F. Supp. 3d at 70But the claimis not parallel to the extent that the claim is
“based solely on alleged warranties in the F&#proved labeling[.]’'McCormick 101 A.3d at
491 To hold Smith & Nephew liable “for making the statements that the FDA required it to
make, or . . . for not making statements that the FDA required it not to make,” would be to
impose state law requirements “different from, or in addition to,” federal ddeat 487;see
also Riley 625 F. Supp. 2d at 787E]xpresswarranty claims that are baksolely on the
contents of an FDA-approved label are expressly preempted by § 360k(a).”).

Finally, “[b]ecause the loss of consortium claim is derivativehad Williamses’] claims,
it survives to the extent that the other claims survivdcCormick 101 A.3d at 492 n.19

(citations omitted).

Walker—the Fourth Circuit’s only podRiegeldecision interpreting the MDA-supports
this court’s conclusions, even though Walkermajority ultimately affirmed the district court’s
holding that the Wes/irginia common law tort claims at issue were preemptek Walker
670 F.3d at 571. That holding was premised on the plaintiff's “concession that the device [at
issue] was designed, manufactured, and distrinntedmpliance witlihe terms of its mmarket
approval . . . .”Id. (emphasis added). The FDA’s approval letter “contained a number of
specific ‘Conditions of Approval[,]’ . . . [but] didotinclude the plus or minus 15 percent

specification” plaintiff alleged the defendant was requirecbtoply with. 1d. at 579 (emphasis

2 The PMAApproval Orderstates that the FDA “does not evaluate information related to contractyiabilit
warrantieg] [H]oweveryou should be aware that any such warranty statements must lié tagburate, and not
misleading, and must be consistent with applicable Federal and State lawproval Order, at 3.)
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in original). “[WI]ithout an express statement in the FDA'’s approval matétiasthe device at
issue was subject to that specification, the plaintiff's was an “attempt to impeskrough civil
tort liability [that] would impose additional requirements in violation of the MDA as interpreted
by Riegel” Id. at 579 n.5.

Here, unlike inWalker, the bulk of the Williamses’ claims assert that the BHR System
was manufactured and distributedt of compliancevith the tems of its PMA! That takes
those claims outside the scope of section 360k’s protecties, e.gBausch 630 F.3cat 553
(“Section 360k provides immunity for manufacturers . . . to the extent that they cantiply
federal law, but it does not protebem if they have violated federal law.”). The Williamses
have pointed to numerous “Conditions of Approval” and other requirements in the PMA that
they claim Smith & Nephew violated. These are valid predicates because\\alkbe
majority noted, “the FDA'’s [premarket] approval and the Conditions of Approval, taken
together, . . . establish[] the specific federal requirements for” Qladsvices like the BHR
System here670 F.3d at 579 n.G@lterations in original) (quotingemp v. Medtronic, Inc231
F.3d 216, 228 (6th Cir. 2000)). Atide Williamses rely on state law duties that paratieke
federal law duties. Section 360k does not preempt claims based odltiese

A survey of othedistrict court caseapplying section 360to claims against Smith &
Nephew for harm caused by the BHR Sysfarther supports the court’s conclusidis.

In Comella v. Smith & Nephew, In¢éor example, th&lorthern District of lllinoisheld
that section 360k did not expressly preepiptntiffs’ claim that Smith & Nephew had
“breached a common law duty by failing to advise the FDA about dangetstteahe manifest

after the product was put on the marketlo. 13 C 1850, 2013 WL 6504427, at(2.D. Ill.

™ As noted, althougthe Williamsesalso assert design defect and implied warranty claims, they are preempted.
12 Unpublished cases are cited for the soundness of their reasoning, amdamyt recedential value.
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Dec. 11, 2013).This was so because llbis common law’s duty to warn was “sufficiently
parallel” to requirements “under the [MDA] and CGMPs to make certain repuattdisclosures
to the FDA . .. .”ld.; see alsoElmore v. Smith & Nephew, In&No. 12 C 8347, 2013 WL
1707956at *2-3 (N.D. Ill. Apr. 19, 2013) (rejecting Smith & Nephew’s express preemption
argument) Tillman v. Smith & Nephew, IndNo. 12 C 4977, 2013 WL 3776973, at(18.D. Ill.
July 18, 2013) (“This court agrees with and ad@&tsores [express preemption] analysis.”).
Likewise herethe Williamsesllege a violation of the Maryland common law duty to warn,
which parallels the federduties under the MDA.

Although the Southern District of New York, @ale v. Smith & Nephew, Indismissed
several oplaintiff's claims—including for manufacturing and design defect argkénerapost-
sale duty to warA-the court did stbecause plaintiffd[id] not so much as reference the FDA,
federal law, or federal regulatiofor the former claim, and “neither specifie[d] the legali®as
for any such duty, nor to whom the duty [wa]s allegedly owed” for the latter. 989 F. Supp. 2d
243, 249-50 (S.D.N.Y. 2013Here, by ontrastthe Williamseshave pointed to a variety of
specific PMA requirements that Smith & Nephew allegedly violatetlhave a valid parallel
basis in Maryland negligence law.

In Herron v. Smith & Nephew, Ind¢he Eastern District of California ultimately
dismissed the plaintiff's complaimtith leave to amentecausewhile “[c]ertainly, some portion
of [plaintiff's] claims are not preempted,” the allegations were “so ambgjubat the court
could not decide which specific theoreescapeaxpress preemption. 7 F. Supp. 3d 1043, 1052
(E.D. Cal. 2014). Herehe Williamses’ complainis far less ambiguous. As noted below, the
complaintassertplausibleclaims

B. Implied Preemption
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Even ifthe Williamses’ claim&vadesection 360k’s preemptive scof@mith & Nephew
arguegheyare impliedly preemptedBut, with one small exceptiothe court finds thathe
Williamses’ claims are not impliedly preempted under either a field or conflietrgrton
theory. In fact, Smith & Nephew does not invoke field preemption in its briétisg.the court
addresses only its conflict preemption argument uBdekman

In Buckman plaintiffs sued for damages under state law based on injuries allegedly
caused by orthopedic bone screws, which were Class Il devices. 531 U.S. at 348. olnstea
suing the screws’ manufacturer, however, the plaintiffs sued the consulting comaigneglped
that manufacturer navigate the federal regulatory process on the theoryrtatatfraudulent
representations to the [FDA] in the course of obtaining apptovaarket the screws.Id. The
BuckmanCourt held that these “fraud-dahe-FDA” claims were impliedly preempted because
they “inevitably conflictfed] with the FDA'’s responsibility to police frauzhsistently with the
Administration’s judgment and olggves.” Id. at 350. In enacting the FDCAhe Court noted,
Congress “le[ft] no doubt that it is the Federal Government rather than grilgatets who are
authorized to file suit for noncompliance with the medical device provisions Id.at 38 n.4
(citing 21 U.S.C. § 337(a)).

In light of BuckmanSmith & Nephew argues thWilliamses’ claims are impliedly
preempted becausleey “seek to enforce the MDA and . . . second-guess the FDA's regulatory
decisions . ...” (Def.’s MoDismiss9.) Thereare two problems with Smith & Nephew’s
reliance orBuckman

The first problem is thaBuckmandoes not applyo the tort claims assertéere. Simply

put, none othe Wiliamses’ claims resemislthe statdaw “fraud-on-theFDA” claim asserted

13 Smith & Nephew argues that this court should “consider implied prig@mynder principles of conflict
preemption.” (Def.’s Mot. Dismis8.) But it never mentiogfield preemption.
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by the plaintiff inBuckman See531 U.S. at 348[Plaintiffs’] claims, like those irLohr, and

unlike those irBuckman are tort law claims based on manufacturing defects, not fraud on a
federal agency.’Bausch 630 F.3d at 55%ee alspe.g, Hughes 631 F.3d at 775 (“The

plaintiffs in Buckmarnwere attempting to assert a freestanding federal cause of action based on
violation of the FDA's regulations; the plaintiffs did not assert violation of a &igteuty.”).
Accordingly, thefederal interference rationalellowed in Buckmandoes not apply.

The second problem is that, ewgereit applicable hereBuckmandoesnot support a
finding of implied preemptionSee Stenge¥f04 F.3d at 1235 (Watford, J., concurring)
(explaining how “accepting that argument would require an unwarranted expansion of
Buckmars rationale”). Indeed creditingSmith & Nephew’s reading @duckmanwould
essentiallyrequire the implied preemption eferyclaim not already expressly preemptéiais
would be sdecausa “parallel” state lawclaim is, almosby definition, one thawill, in effect,
seek to enforce the federal requiremeata/hich it corresponds.

Buckmanitself forecloses such an expansive reading of its holding.true that the
BuckmanCourt was concerned about state’tamterferencen “the relationship between a
federal agency and the entity it requlfjésBuckman531 U.S. at 347. But the Court shielded
claims “relying on traditional state tort law whibhd predateche federal enactments” at issue.
Id. at 353. In other word8uckmanreft a gap—albeit a“narrow gap~—for some state law
claims. In re Medtronic, Inc., Sprint Fidelis Leads Products Liab. Ljt623 F.3d 1200, 1204
(8th Cir. 2010) (quotingriley, 625 F. Supp. 2dt777). As long as a plaintiff's alleged state law
claimdoes not “exist solely by virtue” of the federal requiremeatdaim threads that gap

Buckman531 U.S. at 353. For a statdaw claim to survive, then, theatin must be premised

18



on conduct that both (1) violates the FDCA and (2) would give rise to a recovery und&avstate
even in the absence of the FDCARIley, 625 F. Supp. 2d at 777.
The majority of the Williamsesemainingclaimsproperly thread thatagp. Theseclaims
do not exist solely because the PMA process exists; as alreadythetedavean independent
basis in Maryland tort lawhatpredats the requirements outlined in the PNM#Aocess See, e.g.
McCormick 101 A.3d at 492 (“The claim for breach of express warranty has a long and
venerable history in Maryland . . . .”). Anlid istrueevenif proving those independent state
law claims will rely in part, on evidence that ederal requirement was violat&ét
Some claims, however, do not thread the gepnoted supranote 9the Williamses
allege negligence based on Smith & Nephew’s violation of federal duties otherfthiameato
warn the FDA. Although it may be true that Smith & Nephew violated those feligras the
Williamsesdo not cite a single authority in their opposition brief showing that these are
actionable under state law. They do not suggest that Maryland law, for example, indépendent
providesa remedy for the failure to “conduct a study on the legrourve and training program
of doctors in th&Jnited States[;](Compl. T 8), or the failurgo “initiat[e] a voluntary recall[,]”
(Compl. 1 28g).Without a freestanding basis in state law, such claims are impliedly preempted.
In sum,the only claimsmpliedly preempted are those that are based on the violation of
federal duties but that have no freestanding basis in Maryland tort lagvWilliamses’
remainingclaims, based on the failure to waanenot impliedly preempted und&uckman
insofar as they do not remaganemised solelpn Smith & Nephew's violation of federal duties.

Il. Rule8 Sufficiency

14 Maryland law permits reliance on statutory violations to prove negligebee.Absolon v. Dollahit831 A.2d 6,
11 (Md. 2003) (“[T]he settled rule in Maryland is that a statutoryatioh is evidence of negligence.”).
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Smith & Nephew’s final argument is that the Williaméase not pled claims thate
sufficient under Rule 8‘There are no special pleadingquirements for product liability claims
in general, or for Class Ill medical device claims in particul@ausch 630 F.3d at 558The
Williamses must simply meet the plausibility standard applieédbal andTwombly With one
exception, heyhavedone so here.

The exception is the Williamses’ manufacturing defect claim. The Williamses make a
blanket statement that Smith & Nephew deviated from the design approved byAhd3ED
theydo not indicate what that design is, nor do they poiantpspecific factgending to show
such deviation.The Williamsesallege that the device had a “different hardness in metal and a
variance in other metallurgical properties that caused or allowed it to dogaksooner” than it
should have, (Compl. 11 28h-but at the same time adntitey have no information regarding
“the specific material composition and taess requirements of the metal used in the BHR
Systenf),]” (Opp’n 22-23, ECF No. 11)This claim is too speculativelhecourt will grant the
Williamses leave tgeek toamend this claimas they request, but they must add sufficiently
specific factual allegations to make their claim plausible

On the other handhé Williamsesfailure to warnclaimis plausible. The Williamses
allege that Smiit & Nephew “knew or should have known that its BHR System was causing or
contributing to serious injuries and were failing in the field.” (Compl.  28f.) dkimg this
claim, they allege that Smith & Nephew received over 600 adverse evens ripough
September 2011, yet delayed production of these reports to the FDA and followed up on only
two percent of them(ld.) Thisallegation is sufficiently specifito make it plausible Smith &
Nephewrespondsvith a causation argument: even had it warned relevantghitces like the

FDA or Mr. Williams’ doctor, Smith & Nephew’svarnings would not have affected Mr.
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Williams’ doctor’s decision to implant the BHR SystenseéDef.’s Mot. Dismiss11.) Even if
that is so, it is stilplausble that had he been warned, Mr. Williams’ doctor would have
removed the device earlief[A]t this juncture=—on a motion to dismiss=the [Williamseg’
allegations of causation are adequatsténgel 704 F.3d at 1234-35 (Watford, J., concurring).
The Williamsesbreach of express warranty claaisois plausible. Althoughhe
Williamses‘do[] not identifythe sales representatives” who allegedly made the alleged
representationand do not “identify when these statements were supposedly made&ff]s(D
Reply 14, ECF No. 1)2they do specify “the product literature at issue: sales literature,
warranties, [and] sales representations . .Fréderick v. Smith & Nephew, In&No. 1:13 CV
1220, 2013 WL 6275644, at *4 (N.D. Ohio, Dec. 4, 2018nreover, theyspecify what aspects
of the BHR System were the subject of these warranties, including “safetgttieéiness,” and
“durability.” (Compl. T 41.)Smith & Nephew’s sales representatives allegedly “repeatedly
warranted” that the BHR System did not have “the same wear and tear problaniat¢il
other systems, and that it used a manufacturing process that “prevented cob&ieancet!
ion release.” Ifl.) Those allegations are sufficiently spectficmake the claim plausible
Finally, Smith & Nephew notatie Williamses’ loss of consortium claish“derivative
of” the other three counts, and thus rises and falls with those other claims. {eplys5 n.3.)
It does notargue thathat claim fails tesatisfythe Rule 8 standard on any independent ground.
Accordingly, the loss of consortium claim survives alongside those claims oh iHdepends.
With the exception of the manufacturing defect claime Williamses’ claims meet the
Rule 8 standardThe Williamseshave done far more than “simply incant[ing] the magic words

‘[Smith & Nephew] violated FDA regulations’ . . . WolickirGables v. Arrow Int’l, InG.634
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F.3d 1296, 1301 (11th Cir. 2011) (quotimgre Medtronic, Inc. Sprint Fidelis Leads Products
Liab. Litig., 592 F. Supp. 2d 1147, 1158 (D. Minn. 2009)).
CONCLUSION

Section 360lexpressly preemptbe Williamses'design defect and implied warranty
claims. Thér remaining manufacturing defect, failure to warn, and express warrantysciae
parallelto the federal requirements applicable to the BHR System and therefore evade the reach
of that preemption clause. Furtheith a small exceptiorthese remaining claims are not
impliedly preempted undd&uckmannsofar as they are independently supported by Maryland
tort law. Finally, onlythe manufacturing defectaim fails to meet the Rule 8 pleading standard.
Accordingly,the court will (1) grant Smith & Nephew’s motion to dismiss with respec¢hto
design defect and implied warrardiaims; (2) deny Smith & Nephew’s motion with respect to
the remaining claims insofar as they are parallel to the requirements imyabedféderal
MDA and independently cognizable under Maryland law, angr@)t the Williamses leave to
seek teamend their manufacturing defect claim

A separate Order follows.
August 18, 2015 /sl

Date Catherine C. Blake
United States District Judge
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