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 lmagine 2 friend calls your office
with ‘the following story: A medical
device that was implanted into her body
has since been recalled by the manufac-
turct because it is defective, As a resull
of the defect, the device broke W;hjie in
het body and caused her great ‘hari,
Your friend has a strong product Hiabil-
ity chaitn against the manufacturer of the
device, tight? ' o
"Distutbingly, since the United States
Supteme Court’s 2008 decision in Rige/
2. Medtronie, Tnc.)' the answer many plain-
tifts have received is they have no claitn
whatsoever, as hundreds of these types
of claims have been dismissed with
prejudice at the pleadings stage.® This
has left victims of some of the most

daﬂgerous mcdu:al damu . 1th0ut a-'-_' .

rum,dv

the beventh (JIrcqu m Bczmwﬁ

medlcal dex 1ce<

The Types of MedICdl D(..V_ICCS at_:: .

ISbuC‘ L _ .
Lnder fedeml law med1cal dcvlc 5

are rcgulqi ed differently based on thetr
intendéd putpose and the Ievc of po-

tential risk they pm(, o 4 pcltlents_

sidered the least. d*mgttou% devices #i

are subject to the least federal ow erqlght
Examples include elaqnc banddges ani -

L‘T"Lﬂlll]d.tl()i‘l UlOVt‘.b C,la IT i‘[‘l(_.dlCd_]_':_
deuces 1ecelve ‘GIJO'hE" 'gatc'fﬁfcdf_;r‘al'_

ZThis Isque was rccmdx addres*ﬂ;ed bv.
r_h(, Umtad States Cou.rt of f\ppea s tor

| .'b}_r Jmhua L. vifei_sberg

oversight, and cxamples include pow-
ered wheelchairs and surgical drapes.”
The devices that pose the greatest
potental risk to a patients safery are
Class TTF medical devices.” These ate de-
finéd as medical devices used “i sup-
porting ot sustaining human life,” or
“for a use which is of substanfial im-
portance in proventing impairment of
humnan health,”” or which “presents a po-
tental unfeasonable risk of illness. or
injuty .. ..”Y Examplesinchudé replace-
ment heatt valves, pacemakers, and hip
replacement systems, all of which are
implanted into human bodies.™ As such,
class H1 medical devices are the most
dangerous tvpes of medical devices.
The FDA has two different proce-

dures for regulatmg (lass 111 mcdlt,al-'
T dewccq E‘lt%t the FDJ\ may cleara anq. o
']I[_me;hcal de\_fi.ce fot commercial dis-
tribution if ir determines the device is
“‘sﬁb%fd"ﬂﬁaﬂ'\f equivalent” to another

d evtcc ﬂlfLadV (m thc market 1 Altema—' -

.:AP‘P]lLdt'J_OH 10 the FIA.2

safety.* Class I medical de\?j(;ec‘. are cofi- ._-dmmcs a specific device & detérmine

'-'.-_whether it provides a “reasonable as-
' »13

surancg " of “safety and effectiveness.”

X,

lhe righr of plaintiffs to bring. . d
produ(, ,hab]_ht\ claims after they aré’ g
har nid by a C 121% 111 medical device. -
that has received premarket.approval -
from’ the DA is what'is- at issue..
Premarket approval is a rigorous’ pm—..:'-
‘cess. tnder which the PDA closely ‘ex~ -

Oace a device has received pn,m:lrket _
approvai fedetal law requu‘es the dc—
fice tor be m’mufacturcd in- comph.m '

spectF ¢ I'Lqul_‘femer'[ §

Bausch v. Stryker Corp.: A Majot Victory
"for Plalntlffs 1n Med1cal Dewce Cases |

with the specific terms set forth in it
premarket approval applicaton.™

Riegel v, Medtronic, Inc. =~
" ln Riggel!" the United States Su-
preme Court held a plmnutt 5 product
liability claims against the manafacturcr
of a Class TIT medical c]wlu, that had
received pu,mcuk(,t approval from the
FDA were expresq v pr LLInPtLd by Sec-
tion 360k of the Medical Device
Amcndments to the [mdu:al Food,
Drug, anid Cosmetic Act.'s bectton 3GUk
provides in relevant part: '
[N]o State or p()]_lt[(,cll subdivision
of a State may establish or continue
in effect with reépccf to a device
intended for human use any ququ(,—
- ment— (1) Whlch is' dﬁferent from,
© ot I_t1 ..~1€ld.1t'101} to, any- t‘cqulrf,m(,nt
' _*1pp licable undu: this: chclpter to the
“dévice, and (2) which relates to the
~ safety ot cfﬁ,cmmnm of the de-
vice ot to'any other matter mcludcd
Cina requnemmt apphmble fo'_' e
device under this-chapter, e
_ Accordmg to the Court, the term-

' mqmrc,rmnt u11der the Act meanq a

thc:]r premquet Qpprova appikanom. '

Thus, '§°J( Ok pre\rents‘ a state from im-

posing. ’my requiremicit on devices that
have received premarket approval that_
is “different from of in addition to” the
requiruntntb Irnposed b\ federal Tati?

20

mp(m, d(:Vl(:L'_'
hat went | ey‘ond.- :
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Wh_ﬂ[_i':{f‘ederal faw requ].tt,d 2. Accord- !

'ciamls Were expreqsh pre—

efits Of - All(mmg 1h1s dev tce fnto the mat-

ketphce du.rmg the pr(,m,lrkf,t approvﬂl'{

{he TDt\s fumly‘;ls md 1rnp0
stringent tequiréments on the.

O'f_e :
evice
manufacturer would apsct the federal
regulatory scheme® Tinally, the Court
stated that whjl'(-;" the dissent: finds it ““dif-
ficult to believe that Congress would,

without u)mm(,nt r(,mote ali means of. '
judicial fecour‘:e ‘tor c,onsumus mjur{,d

by FDA-appreved dcvtces L5 a8 Wi
have explained, this is c:xac,th what a ptf,— k
emption clausc fot medlC‘ﬂ da’lces dOCb

by fts terms.”™®

Bausch . Stryker Corp i
Affer Reggel, most: plamtlffs brmg

i a-ﬁ:f__'.'c am

W -mt_;.d_l.-ajﬁéﬁn-h_‘_e.ét'

- L|fe Care Piannmg

. thet-claims dismissed with pte

“the ple'_ldmg )

_111 noianon of federal hw_

. -'Nl'edlcare Se._'f ASIdeS'

ity Bausch v: Shryker: Cafp'

dent System was manufacrured out of
compliance with the terms set forth in

its premarket approval apphmrmn md

i

B Accordlnu to Bauach- '

_'_ddcndqmq that'it was. manufacruting .
'thesc devices in vlolal“on of federal

]uchu, at. -
stage. buch W*i 1.he case . '__ﬁ'neghgeﬂce claifns urider 1Hiao:
““In Bawich, thé. p]qmuﬁ a Ieged an_-:_-
arfificial hip rePlacement sisten called. .
the Trident qutam was |mpianted into,
" her right hip in 2007. The Trident Sys-"
tesrt feéeived: prcmarl\e’r '1pprov11 in
'-_"2003 However, Buusch allegéd that af
ter receiving prcmarl\et approml the Thi-

: ix da\"s be—_
:fora thie ’Trfdent bx stem was mel'mted': _
'1nto hei body; th(, bDA mformed the'_‘{‘

-gmnted :
.' * missing Bausch’s complamt with preju-

N C_()ur'

replaced. She brought strict liability and

: lqw
against the maﬂuf'lctl.uers of thc Tﬁdmt'
Systm 3
Thc defendan’cs brought
dismiss Bausch’s claims fot fai

“state d claim upon \vblah rehef (,zzn b{;
.-_E'qmﬂted zlrgrumu hu clmms wete. pre~
:.Z_meled pursuant to Ruge/ Ba sch,
gued heér-claims were: d:qrmgmshable

from the plaintiff’s claims in Riege/ be-
cause her claims wete solely based on

.'_deféf.}dﬂnté-’ a]lezged violations of fed-
‘eral law. Therefore she argued hes claims
* <yete ot preempted because they did.
" notimpose any requirement on the: de-
vice that was
'd1t10n ro

“different from or in-ad-
those reéquired by federal
]'m St

e’ district court di sagreed and
the defendants’ imotions dis-

'dlce and \\‘lthout lt,cn»(, to amend. The
__xplamed that pursuant to th{,.
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Suplen’_u, C(}uri

ability even-if the device is mafiafac-
tLLJ‘ed in \'10141'_1011 of federal law; -

The’ISeveiiﬂh .Ci.t'(,]:.lit’ Dec1s1on o
On Decembei 23 2010, a unam--
Chief. Judge

Mous pand of

“decision m Rzetref_'
Bausch’s claims’ were pi(,{,mpr(,d as :}
matter of Taw: became state commion .
lavwyy neghgence and strict liability c]atms_ ._

“by their very natire” are different from:

and in addition to federal law? The es- .
sence of the court’s decision was that

she WS,

once a medical’ device- récéives -
premarket appr oval from the FDA, rhc
manufacturer fs immitinie from civil ].1—':'-_'

H:lstérbooki'judgt: Hamilion, _%;','[id_'_';'-:_
Judge Manion;, reversed the decision of -

the district cottt and held Bausch should "
be allowed o prirsue her state Lavr pr()d¥ _
uct lzabﬂrn, claiths. Thc qironcrlv worded'_._ o

product lability. claims against:
manufactuters of (Jass HI-tédical -
“devices Where a pm(,nt lzumq th at- - -
. by~ the
f mmufacturel 5 vlolatwn of federal -
‘law. That statement of the issue
thay be-alittle qt:u:ﬂhi"g" ‘The ided that
Congmsx would have granted civil
- '_'lmmmuty 1o’ ‘miedical dmlcc manu
- facturers tor Lhe]r

Charmed

' below; 1he manufa(,tumi 5 thu}t}; '_ _
“trfes to stretch the Supreme Courts - |
decisions fn this field beyond’ the "
boundaties that were made clear in-

) '_-'lhose deciblons Medical dcvtce-"ﬂ.
- manufacturérs who sub]ect their
- Class I devices to the rigorous
':"3-:prcn1a1kcr approml process- are’

- protected by federal law ﬁ-om chil
- liability 5o long as tlle ; it

fedeml law That proi'

*tolfmons of fc,d—;
- eral law that hurt patmnr% is; o' say -
'.'_._:_:.thc l(,aq’r Countet‘ inthitive, Nucr—.'_
i theless, m.mufcmrurm in.this case
and in: others have a.ssu:t(,d this :
- theor} of. deanL Ag e e*;plam

) qu]r(,m chn r§

‘were not prumptui and he er compLunt

not apply where the pqtlent "'111
‘ptove let she was" hutt by
m'mufa.cturcrq miaz‘zm of fedeml

. law 30.

In support of its ho dm.q, the sev-
ciith cireuit explained that in Rz.e(ge_;_ he
plaintiff s claims wete not; prermsed on
dufcndmt ] Vlol'mon of fed

_*ml Iaw but

p'm]lel rather thm add 10 federal ré—'

13_]2

“The'sev cm:h circuit hc d that becmse -

Bduach s neghgence and’ 'utr" t habihij

claims were: pramlscd n; defendants
violation of FI: "regulmons hit claims
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Continued from page 37

should not-have been dismissed,?
Motrcover, the court held that Bausch
claims would sutvive preemplion even
if the defendants complied with the
specific requirements in the premarket
approval application but failed to com-
ply with the general Quality System
Reguiations and Current Good Manu-
tacturing Practices. applicable to all
medical devices™ - . .
The court obscrved that defendants’
proposed distinction berween . a
manufacturer’s failure to comply with
product-specific requitements as op-
posed to gencral federal requirements
made no sense and would “leave injured
patients without any. remedy for a wide
range of harmful violations of federal
lawe?™. For instance, under the Quality
Systemn Regulations and Current Good
Manufacruring Practices™ adopred by
the FDA, all manufacturers must “es-
rablish and maintain ptocedures to pre-
vent contamination of equipment or

product. by. substagices that eould tea-

ot

Dt
S

%‘Nf
e

sonably be expected to have an adverse
effect on product quality”” Such a re-
quirement is not device specific and will
not appeat in a defendant’s premarket
approval application, but if 2 manufac-
turer allows its medical device to be-
come contaminated resulting in harm

£ a patient this is a violadon of federal

Iaw for which statc tort law should and
does provide a remedy. S
While the court’s primary holding
was on the preempdon Issue, the opin-
ion also scundly rejected a number of
alternative.theores in support of dis-
missal which defendants have com-
monly raised in medical device cases,
For instance, the defendants claimed that
Bausch’s complaint failed to plead suf-
ticient {acts about how her Trdent Sys-
tern failed to comply with federal law
in order 1o state a “plausible” claim
under the new and siricier federal plead-
ing standards established by the Supreme
Coutt in Asheroft . Igbal *® and Bell A
dantic Corp, 8 Twombly.” :

P

The seventh circuit rejected this ar-
gument, noting that a defenddnt’s
premarket-approval application. is not
a public record -and it would be im-

“possible for a. plaintiff to plead “with

specificity how her medical device de-
viated from the requirements cantained
within the applicadon before having'a
chance to obtain it in discovery.®. Ac:
cording to the court, “If plaintiffs must
allege that the defendant violated a pag-
ticular FDA-approved specification
before discovery, then it s difficulr to
appreciate how any. plaintift will. ever
be able to defeat a Rule 12(b)(6) mo-
tion,” B
against medical device manufacturers
had been dismissed for precisely this rea-
son. Fortunately, the seventh circuit in
Bansch recognized the principle that “a
plantift’s pleading burden should: be
commensurate with the amount of in-

formation available to them,*

. Cof;tin ued _.'or_t: __pagfé; 4{) '
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Continued from page 39

Applying Baissch to Your Case.”

Bausily protects the rights of plam— :

tffs within the séventh circuit’s jutisdic-

tion to bring claims for damages undet:

state tort law where they have been
hatrmed by a medical device’ thdt re-

celved ptamdrket approval from. the
FDA but was manufactured out of
compliance with federal law. Plaintiff’ -
attotneys bringing such claims should -

explicitly state in the complaint that the

claims are solely based on defendant’s
violations of federal law in ofder to-
nullify any argument that the claims are.

“different from or in addition to” ’red—
eral requiréments. '

While provinga medical device was

built in violdtion of federal law may-at
firse blush seém liké a difficult standard,

the Quality System Regulations and Cuz- -

rent Good Manufacturing Practices are

very broad and proving a violation of :
these regula'ti'mis" éh(‘)ﬁld not be’ much '
harder than. proving: aviolation of com:
mon Llw btate 1ort duues Moru)\ael -

where the medical device at issuc has

 been recalled, it is highty likely you will
‘be able to discover a violation of fed-
- eral law; as 4 tecall by definiion means
the medical device is considered by the

FDA to be in violation of federal Lnw™

While Brzsm& a[lows mmmFaclutmé_

defect claims to survive precmption, i
should be noted-that many deq:gn dc,—
feet and faiture to warn claimis will con-

“tinue to be preemptu:l The FDA con-

siders the design of a mc,di(,,ll device
during the premarkér approval
and 2n FDA approved design is immune
from liability. Thus, design defect claims
may proceed ‘only if a manufacturer
designs a device differently than the
design approved by the FDA, Addidon-
ally, failure to warn claims are preempted

pi‘OCLH‘s

untess the warning was specifically re-

‘quired (as opposed to merely pejfmit—

ted) by federal law.

Finally, Bamssh significantly lowej s 1hc,
pleading sta.ndard in medical device
cases in recognition of the principle that

a2 plaintiffs pleading burden should be -

commensurate with the amount ofin-
formation available to them.” HO\\» ever
befote filing a complamt vou -
attempt o obrain as riach mformauon
as possible about the device at issue and
how it was built in violation of fedeml

law through your client’s medical rccc__)rd_b
and by scouring the FDAS Websma ﬂ1"1.?&
way if a defendant tries to clalm m_’)u
have not pleaded sufficient Faéts 16 stafe
2 “plausible claim,” you can credlbl - tell
the court that you have pl(,ad(,d as Qpe—
cifically as possible based on thc Intor—
maton available to you, T

Conclusmn _ _

+ Bansch tepresents a major v ict 011' for
plainitiffs in medical device cases. Ic pro-
tects the right of plaintiffs to bring
claims for dafnages if they have beeﬂ
harmed by a medical device that re.
celved premark(,t approvql from the
FDX and it lowers. the. pluldmg slan—
dard for sur fmrmg 2 motion to disiiiss.

As'a result; fhany claims litv olving dan-
gerous medical devices that ¢anse harm
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which district courts have routincly been

d1sm13smg since’ the Supreme Court’s

decision in Rzagef wﬂl now bc alowed
to) go forward. : :
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