ATTORLKILIYI AT TAW

PHARMACEUTICALS AND
MEDICAL DEVICES

L eamed-Intermedialy Doctine Bars
Plaintiff ©FailureToWarn andStrict
Productd.iabilit y ClaimsAgainst
Phamaceutal Manufacurer

In Ackemanv. WyethPham ac e u tats-
- F.3d --, 2008WL 1821379(5th Cir.
Apr. 24,2008)the Fifth Circut Court
of Appealscout examired a products
liability lawsuit agairg aphamaceuti
ca compary. In November 2001,
Martin Adk e mann (MartinO),a 53-
year-ot busiressnman, sufered from
clinical depressia brought on by
see e busnes and family problems.
Martin initially sought treatment from
his personalphysiciansand began tak-
ing the presciption antidepressant
drug Celexa.

Acting on a friend'sadvice Martin
soughttreatmentfrom psychiatrist Dr.
Thomas Sonn on Janary 4, 2002.
Martin sawDr. Sonn four timesin the
following eight dgs. D uring that time
Dr. Sonn changedVartin's mediation
and gavehim a sampletrial padk of
another antidegessant Effeyar XR.
Sonn instructed Martin to take one
low-dose37.5-milligram pill ead day
ashe monitored him. Martin took one
37.5-milligram pill for threedays and
then he took onetherapeutic-dos&5-
milligram pill eachday from Januay 9
to Januay 12.

On Januay 12, Martin complainedo
Dr. Son of various side effects he
attributed to Effexr, including anxiey.
Martin announcede would no longer
take the medicationand terminated
his relatiosship with Dr. Sonn.
Nevertheless, Dr. Sonn changed
Martin's mediation from Effeyor to
Celexa beause of the side effects.
Martin continued to take Celexafor
five days until Januay 17, 2002,when
he committed suicidewith a revolver.
At the time of his death, Martin had
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detectablelevels of Celexa, but not
Effexor, in his bloodstream.

Rozin Akemmann,his widow, sued
Wyeth,the manutdurer of Effeor, in

July 2004, pleading caugs of action

under grict liability, neglgene (includ-

ing falure to wam), and implied war-

ranty theaies under conmam law and
the TEXAS DECEPTIVE TRADE

PRACTICES-CONSUMER PRO-

TECTION ACT (@TPAO).She alo
pleaded breab of expess warranty,

fraud,andmisrepesentation.

Wyeth initially moved for partia

summay judgment, arguing that

Ackemann's failure-to-wan claims
canflicted with andwerepreemptedoy
federallaw. Dr. Sonn thentestifiedat

deposition that he beled the pakage
inset for Effeor as it existed in

Januay 2002 adequatgwarned him of
the risks of suicideandthat he would

caitinue to prescibe the drug to

depessegatients.

In June2006, Wyeth filed a sepaate
motion for summay judgmenton all
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Ackemanndid not chalengethe dis-
missalof the fraud, misrepesentation,
or warrantyclaims, so the only issue
addressedby the Fifth Circuit Court
of Appeds related to whether the
leamed-intermedigrdoctrine bared
Ackemanr®strict liability and failure
to wam claims.

The leaned-intemediay dodrine
stateghat, in somesituatians, a wam-
ing to anintermediay fulfills a suppli
er's duy to wan cansumers.Under the
doctrine, a patient-purchaser'sdoctor
standsbetweenthe patient and the
manufacturerprofessiondy evaluating
the patient'sneeds assessinthe risks
and benefitsof availabledrugs, pre-
sciibing one, and supewisingits use.If
the doctor is propetty warnedof the

possibility of a side effect and is advised

of the symptomsnormaly accanpary-
ing the sideeffect,it is anticipatedthat
injury to the patient will be avoided.
Accordingy, the doctrine excusesa
drug manufacturefrom waming ea
patientwho receiveshe productwhen
the manufactuer propety warnsthe
prescribingphysicianof the product®

claims. Regardingthe warnings-based dangers.

claims,Wyeth asserte@ defensebased
on the leaned-intermediay doctrine
and, altemativel, on the statutowy pre-
sumption of non-liability createdby
sectim 82.007(a) of the TEXAS
CIVIL PRACTICE & REMEDIES
CODE. Wyeth argued that sum-
mary judgment was appropriate for
Ackemanr®implied and expressvar
ranty claims undercommonlaw and

To recover for failure to wam under
this doctring a plaintiff must show that
(1) the warningwasdefective, and (2)
the failure to warn wasa producing
causeof the injury. In other words,
underTexadaw a plaintiff who com-
plainsthat a presciption drugwaming

is inadequatemust alsoshowthat the
alleged inadequgicaused her doctor to

the DTPA beause no sale of the prod prescribghe drug for her. If, however,

uct had occurred and beauseshehad
failed to identify an expesswarranty
that had been breachdginally, Wyeth
arguedthat summay judgment was
approprate regardingher fraud and
misrepesentationclaims becauseshe
hadfailedto identify specificmisrepe-
sentations.

The District Court granted deen-
dant®motion for summay judgment.

the physicianwasawareof the possible
risksinvolvedin the useof the product
but decidedto useit anywg, the ade
quacy of the waning is not a producing
causeof the injuryOand the plaintiff's
reco/ery mustbedenied.

In this instance the coutt basedits
ultimate decision on several fads.
Specifially, the Januay 2002 package
insert waming mentionsthe risk for
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suicidetwice. The first instancestates
that suiciderisk is Onherentin depes

sion and may persistuntil significant
remissionoccurs,Gand cautions that

(c]lose supervisicm of high-risk
patientsshouldaccompanynitial drug

therapyOMor e importantly, the second
instanceidentified the frequenciesf

suicidalbehaviorobseved in patients
taking Effeyor and _lists Quicide
attempiOasoccurring@nfrequent[ly].O
nfrequen® occurencesare deined

asthose®@ccurringin 1/100to 1/1000
patientsGn Wyeth's premaketing
assessment.Suicide ideation or

attempts were not listed as aderse
ewents documentedin postmarketing
repots.

The leaned-intemediay doctrine
bared Ackemam's claims beause
shecould not showthat the alegedy

inadequate warning was a producing
causeof her husbam® death. Thee
would have needel to be a geruine
isaue of material fact whethe Dr. Sonn

would havepre s cbed Effe »or hadthe

waming been @dequate.®o carry

plaintiff®burdenin defeating sunma-

ry judgment Ackemamn needed to

demonstate hat Dr. Sonn's testimony
abou the cettainty of his decison to

prescibe Effeyor even with a more

canplete warning was inconsistent.
Additionaly, Texasdoes not apply a
Q@ead-and-heddbresumptiowhen an

adequte warning is givenby a phar

maceutiad manufadurer. Thereforg

summay judgmentwasproperin favor
of dekndant.

UnitedStatesSupemeCourt Examines
Requirements-or Medical Device
Approval In Productd.iabilit y Action

In Riegd v. Medtonic,Inc, 128 SCt.
999(2008),the United StatesSupreme
Court reviewed a 8cond Circuit ruling
affirming the Distict Court® awarding
of summay judgmentto a medial
devicemanufactuer namedasa defen
dant in a stict products liabiliy actian.
The central issuewaswhetherthe pre-
emptionclausesnactedn the Medical
Device Amendments of 1976, 21
U.SC. = 360k, barredcommon-law
claims chdknging the safety and eff
tivenesf a medicaldevicegivenpre-
marketappoval by the FoodandDrug
Administration(FDA).

The deviceat issuein this paticular
case was an Evergeen Balloon
Catheter marketed by defendant-
respadent Medtronic, Inc. It wasa
Classlll devicethat receivedoremar

ket approval from the FDA in 1994
and changedo its labelreceivedsup
plementalappiovalsin 1995and 1996.
Chailes Riegd underwent coonaty
angioplast in 1996, shortly after suf
fering a myocadial infarction. His
right coronatry artery wasdiffusely dis-
eagd and heaily calcified. Riegel's
doctorinseted the EvergreerBallom
Catheter into his patient's coraaty
artery in an attempt to dilate the tary,
although the devic® labeling stated
that use was contraindi@ed for
patients with diffuse or calcified

Most new Classlll devicesenterthe
matket througha 510(Kk).

While devicesthat enter the maiket
through = 510(k) havenever beenfor-
mally reviewed under the MD A for
safetyor efficay, the FDA may grant
premarketappioval only after it deter
minesthat a deviceoffersa reasonable
assurancef safetyand effectiveness.
Thus, the FDA® premarketappioval
process creates asuances that the
appoval processwill be devicespecific
and eliminatesthe problemsof generic

stenosed he label also warned that theappioval that are presentwith the o

cathetershouldnot be inflated beyond
its ratedburstpressuref eight atmos
pheres. Riegel doctor inflated the
catheterfive times,to a pressue of 10
atmosyheres;on its fifth inflation, the
catheterruptured. Riegeldevelopeda
heartblodk, wasplacedon life suppot,
and undemwert emegercy cormaty
bypassurgey.

Riegeland his wife Donna broughta
lawsuitin April 1999, in the United
StatesDistrict Court for the Northem
District of New York. Their camplaint
allegedthat Medtronic® catheterwas
designedlabeledand manufacturedn
amannerthat violatedN ew York com-
mon law; andthat thesedefectscaused
Riegelto suffersesere and permanent
injuries. The complaintraiseda num-
berof common-lawclaims.

The District Court held that the MDA
pre-empted Rieg@® claims of sict lia-
bility; bread of implied warrany; and
negligence in the dedgn, testing
inspection,distribution, labeling mar-
keting, and saleof the catheter It also
heldthat the MD A pre-emptedaneg
ligent manufacturingclaim insofarasit
wasnot premisedon the theory that
Medtronic violated éderal lawFinally,
the coutt conduded that the MD A
pre-emptedDonna Riegel claim for
lossof consotium to the extentit was
derivative of the pe-empted @ims. In
2006, the United States Court of
Appeds for the Secod Circuit
affirmedthesedismissals.

Premarket appval,in contrast,impos
es @equirements@nder the Medical
Device Act (OMDAO). Unlike geneal
labelingduties, premarketappioval is
specificto individual devicesandit is
in no sensean exemptionfrom federal
safetyreview-it is federalsafetyreview.
The FDAOreview of devicedor sub
stantialequivalencés known asthe @
510(k) processpamedafter the sectim
of the MD A descibing the review.

510(k) process.The FDA requiresa
device that has receied premaket
appoval to be madewith almostno
deviationsfrom the specificationdn its
appoval appliation. Beause the FIB
hasdeterminedhat the appiovedform
providesareasonable assurance oésaf
ty and effectivenessthe United States
SupremeCourt found that premarket
appoval will pre-emptstatelaw based
canmon law claims.

Eight Circuit Court Of Appeals
Revease<Letification Of Class
Consising Of Plaintiff swWhoWere
ImplantedWith RecalledProsthet
Hear Valve

In In ReSt.JudeMedicallnc, 522F.3d
836 (8th Cir. 2008),the Eighth Circuit
examinedan issueof whethera group
of plaintiffs who all &im injuries relat
ed to a recalledheat vale shouldbe
cettified into a dass pursuant todeleral
Rule of Civil Procedure23.

St. JudeMedical, Inc., producedthe
Silzone prostheticheat vale a prod-
uct with auniquesilver coating After
a clinical study shoved that patients
implantedwith the vale experenced
anincreasedisk of paravalularleak
age St. Juderecalledall Silzone vales
that had not yet beenimplanted. The
plaintiffs in this actio ale patients who
wereimplantedwith the valve. They
brought suit aciossthe country under
vaiious theoriegncluding products lia
bility, violations of consumer protectio
statutes,and negligentmisrepesenta
tion, and the ases were consolidated in
Minnesotafor pretrial proceedings.

The District Court cettified the phin-
tiffs as a class.St. Jude Medical
appeakdthe decisionarguing that the
District Court abwsed its disaetim
and erred by not conduding a proper
c afflicts-of-law analysis, and result
ing violated St. Jud® Due Process
rights. Specifially, St. Juce argued



that the ruling wasan abuseof discre-
tion because adjudicating claims of
liability for violating the subjed
statuteswould requiean inquiry into
the causal relatioship between any
representatimpmade by St. Jue and
eab plaintiff ®injury.

Ultimately, the Eighth Circuit found
that the recordshovedthat individual
issuesvould predominatethe remedial
phase of the proposethss actionThe
plaintiffs requesthe highly individual
ized remedyof medial monitoring.
Prior decisionsin rejecteda medial
monitoring classcertified under Rule
23(b)(2),precisey becausd presented
too many individual factualand legal
issues. Therefore, the Eighth Circuit
found that the individual issuespre-
cluded the plaintiffs fom litigating as a
cetified class.

AUTOMOBILE AND AIRCRAFT
PRODUCTS LIABILITY
ACTIONS

EvidenceOf Previousincidentawill
Only BeAdmissiblsEvidence
If Plaintiff MeetsBurdenTo
Demonstate SubstantiaSimilarity
BetveenPreviousIncidentsAnd
IncidentAt Issue

In Adtar v. Toyoa Motbor Corp, 2008
WL 1919573 (Ky.App. May 2, 2008),
the Court of Appealsin Kentucky
exanined a produc defect lawstit
agand ToyotaM otor Coporatian. The
centd issie was whether the trial caurt
eried excludng evidence of previous
inddentsinvoling Toyata automobiles.

On Decemberl2, 1999, Achtar was
involved in a one vehide automobile
accidentHe was diving a 1998oyota
4Runner The exactcauseof the acct
dentwasdisputed Achtar claimedthat
the right rearaxlebroke allowing the
right wheelto sepaate from the veht
cle. As aresult, he lost control of the
vehide. Converseg), Toyda claimed
that Achtar initially lost cantrol of his
vehide causing it toall over andcaus
ing the right rearaxleto break. In any
ewent, Achtar suffered savere injuries
from the accidentand lost all memoty
of the accident.

Achtar filed a productsliability action
againsiToyota. Achtar allegedhat the
rear axle of his Toyota 4Runner was
defectie, unreasonablgangerousand
causedthe accidenton Decemberl?2,
1999. He sought vapus items of dam

agesduring the jury trial that ensued.
The jury found that the right rearaxle
of the Toyota 4Runnerwasnot defee
tive andwasnot a substantiafactorin
causing the accidentonsequent, the
circuit coutt dismissedAchtar® claims
againsfToyota.

Achtar appealedhe decisionclaiming
the trial court erredwhenit excluded
response® discaorery andrequestgor
admissiongelatedto previousincid-
ents involving Toyota autanobiles.
Specifially, Achtar soughtto specifi
cally introduce at tial twele prior inct

Ninth Circuit FindsThat Statute Of
Repos8arsProductd.iabilit y Action
AgainstAir planeManufacturer
FollowingCrashin Bosnia

In Blazerskav. RaytheorAirciaft Ca,

522 F.3d 948 (9th Cir. 2008), the
Ninth Circuit examinedthe 18-year
statute of repose of the General
Aviation Revitalization Act (OGARO).
In early 1980, appellee Raythem

Aircrat Company (RaytheanO) manu
factued a Beet SuperKing Air 200
Aircrat in Wichita, KansasAround
April 4, 1980, Raytheon soldthe air-

dentsall alleging that an individual lostcrat to The Beedicrat Organization

cantrol while opemting a 1996-2002
Toyota 4Runnerunder normal condi-
tions when a rear axle broke without
warningallowing a wheelto separate
from the vehide.

Generly, in Kentucky, evidence
s h aving similar product failuresunder

similar canditions is relevant and

admissible in a products liability

action. To bere | eart and admissble,

the incidentsof prior product failure s
must be Gubstantilyl similarOto the

product failure at issie. The burdenis

on the offe ling party to preliminaily

provesubstantialsimilarity.

The court found that Achtar failed to
demonstate that the prior twele
instancesf allegedfailures of 1996-
2002Toyota 4Runneraxlesweresub
stantialy similarto the allegedfailure
of the axle on Achtars Toyta
4Runner After reviewing the video
tapedtrial proceedingsiponthis issue
the appellate coufound it evident that

for Central Europe. L aterthat month,
the arcraft was delivered to the
Republic of Macedaia, which retained
ownership of the plane until itsrentu
al destruction.

On Febwuary 26, 2004, the aircrat
depated SkopjeMacedoniapbound for
Mostar, Bosnia,with the Presidentof
Macedmia and his senor advsors
aboad. In a thicket of rain and fogthe
planestrudk atreewhile attemptingto
land. The accidentkilled all nine pas
sengersjncluding the two co-pilots.
The Aircratt Accident Repot, pre
paied by the Bosniaand Herzegovina
Directomte of Civil Aviation,ultimate-
ly attributedthe crashto pilot error.

Slobodanka Blazevska and her co-
appellantsare the family membersof
eight Macedonianresidentswho died
in the Februay 26, 2004 planeacct
dent. The dececknts, including the
Macedaian president,wer killed
whentheir Beechcraf SuperKing Air

Achtar failed to offer any facts showing200 crashednto a hilltop. The plain-

that the prior twele instances of
allegedfailuresoccurredunder similar
cimumstances or conditions as the
alleged axle failure on his Toyta
4Runner

Instead,Achtar offered generalstate
mens alleging substartial similarity
without offering specificfactual sup
port thereof Consequent), the appel
late courtcondudedthat Achtar failed
to prove that the prior twelve instances
of allegedaxlefailureson 1996-2002
Toyota 4Runners were substantially
similar to the allegedaxle failure at
issue.Therefore, the trial court proper
ly excluded evidenceconcerningthe
prior twelve alleged axle failureson
1996-200ZToyota4Runners.

tiffs brought a wrongful deathaction
againstRaytheon, the manufactuer of
the plane. The district coutt granted
summay judgmentfor the defendants,
holding that plaintiffs’ action was
barredby the eighteen-yeastatuteof
repoe in the General Aviatin
Revitalization Act of 1994(OGARAO).

GARA is astatuteof reposehat limits
aircraft manufacturerdiability to eigh
teenyearsafter anaircrat is delivered.
In 1994,Congress enacted this measur
to limit the GQong tail of liabilityO
imposedupon the manufactuers of
geneal aviationaircraft. Congressvas
(deeplyconcernedaboutthe enomous
product liakility costsO sufiered by
manufacturersThe statutebars suits
stemmingfrom accidentghat occurred
more than eighteenyearsafterthe ini-
tial transer of anaircratt.



The acddent at issue in this case
occuredin 2004, more than eighteen
years after Raythea delivered the
planeto the M acedoman gove mment
in 1980.

Accodingly, Raythea _

incidentcaughg damayeto a hdicopter.

MemorialHermann ownedand opera t
ed aEurocopte BK 117 hdicopter that
it bought from the manufadurer,

argues that GARA bars appellantsO Eurocgpter On duly 14 2005 the heli-

claims. Appelants counter that, in
accoa with the presumptia against
extaterrtoriality, GARA® time bar
shodd not apply under the circum
stencesof this case.

The SupremeCourt and this cout
haveadheredo the longstandingprin-

copte® left door sepaated from the
helicopter and dru K its rotor blades.
The impact sewe e ly damagel the heli-
copter but caugd no additiond harm or
injuries. USAU, Memotial Hermann's
insurey purportedy paid Memorial
H e mannmorethan$100,00underits
poligy. In addition, Memolial Hemann

ciple of Ameican law that legislation is claimedthat it suffe ied uninauredlosses

presumedo appl only within the ter-
ritorial jurisdiction of the United &tes
unlessthe contrawy affirmativeinten-
tion of Congressis clealy expressed.
The presumptia seves to protect

in exes of $100,000.

On July5, 2006,AppellantsMemorial
Hermanmn and USAU (collectively
@\ppelantsO) brought suit against

against unintendedashes between ourE u rocoger for pog-sale negligence.

lawsandthoseof other nations,which

could result in international discordh

order to overcomethe presumptiona
party must shav a clear expressiorof
congressiondhtent to applya statute
beyond Americansoil.

The Ninth Circuit noted that simply
beause a cas® fadual badkground
involves some conduct occurring
abwoad does not mean that every
statute gove ming the matter is subject
to the pesumptio against extrater¥
toriality. The cout, therefoe inquired
into whether applying the statute
implicated ary issueof extraterritorat
ity. The coutt ultimately detemined
that Appelants failed to shaw that an
appliaticn of GARA would imper-
missiby regulate conduct that has
occurel aboad.

Therefog the Ninth Circuit found
that appliation of the statuteof repose
wasconsistentith its statepurposeto
limit liability of aircrat manufacturers
in productdliability lawsuitsbroughtin
the United Statesmore than eighteen
yearsafter the transtr of the airplane.

ECONOMIC LOSS DOCTRINE

Fifth Circuit Court Of Appeals$-inds
Economit.ossDoctinePrecludes

Recovey ToHdicoper Owner
FollowinglIncidentCausingDamage
Only ToHdicoper
In Memomal Hemann Healthcar

Sysim,Inc.v. Eumcopt Deutdeland
GmbH 524 F.3d 676 (5th Cir. 2008),
the Fifth Circuit examined the eco
nomic loss doctrine in the context of a
praducts liability action following an

Appellantsclaimedthat, by voluntarily
issuingsafetywamingsand updateso
its customers,Eurocopterassumeda
duty to warnits customer®f defects to
its products.Accordingto Appellants,
Eurocopterbreachedhis duty whenit
negligenty failed to warn Memorial
Hermann of a potential door defect
eventhoughit had prior knowledgeof

Fifth Circuit court could cave out an
exeptioto Texas@mnomic loss rule
for postsale neglgence claims. The
g ravamen of Appelants@gumentwas
that the Texas Supreme Court had not
explicityrgectad an eceptioto the
eco amic loss rule for pog-sde neglk
genceclaims.

Appellantsreadily acknavledgedthat
no Texascout hasever recognied an
exceptian to the economidosstrule for
post-salenegligencelaims.To suppot
their proposedexceptia, Appellants
marshaleddicta and casesaddressing
the applicationof the economicloss
rule in federalmaritime cases. This
@ata,Ohowever, was unpersuasie
becauseasAppellantsadmitted, marny
courts explicity refused to recognézan
exceptian to the economidosstrule for
post-sde negligence claims.
Ultimately, the Ffth Circuit found that
Texas@xistingeconomidossrule pre-
cludedthe claimandthe Fifth Circuit
wasnot freeto createnew Texaslaw
that contradictedexistingTexadaw

a similar accident involving another BK

117 helicopter

Eurocopter subsequently wexd to dis
misson two grounds: (1) Eurocopter
contended that it did not haera duy to
warn its custonersof defectsdiscor-
ered after the helicopterwasmanufae
tured;and (2) Eurocopterlaimed that,
ewen if it had this duy, Texas(®conm-
ic loss rule barra Appelants from
recovering only economiclosses.On

Augud 23, 2007, the district coutt _
ageed with Eurocopterthat TexasO

economiclossrule predudedrecorery
anddismissedi\ppellants'claim.

Undea Texas@mnomic loss rule how-

e[, no duty in tort exigs when plain-

tiffshave siffe ied only ecanomic losss.
In Texasthe econ omic loss rule bars
plaintifs from recoeling ewmnomic
losesresllting from adefective product
based on aneglgene theory.

TheTexa SupremeCourt has unequiv-
ocaly adbpted abroa interpretatiaof
the econ aomic lossrule. Accodng to
the Texas Qup@Eme Court, @Ghe naure
of the injuryOm & predude plantiffs

fram seeking relief in tort, andO[w]hen

the injury is only the econ amic loss to
the subject of a contract itself the

actim saunds in contrad almne.O

Notwithganding this ategorid lan-
guage App elbnts contended that the

Client Newslettersare considered
advertisementinderthe lllinois Rulesof
ProfessionaConduct.

For additionalinformation concerning
relatedtopics,pleasemtact
Andrew Kopon, Jr.

Cremer Kopon, Shaughness§ Spinaat:
180N. LaSalleStreet,Suite 3300
Chicagp, Illinois 60601
Telephone(312) 726-3800




