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SECOND JUDICIAL DISTRICT COURT
COUNTYOF B
STATE OF NEW ME)OC
ENDORSED

LORRAINE JOHNSON vs, BAXTER HEALTHCARE CORP £T ABLED IN MY OFFICE = =
Case No. CV-92-07501.
Fip 23 1002
CONSTANCE BURCH vs. SURGITEK INC. ET AL..

Case No. CV-92-10922. . 9 =
CLERK DISTRICT COURT

MARILYN GRACE vs CUI CORPORATION.
No. CV-52-10930.

EMILY BUFORD vs. SURGITEK. INC., ET AL..
Cass Ne. CV-S:-OSSS:
DECISION
This marer came belore the Court for 3 combined hearing in the above gaptionsd brozss
implant cases on Defendants” Motion to Exclude Causstion Tessimony of Plaintifs” Cliniclans nd
sp=-ific moticns 0 exclude the testimony of Plaintis’ witnesses Sitver. Bla.s o Donne!l and
_Puszida. Tne hemx.m was held on January 7. 8. and 9. 1598. Since all ofthe witnasses hes
previousty castified, enhier at trial or in dq:osmon the Court decided that judiciz! cconemy. 3¢
well zs the esenomy of the parsies. would be bex served by reference 10 prior testimony and the
documents relfied upon bY the various expens. The parties suppiies the Court with ths documes:
2nd testimony which they believed rclevent 10 the issves &2 hand. In additon the pariss fully
briei=d the issues before the Cour.. The Ccnﬂ was exremely impressed with 3ll of the
presentetions and the obvious 2moum o!' wark thet went into these presemasons.

The motions wese scseatally challeagss 10 the Plaing s’ evidones Undef the r..nd:."‘t 2

out in the Daubert, Albericn, and Andersap cascs. 1 will not reciie in gotail the eppiicbic Lawes
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the sandards 8 out thesesn, as counse gre o)) aware of the cses and the sandarde to be applied.
§ o the reasoss thut follow ] am going 1o g Defendsnts’ motions and exslude all expert
evidenss coneerming genenal caussrion of sy syssemic disz2se alleged 1o be caused by breast
iropleres. The Court was heavily infiucaced by the methodology and opinion of U.S. Diswrict
Cour; Judge Robert E. Jonss i@ the eonsolidated case of Hell v. Brxres Heelthoare Com. inthe
Disiricz of Oregon.

Inixially, the Cour notes thar the burden is on the proponent of experT testimony 10
esiapiisn admmissibiliry. In the Court's opinion the Piairriffs are unsble 10 mest that burgen in these
coces. Tae key issue is simply whether the PlairsSy oropesed ssientifc evidence s good scence.
Is it Geived by scientific method oris & merdly & hypothesis y: 10 be provea by the use of refizdle
sciexific mezhod? Applying the &c:urs' st out in the Andszson case 10 the Plainiffs” propossd
cxper: 1estimony, the evidznce is 2ot tiable. The theories zévanced by the PlaindfSs’ cxpers
have not beea tested, not subjeczed 10 pe=r rmcw or publiczion. With a0 1=sting. &t is virsuzlly
irmpossiole to deressming a7y 152 of extor. The tesiing s hzs be=r done i the area doss not
suppor: PlaintSs’ e:qer:s" thecrias, Their theorics 3¢ curressly not azzepted as valid in the
mesSce! community. Lastly. their thearies are 00t capeble of sUPPOTHnE opinions based upod .
scnibic probasliey.

PlaimtiSs argue for judical recognition of 2 new sysicmic diseese. which for the sake of
simplicsy [ will sefar 10 as atypical conneclive dssue cisease (ACTD). ACTD s, atbest 8
econsteiizsion cf sympIoms Y& 10 b'e defined and, therefore ye 10 be subjeczed t0 scienuific
testing. Dr. Golésih, an epe ysed oy Plaintifs ';:1 other casec, has esied thas ACTD is 902

y o= 3 Bypothssis. He acknowledges that he is 4= the injua) process of dezermining 3 suitabie

-2
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hypothesis 16 subject 10 epidemiclogical wr.xr.g Faced with this problem, Plaimiffs’ counsel

sandicly arpues the: the law do=s not have to swaiz Enal sSiemific testing before allowing their

excpers to go before 8 jury with thesr theories and le: that jury sors out the ssience. This Count

sz that argument.
The law caanot lead scicnce. Allowing expets 10 testify & to their opinions, when those

opinions are 2s y untaszed consiusioas, would be inviring juries to speculate. something they ars

spsiSaally instzured not 1o do. Allowing expestsin testfy just becavse they are wechnically
nu=fifed in # sciendific fild, withow requising tha: their theories and conclusions be subjexzed o,
sSi=iific 1esting 2ad peer revicw, lzves s Tay jury to bese their decision on spe=ilarion, guess or

copie=mre. The Coun’s role is w0 act as gatekesper and ensure that only sound scicnees I

imof im0 evidence, Tt may well be that funuzs advances in medical science will validats

DiginiiS; theories concerning breast implant diseases. Und] thoss advaness ocsur, the cours s
. -

-

deveioz. To do otherwise subiec:s the courts and

zo7hy sound science 2s it exdisis, oL as it might

our svstem of justise 10 jus-.-'_xﬁéle c.-hi:i.'m ow. the pubiic. V« ¢ in the Jezal sysiem a0t Bve in

our own litle worid oblivious 0 the law} o.f science 2nd sanure. 'nze Daubert/Aherico/Anderson
finc of z252¢ recopmiz=s this realiy.

PlainGi" s=penus in this case admit they tave donc 50 epidemiologizal tasting of their
thecdes. In adcition Plaintiffs azack the epid=nislogical studies which have been done.
Amasidag the vaiiciy of the studies which do exit, kowever, doss no: 2id PlaintfSs i thar
bm:n of couabiisting the adrissivility of their expets’ o:nnions. in the Court's opini'on. ia oréc
10 eszabiish that broest implams s2use ACT, D. Plaineiffs’ expests mus: have epidemiclogical

studiss whick show that the Plamtiffs” discase (presuming it has beant scruslly delined in prder to
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be 1e52ed) was. more bkely than not, caussd by bress: implams. 1o this regard, with fow
excestions not relevant here, the studies must show' rlative risk greaer than 3.0in ordc: 10
guate Shat r:-:.:s' iraplants are more ikely than not the cause of the disease. None of the studics
which SzTeRy exist have met that seadard. Amzhing shor of 2.0 me=ns that Plaintiffs” medicsl
probiezas are more likely cased by someeking other than Breass irzplants.

PizintiTs’ experts appess 10 tely on zaecdosd FERITS, individua! sxs¢ studies, 2=d
differ=nnial diegnosis. In the Court's opiniot anecdotal reports end c2se studies without scisnific
resting of the conclusions drawn therefrom cannot SUPPCR their conclusions. Difierential
diagnosis is als0 2 fiawed approach, in that it does not by nuexf prove the cause of e disczse.
Diferentiz} diagnosic assumIes u;n: the czuse beng considered has be:n proven to cause the
gisease it quaston. .

Tor the reasens sated gbove and 2¢ ;r.orc theroughly 8% OUt in Juégc Jonss' opimion in
the Ezll cose, [ vl 0ot eliow 'cv'xdcnc:- of gener2] causzion in thase £2528.4

With respes: to the spe::'.ﬁé wimesses. D, Siives, for the reasons s&¢ our abeve, will aot bs
allo;vez‘ 10 1estify a8 1o ANy g:ner.zl czus;ﬁcn garters. Dr. Blaisis 2 rroubling Withess. Nor=ally

bias j§ TaTE for the jory. Hes, wowerer, Eagpears b Dr. Blais is 5o bizsce it affecss his
olfesity andks oility 1o give 32 honeR oiton. Suruhhwﬁns dis proble=, Dr. Blais
e 15 10 B implams it genenl a7t reully unssiemsific and thersiare usraliSie. He

pubiishes nothizgkesss N0 & of systemaic T5501CS cF s t=4TS OF chsenasiors, 22l Bis oinions

are peclizriy his Owa without aay geasal acseprance in the seiemwiiiic = ~operity 20d Withows 2=

- o
R4

abiiicy of testi=z of pe=s review. : Eves i his 1=:imeny ke soTE srobzzve value, the prejudi

the Defensacs wotld ourwesgh that 1zstimSTy Any gif expes who hes 2= opirion and A0TEE
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to suppon: & c2n pever be eSsmively cross-cxamined by an opponeat. thus 1o allow such
gestimony would b2 przjudi:ia'.. He wili not be allowed 10 give general opinions on the
manufacture or design o implznts, 20y immunological efects or responszs, nor the issues of
jemplax failure. Defendams concede that he may be able to testify as 10 his observezioans cf &
;mpi:.'l.s o jesue. doocading on the proZes. Accordingly, [ am not de<iding that issuc 8 this time.
[ 2m not going to aflow the testimany of Dr. O'Donneil. Dr. O°Donnell is phermacist with
x masters in nesizion, who slaims expenise in pharmacology. He hes conceded thar he hes ne
educatior, TERINE. o: experience in the wees of medice! davices, silieone or bress: implents. He
B3¢ conceded that he is ot an expet in virually every Scid that could have appiicstios to bresst
iraplarzs and their faslure, from izynunology 10 toxdcology 10 biomaterials, Nevertheisss, heds
ofe=nag opirions o whether siicone is r,om. whethes ce2in materiais should be used impisnt
manufacnurs, whesher implents were propesiy testsd before 6Seres to the publie. an whesher the
TDA should bave classified implasms 28 2 drug recher then 2 medical dm:c ¥e hzs no expoTise
10 give opinions on those susjects. otber than hat mained a5 ::s:iz@i;zg expen in breast impizni
cases. The one area where he may have expertise is in the avea of fthe wzrx'drm. which shoudd
scsommoany éruss. I-ﬁs expenist in tha ares, howe-es, goes not transier 10 the ares ol breast
implanss. 24 zras where he samasdeg thet he Azs A edusaion. waining oF experience. Even if
warnnes wers 82t siagd 10 gomemal causzrion issuss, gomsrAlEAtions about the warrings aesdes €2
drugs éo=s not “Et” with the wzrning issues that might cxist in ¢ breast implant, medicy devies
ease. Inadditioz 1o ol of the rhove, like the other expeis oSer=s by PiainddS nczz ol {Dr.
G Donnell's th=cries have be=t Las1ed, subjecied 10 PE= teview, or rc.:z... ! by the ssieTtne

eomemuttsy. Any value tus iecimony might keve wouid bz sutweizshed by its preusical cdc=.

"
[
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- : The count will also exclude the testimory of Ot Pusskin. 1n addition to his gppalling lack
of candor as 1o his credentials, Dr. Puszidn’s gheories fail all of the tests st out in Azderson He
ignores sciendific me=hod, his theories cannot be teszed, they have not been pesr reviewed, and
they enjoy no accepance in the scia:i.ﬁ: c;:mmuniry

| In conciusion, the Court is awsre 1hat studies are ongoing in the ares afbresst implas
and a fedcal 706 panc! is soon to issue 8 repore. The results of the ongoing swdies may lead
support to the 25 y& unsubstantiated theories of the Plaintiffs and their experzs. This Court will
reconsider thic decision should such suppor: be forthcoming. Ia the imesim, tae cases filed shouic
go forward. Tne Court also realizes the impsc: ¢f this decision on Plaintiffs” ceses and the
srticolated intention: to appes! from az acverse fuitng, 1 lesn toward cersifying this question for
intarlocutory eppes] should Plainriffs so request, howeves, I will aiso liscen to Defendams on this
issue before | deside. Lesty, the Bursh case ie set for my Bex jury viai.docka. While I do naz
intend 1o ind=Snitely s:zf the brezst implant cases peading befors e 1 2wzit the resuhs of
onzoing s;.:-.iies, [ wilf consider continuing the Burh case unti! my :umn:cr docke: should
Plainsss nesé addiriona! ume 10 dr.::-..-.;ne their pe course of aczion.

.
[ werié ask counss! 1o immediziely consult wih exsh o:iac.—"u te their respesive position:

or the appse! and the continuznce iesees 2nd iaform the Cour of your posisicns, If we nc.-:i 2
guick heasing on 1h0se manes 1 witl acsomemoedate. | 5:; agziz wan: 1C express MY apprecizticn

to &) counse for their impressive proseraticn and gresentation of thess very sommpiicated issusc.

W. DANIZ., SCHNEIDES
W, DANIEL SCRNEIDER
Disisc: Cour Jusge, Divisicn VI






