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Why, to siernce,the law's an ass

BY GINA KOLATA
New York Times ®rvice

HEN it comes to the sefy of gli-
Wcone reast implants, siene and

the murts hae taken stikingly
dissmilar stands.

The curts hae randeddovn multi-million-
dollar avards basedon he gesimpton ha
the implants psea heath hazad. S mary
women hge fied sut tha implant nandac-
turer Dow Corring Corp. dedaredbankrupt-
cy an Mondg.

Mearwhile, reary-duty scienffic studies
hase davn just the pposte conduson.

This dash of aulturesis due in prtto the
fact tha the kgalworld looks at irdividual
casesof illness but sdéene folds tha
studes of whde popuationsare truths only
sue budidone

The asa tha have persiaded the ourts
concen women who onplain of debiita-
ting and nysteriousmahdesthat tey atri-
bute b dliconeleakng from thar implants

Severd yeas @o, those hdividual cases,
typicaly descibed as "anedote$ by scien
tists,pronptedsesera epidemidogical stud-
ies to idenify any datisticaly vald links
beween implants and diease So far, seven
large gudies hae reported— and fourd no
sua link.

"I dorit know a sngle, high-qudity immu-
ndogig who is @mrvinced tlat hee is a -
finade dsease elaed b implants, said
Dr. ohn Sergent, a professorof medcine at
Vandebilt University in Nadwille and a
former presdent of the Ameiican Qllege
of Rheumablogy.

Healh dficials in other murtries aree
Franceallowedimplants ad on the narket
in Febuary, and Bitan neve stopped tteir
sak.

N the Lhited Sates, the legiming d the
end br breastimplants cameni1992, when
David Kesder, the hed of the Food and
Drug Administrdion, annourced tlat his
agency wascaling a voluntary moraorum
on ter use.

REFERENCE: Gaébriel, SE., OFalon, WM., Kurkland L.T., Bead, C.M., Woodb,

Lawstlits by women iming injury then
beganto swowbdl. Mary were basedon
the theory that, dthouch dliconeis an inett
stbstaince the chemical oits krealkdovn
produdas ronghelesshad deragedthe im-
mure /siem,caudng avariety of otherwise
inexplicable malades (Canadaalso imposel
a noraorium eary in 1992, ly whichtime
an edmaed 50,000 Ginadan women ha
recéved implants Mary thousand of them
are faking partin dassadion siits aairst
variousmantacturers)

Medcal expers simnonel by the pain-
tiffs dted experiments bowing ta slicone
can ham the mmune systens d mice.
This, acordng to Dr. Nir Kossesky, a ma-
terials <ientst at the Uhiversity of Califor-
nia at Los Angebs who uns an mplant
tesing laboraory, "mears tha slicone can
acourt for mary of the ymptons reported
by breastimplant mmtients

Thesemedicalexpers dso hase aiticized
the gpidemidogical studes, saying that, had
they gane brgeror examhedmorewomen
they would have found the linesse tha
afflicted tte paintiffs.

But sdenists persiaced ty the studes
acaisethe ourts d mishanding the sswe
and egad the gaintiffs' medcal expers &
hired gins.

Dr. Shaun Ruddy, presdentof the Ameii-
can Qllege of Fheumablogy and a pecid-
ist in connediveissuedisease like thase
beng daimedby women vith implants, sal
that © much mongy was & steke ha "it is
vely eay for peple to bsetheir obedivity!
He sid he knows of acadenic doctars who
stated filing aut forms for lawyers & 1,000
buks a pp'

"I'm tremendouly botheed' said Dr. Eliza-
beth Conndl, a professorof gynecdogy and
obsetrics at Emoty Univerity's shool of me-
dicinein Atlanta She kd an FDA advisay
pané tha conduded n 1991 tha implants
fulfilled a pubic-heath need ad $iould re-
man on he narket pending furtherstudy.

Dr. Berradne Heay, a brmer dredor of
the National Insitutes of Heath, descibed
women a the mwrs and the bses in a

trial lawyers’ game she fids "hideou$

Sdenistswho haveproduced gidenceor
spoken agang the Ink between implants
and liness lave acasel paintffs lawyers
of harassnent

Ore of the nore influential pgpeas ha
criticized tre ink gppeaedlagd Junein The
New Emgland Jburna of Medcine. It was
basedon a sudy by Dr. Sheiine Gabriel and
hercdleagies &the MayoClinic in Roches-
ter Minn, who eamned the nmedcal re-
cordsof every resdentin a reaby courty
from 1964 b 1991

The team nvesigaied a bng list of med-
cal poblens, hut conduded that rone of
749 women vith implants hd auffered Le-
causeof tham.

DR. Gabiiel said she knew her paper
would infuriate the lawyers, maricularly be-
causeit was financedn part by the Radic

Sugely Eduational Foundatbn, the elua-
tionalam of the Ameiican Saiety of Plagic
and Rmngrudive Sirgeans But becaue
the gudy had keen underway for sved

months before recaving the gant she did

nat think anyane would serioudy acauseher
of beingbiasel.

Still, as oon as he m@aper ppeaed law-
yers charged that it was ainted Charles
Housige, a Housto lawyer who says le
represents 2000 b 3000 women sing im-
plant mandacturers, denandd tha Dr. Ga-
briel producesypporting documents.

"The magniude d the denandsis deg-
geiing, the lurden s taggeind, she sail.
"They want wer 800 nanusdpts fom re-
sarches tha were here, hey want hundeds
of datalases, daens d file cabings and e
entie medcal recoré of the ourty” This
has"been atremdy stresdul. It has seerely
conpromised my é&bility to do eseech
And, she sail, it has tad a tilling dfed on
implant eseach in genead.

Dr. Sergent d the Ameiican Qollege of
Rheunaology desribed the hwyers tac-
tics and $-billion in daims a steke & 'a
sad commentay. Were such a ltigious
sceiely in every way And hee ae so éw
cubs on his ort of behaiour”

JE. and L.J Melton: Rsk of mnnedivetissuediseass and oterdisorcers dter beastimplantdion. New
Ergl. J. Mad. 330#24): 16971702 (1994); see &s0 the editorial on pages 1748-1749: Angel, M.. Do
breastmplants casesystamic disease Siene in the ourtroom. [DC Library call nunber. PER RI1B7]
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Y 8-million for implants

Out-d-caurt deal ompensades women

BY JANE COUTTS
Hedth Policy Reporter
In a bndnak deal a US phamacetical
giant ha areed 6 pay $8-nillion in
conpensdion © women h Ontaio and
Quebec wio say they haveheath problems
because of breast mplants the onpany
mandactured
In the first dassadion stlementreached
by a US implant mandacturer ousice the
United Sates, Bistd-Myers Sjubb regotia-
ted tre aut-of-caurt deal n reponseto lits
broudht by women vho Hamethe dlicone
gd implants ér problems rarging from hard-
ening d the breasts to atoimnmunediseass.

Only women n Ontaio and Quebec are
eligible for the stlementecauseonly thase
two provinces have classadion kgidation,
oneof the bwyers invdved sid.

However Micheel Eizerga sid the stle-
ment ould bendit women nh ather provin-
ces who ae catemplatirg legaladion. He
also siggesed the deal mght encourageother
mandacturers of kreast implants to stle.

Althoudh no me a the rews onference
hdd to amaune the tlementwvasprepa-
ed b say how mary women myht bendit
from the und Jane Bloomfield, who -
chais a sipport graup for breastimplant
uses, said eventhoselike rer wio are ot
induded n the deal Wl bendit psychdo-
gicall.

"Somene has taken regpaonsbility and
ackrowlecged they nay te il beaus o
their implant$,Ms. Boonmfield sad.

The London Ont., rurse fad a implant
when she ws B to aigmenta lreast ha
never developed and ha had ©ntinung
probems with skin infedionsand reast -
scesss. Now 32, e hal three nsets be-
fore gving up and ha undegore nore than
20 opestionsin the bg fouryeas. Beaue
her implants vere rot mandactured by
Bristd-Myers Squbb, she s rot digible for
money from this etlement

Unde the erns of the ®tlement which
hasyet to recéve final appoval from the
caurt, the $8-nillion will be put into a
spedal fund for 12 yeas, likely to be amin-
istered by an nsuanceconpany.

Widespea adverising will informwomen
nat invdved h the aiginal litigation that they
may be digible for conpensdion if they
sufer from any o the linesse comnorly
attibutedto breast implants andfithar im-
plant was nandactured by Medcal Engi-
neeing Corparaion MEC, a vholly owned
stbddiary of Bristd-Myers Sjubb.

Womenwho med the citeria ®t ait in
the deal will be asessedand her share d
the $8-nillion will be basedon he ®ve
rity of ther illness thar age and the taal
number d claimants

Mr. Eizerga would not guessat wha indi-
vidual tlementsnight anauntto, snce o
oneknowshow mary women mit goply.

He did sy ha of an etmaed D0,000
implants h CanadaBristd-Myers Sjubb is
thought to havehadbeween 20 and 5 per
cent o the total narket

The etlementwasreacheddepite mntinu
ing controversy over the isste of implantre-
lated reath problems. Seved scientfic
studeshave falledto find a ink between im-
plants and theysiemicheath problems ssme
have atributedto them, whch indude aypi-
cal reuodogical disease gndrome, sysemic
lupus and onnedive issuedisease

There havebeen onplaints ha the Bsie
wasfed by U.S judgesand pries, svayed
by areadotalacourts d suffering tha were
ungipportedby scientfic data

More localized poblens, sich as up-
tures,infedionsand pinfu hardenng d the
breasts,causal when sars cevdop arourd
the implants, & mae dealy atributedto
the produds, which were bamed in the
U.S and Canadani1992.

France deded in Febwuay to permit
their sab @jain They were reve taken df
the British market.

Siliconegel breast mplants vere the aib-
jed of a huge podud-liability setlementin
February of 1994 when Bistd-Myers Sjubb,
Dow Corrning and Baxer Intenaional Inc.
ageed b «t p a $.2billion fund to ©®m-
pensde women &iming they were alversdy
affeded ty the mplants

Beau® aly a lttle more than 3 er cent
of tha sum was dlotted b women aitside
the United Sates, Mr. Eizerga ®id, the Bis-
tol-Myers ceal 5 aparticular boon to Cana-
dian women who wad have cherwise fad
to conpee with women all @er the world
for a sae d the D94 stlement

Desaibe ondsdy the Queston that is he gimary matterof concernin the two aticlesreprintedin this Hghlight #102.
@ |denify therespm= variates menioned n the aticlesand the pmary explanabry variate

Explain briefly whether the luman datadescibed in the aticlescomefrom investigatbnswith expeimental or obervational
Plars, andimdicae what statstical issueis raisedby this matterin the Questbn mnext

o Caomment briefly on the nferencethat mplantscawsethe various ysemicdiseass.

Disauss,from a statstical perspetive, the satament n the burth paragiaph of the aticle EM9516 reprintedoveleaf m

page H1021:
are ruths only sure ouchsione
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® Campae and @ntast wha the aticlesdescibe n the cae d breast implants with what has lapeneal in regad to the

heath conequenes ¢ smaking.
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221 Course Materals.

1995-04 20



