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STATISTICS and STATISTICAL M ETHODS: Why, to sci ence, the law’s an ass
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SILICONE VAL LEY / On one side, rese archers insi st implants are ‘safe .’. On the oth er, wom en insis t

th ey’r e not – and the cou rts agr e e

Why, to science ,the law’s an ass
BY GINA KOLATA

Ne wYo rk Times Ser vice

WHEN it comes to the safety of sili-
cone bre ast implants, scie n ce and
the cou rts have taken striking ly

dissim ilar stands.

The cou rts have hande ddown mul t i-mil l io n-
dollar awards base don the pre sump tion that
the implants pos ea health hazard. So many
women have file dsuit that implant manufac-
ture rDow Cor ning Corp. declare dbankr upt-
cy on Mon d ay.

Me a nwhile, heavy-duty scie n tific studies
have drawn just the opposit e conclu sio n.

This cla sh of cul ture sis due in par t to the
fact that the lega lwo r ld look s at indivi d ual
ca s esof illn ess, but scie n ce hol ds that
studie sof whole popula t ion sare truth’s only
sure tou chstone.

The cases that hav epersua ded the cou rts
conc e rn women who complain of deb i lit a-
ting and mys ter iou sma ladie s that they att ri-
bute to silicon ele a king from their implants.

Seve r al years ago, those indivi d ual cases,
typi c a l ly des cribed as "an ecdot es" by scie n-
tis t s ,prompt e dseve r al epi dem iologi c a lstud -
ie s to identify any statis ti c a l ly valid links
between implants and disease. So far, sev en
large studies have repor ted– and fou nd no
su ch link.

"I don’t know a single, hig h-quali ty immu-
nologi st who is convi nced that the re is a de-
fin able dis ease rela ted to implants," said
Dr. John Ser gent, a profe sso rof medicin e at
Va n d erbilt Unive rsity in Nashvil le and a
fo rme r presid e n t of the Ame rican Col lege
of Rheum atol ogy.

He a lth officia ls in other cou ntr ies agree.
Franc eallowe dim p lants back on the marke t
in Feb ruary, and Britain nev er sto pped thei r
sale.

IN the United States, the beginning of the
end for brea stim p lants came in 1992, when
Davi d Kessle r, the head of the Food and
Dr ug Adm inist r ation, annou nced that his
ag enc y wa scalling a volu ntary morato rium
on their use.

Laws uit s by women cla iming inj ury then
bega n to snowball. Many were base don
the theor y that, alt hou gh silicon eis an ine rt
subs tanc e, the chemical or its bre a kdown
products non etheles sha d de r ange d the im-
mu ne sys tem ,causing avariety of other wise
in exp licable maladie s. (Cana daalso impos ed
a morato rium early in 1992, by whi c h time
an estim ated 150,000 Cana dian women had
re c eiv ed implants. Many thousands of them
are tak ing par t in cla s s-action suits aga inst
variou sma n ufacture rs.)

Me dical exper ts sum mon ed by the pla in-
tiffs cit e d ex per iments showing that silicon e
can harm the immun e syst ems of mic e.
This , according to Dr. Nir Kos sovsky, a ma-
ter ials scie n tis t at the Unive rsity of Califor-
nia at Los Ang eles who run s an implant-
testing laborato ry, "means that silicon e can
accou nt for many of the symp t o ms repor ted
by bre ast-implant patients."

Thes eme dicalex per ts als o have criti cized
the epi dem iologi c a lstudie s ,sayi ng that, had
they gone longe ror exa m ine dmo rewomen,
they wou ld hav e fo und the illnesses that
affli cted the pla intiffs.

Bu t scie n tis t s persua ded by the studie s
accus ethe cou rts of mis handli ng the issue
and regard the pla intiffs’ medical exper ts as
hi red gun s.

Dr. Shaun Ruddy, pre sid e n tof the Ame ri-
can Col lege of Rheum atol ogy and a speci al-
is t in conne ctive -tis s uediseases like those
being cla ime dby women wit h im p lants, said
that so much mon ey was at stake that "it is
ve ry easy for people to los ethei r obje ctivity".
He said he knows of aca demic doct ors who
st arted filling out for ms for lawye rs at 1,000
bucks a pop."

"I’m tremendously bot he red," said Dr. Eli za-
beth Connell, a profe sso rof gyn ecology and
obs tet rics at Emo ry Unive rity’s school of me-
dicin e in Atlant a. She led an FDA advis ory
panel that con clu ded in 1991 that implants
fulfi l le d a pub lic-health need and shoul d re -
ma in on the marke tpending fur the rstudy.

Dr. Ber nadin e He a ly, a for mer directo r of
the Nation a l Institutes of Health , des cribed
women as the paw ns and the los ers in a

tr ial lawye rs’ game she finds "hid eou s."
Scie n tis t swho hav eproduced evi denc eor

spoke n ag ain st the link bet ween implants
and illness hav e accus ed pla intiffs’ lawye rs
of harassment.

One of the more influe n tia l papers that
cr iti cized the link appeare d la st Jun ein The
Ne w Engl and Jou rnal of Medicin e. It was
base don a study by Dr. She rin eGabr iel and
he rcolleagues at the May oClin i c in Roches -
ter, Minn., who exa m ine d the medical re-
co r dsof eve ry resid e n t in a nearby cou nty
fr om 1964 to 1991.

The team inv estig a ted a long lis t of medi-
cal problems, but con clu ded that non e of
749 women wit h im p lants had suf fered be-
caus eof them.

DR. Gab riel said she knew her paper
woul d inf u riat ethe lawye rs, par ticularly be-
caus eit was financ e din par t by the Pla sti c
Su rge ry Edu cation a lFoun d ation, the edu ca-
tion a larm of the Ame rican Socie ty of Pla sti c
and Recon str uctive Sur geons. But becau se
the study had been unde r way for sev eral
mont hs before receiv ing the grant, she did
not think any one wou ld ser iou sly accus ehe r
of bei ngbia s ed.

St i ll, as soon as the paper appeare d, law-
ye rs charged that it was taint e d. Charles
Hou ssi ere, a Hou s t on lawye r who says he
repre sents 2,000 to 3,000 women suing im-
plant manufacture rs, dema n d ed that Dr. Ga-
br iel produ c esuppor ting docum e n t s.

"The mag n itude of the dema n dsis stag-
ge ring, the bur den is stagg ering ," she said.
"They want ove r 800 manus cripts from re-
searche rs that were here, they want hun dre ds
of dat abases, dozens of file cabin ets and the
entire medical records of the cou nty". This
ha s"been ext rem ely stres sful. It has seve rely
co mpromise d my ability to do res earch."
And, she said, it has had a chil ling effect on
im p lant res earch in gen eral.

Dr. Ser gent of the Ame rican Col lege of
Rheumatology descr ibed the lawye rs’ tac-
ti cs and $4-bil lio n in cla ims at stake as "a
sa d co mment ary. We’re such a  lit igious
socie ty in eve ry way. And the re are so few
curbs on this sor t of beh aviour".

REFERENCE: Gabr iel ,S.E., O’F allon, W.M., Kur kla n d, L.T., Beard, C.M., Woods,
J.E. and L.J. Mel ton: Risk of conne ctive -tis s uediseases and othe rdiso r ders after brea stim p lant ation. Ne w
Engl . J. Med. 330(#24): 1697-1 702 (1994); see als o the edito ria l on pag es 1748-1749: Ang ell, M.: Do
brea stim p lants caus esyst emic disease? Scie n ce in the cou rtroom. [DC Lib r ary call number: PER R11 .B7]
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U. S. firm to pay $28-million for imp lants
___________________________

Out-of-cour t deal compens ates women
BY JANE COUTTS
He alt h Po licy Reporter

In a landmark deal, a U.S. pharmaceuti c a l
gi ant has agreed to pay $28 -mil l io n in
co mpens ation to women in Ont ario and
Quebec who say they hav ehealth problems
becaus e of bre ast implants the company
ma n ufacture d.

In the first cla s s-action settlem e n tre ache d
by a U.S. implant manufacture r ou tsi de the
Un ited States, Bristol-Mye rs Squ ibb negotia -
ted the out-of-cour t deal in respons eto suits
brou ght by women who bla m ethe silicon e-
gel implants for problems rangi ng from hard-
ening of the bre asts to autoim mun ediseases.

Only women in Ont ario and Quebec are
elig ible for the settlem e n tbecaus eonly those
two provi nces hav e cl ass -action legisla t ion,
on eof the lawye rs inv olved said.

Howeve r, Michael Eizenga said the settle-
ment cou ld ben efit women in other provi n-
ces who are cont emplating lega laction. He
also sugge s ted the deal might encou rag eot he r
ma n ufacture rs of bre ast implants to settle.

Althou gh no one at the news conferenc e
held to announ ce the settlem e n twa sprep ar-
ed to say how many women might ben efit
fr om the fun d, Jan e Bl oomfield, who co-
chairs a sup por t gr oup for brea st-implant
us ers, said eve n thos eli ke her who are not
in clu ded in the deal wil l benefit psycholo -
gi c a l ly.

"Someon e ha s take n re sponsib i lity and
acknow ledge d they may be ill becau se of
thei r im p lants," Ms. Bloomfield said.

The Lon d on, Ont., nurse had an implant
when she was 18 to aug m e n ta bre ast that
neve r deve loped, and has had con tin uing
proble ms wit h sk in infection sand bre ast ab-
scesses. Now 32, she had three ins erts be-
fo re giv ing up, and has unde rgo ne more than
20 operation sin the last fou rye ars. Becau se
he r im p lants were not manufacture d by
Br istol-Mye rs Squ ibb, she is not elig ible for
money from this settlem e n t.

Un d er the ter ms of the settlem e n t, whi c h
ha sye t to receiv e fin a l ap proval from the
cour t, the $28 -mil l io n will be put into a
specia l fund for 12 years, likely to be adm in-
is tered by an ins uranc eco mpany.

Wid e spre ad adver tising wil l infor mwomen
not inv olved in the origi nal lit igation that they
may be elig ible for compens ation if they
suffer from any of the illnesses com monly
att rib u t e dto bre ast implants and if their im-
plant was manufacture d by Medical Eng i-
ne e ring Corporation MEC, a wholly owned
subsid iary of Bristol-Mye rs Squ ibb.

Wo m e nwho meet the criter ia set out in
the deal wil l be assesse dand their share of
the $28 -mil l io n will be base don the sev e-
rity of their illness, their age and the total
number of cla ima n t s.

Mr. Eizenga wou ld not gues sat what indi-
vi d ual settlem e n t smight amoun t to, sin ce no
on eknow show many women might apply.

He did say that of an estim ated 100,000
im p lants in Cana da, Bristol-Mye rs Squ ibb is
thou ght to hav eha dbetween 20 and 25 per
cent of the total marke t.

The settlem e n twa sre ache ddespi te con tin u-
ing con trove rsy ove r the issue of implant-re-
la ted health problems. Sev eral scie n tific
studie shave faile d to find a link bet ween im-
plants and the sys tem i chealth problems some
have att rib u t e dto them, which inclu de atypi-
cal neurologi c a ldisease syn drome, sys tem i c
lu pus and conne ctive tis s uedisease.

There hav ebeen complaints that the issue
wa s fe d by U.S. judge sand jur ies, swaye d
by anecdot alaccou nts of suf fer ing that were
un sup por tedby scie n tific dat a.

Mo re localized problems, such as rup -
ture s ,infection sand painf ul hardening of the
brea sts,caus ed when scars dev elo p arou nd
the implants, are more cle arly att rib u t e dto
the produ cts, whi c h we re banne d in the
U. S. and Canada in 1992.

Franc e de cid ed in Feb ruary to per mit
thei r sale aga in. They were nev er taken off
the Britis hmarket.

Si licon e-gel bre ast implants were the sub -
je ct of a huge produ ct-liability settlem e n tin
Febr uar yof 1994, when Bristol-Mye rs Squ ibb,
Dow Cor ning and Baxter Int e rnation a l Inc.
ag reed to set up a $4. 2-bil l io n fund to com -
pens ate women cla iming they were adversely
affe cted by the implants.

Be cau se only a lit tle more than 3 per cent
of that sum was allotted to women outsi de
the United States, Mr. Eizenga said, the Bris-
tol-Mye rs deal is aparticular boon to Cana -
dian women who woul d have other wise had
to compete with women all ove r the world
fo r a share of the 1994 settlem e n t.

Describe con cis ely theQues tion that is the primary matt e rof con cer nin the two article sreprint e din this Highlig ht #102.

• Identify theresp onsevariat es mentio ned in the article sand the primary explanator y variat e.
1

Explain brief ly whether the hum an dat ades cribed in the article sco m efr om inv estig a t ion swith experimenta l or ob ser vational
Plans, and indicate whatsta tis tical is s ueis raise dby this matt e rin the Que s tion con tex t.

• Comment brief ly on the inferenc ethat implantsca usethe various sys tem i cdiseases.

2

Discus s,fr om a sta tis tical perspectiv e, the stat ement in the fou rth parag raph of the article EM9516 reprint e dov erleaf on
page HL102.1: .... the leg al world looks at individua l ca ses of illness, but sci ence hol ds that studies of whole popu lations
are truth’s only sure touchston e.

• Comp are and con trast what the article sdes cribe in the case of bre ast implants wit h what has hap pen ed in regard to the
health con seque n ces of smoking .

3

The article sEM9516 and EM9523 reprint e dov erleaf on pag eHL102.1 and above are als ous ed in Fig ure 11.6b of the STAT
221 Cou rse Mat e ria ls.
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