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SILICONE BREAST IMPLANTS AND THE RISK OF CONNECTIVE- TISSUE DISEASES AND
SYMPTOMS

JORGE SA.',"CHEZ-GL"ERRERO, M.D., GRr\HAM A. COLDITZ, M.B., B.S., DR.P.H., ELIZABETH W. K.-\RLSO:-':, yI.D.,
DA\'IDJ. HL":-':TER, ~I.B., B.S., Sc.D., FRA.\;K E. SPEIZER, M.D., A.',"D ~IATTHE\\' H. UA.',"G, NI.D., M.P.H.

Abstract Background. Silicone breast implants have known type). The mean (~SD) period of follow-up after
been linked to a variety of illnesses, the most controver- surgery was 9.9~6.4 years (range, 1 month to 40,S
sial of which are connective-tissue diseases and symp- years). Three of the patients with definite connective-tis-
toms. To study this relation, we analyzed data from 14 sue disease - ail had rheumatoid arthritis - had implants
years of follow-up of the Nurses' Health Study cohort. (one silicone-gel-filled, one saline-filled, and one double-

Methods. Women who were free from connective-tis- lumen). The age-adjusted relative risk of a definite con-
sue disease in June 1976 were followed through May 31, nective-tissue disease among women with any type of im-
1990, before there was widespread media coverage of plant was 0.6 (95 percent confidence interval, 0.2 to 2.0),
the possible association of breast implants and connec- as compared with women without implants. For women
tive-tissue diseases. Information was collected through .with silicone-gel-filled implants, the comparable relative
biennial and supplementary mailed questionnaires and risk was 0.3 (95 percent confidence interval, 0 to 1.9). The
blinded reviews of medical records with the use of stand- relative risk of self-reported signs or symptoms of connec-
ardized criteria. Relative risk, the measure of association, tive-tissue disease for women with implants was 1.5 (95
was defined as the incidence rate of connective-tissue percent confidence interval, 0.9 to 2.4); the risk of having
disease among women with breast implants divided by any 1 of 41 signs, symptoms, or laboratory features of con-
the corresponding incidence rate among women without nective-tissue disease was 0.7 (95 percent confidence in-
breast implants. terval, 0.3 to 1.6).

Results. Among 87,501 women who were eligible for Conclusions. ln a large cohort study, we did not find
follow-up, 516 were confirmed as having definite con nec- an association between silicone breast implants and con-
tive-tissue diseases and 1183 as having breast implants nective-tissue diseases, defined according to a variety of
(of which 876 were silicone-gel-filled, 170 saline-filled, standardized criteria, or signs and symptoms of these dis-
67 double-lumen, 14 polyurethane-coated, and 56 of un- eases. (N Engl J Med 1995;332: 1666- 70.)

S I:\CE 19.62, app~o~imately 1 million to 2.2 million ha\'e been reported in abstrac~ ~orm..-1 On April 16,
\\'omen in the Lnlted States and Canada ha\.e re- 1992, the Food and Drug Administration banned fur-

cei\'ed silicone breast implants as part of reconstruc- ther use of these de\.ices, except for limited use in re-
tion follo\\"ing surgery for breast cancer or proph~'lactic search settings.1
mastectom~' or for cosmetic reasons.I.:! Silicone breast 'To stud~' the relation bet\\"een silicone breast im-
implants have been linked to a variet~. of illnesses, the plants and connecti\'e-tissue diseases, we anal~.zed data
most controversial of \\'hich are connective-tissue dis- from 1.1, years of follo\v-up of the ~urses' Health Stud~.
eases and s~.mptoms.I.J Since 1982, at least 293 pa- cohort with respect to connective-tissue diseases that
tients \\'ith connective-tissue diseases or rheumatic were diagnosed before June 1, 1990. \l\iïdespread media
illnesses and silicone breast implants have been de- coverage in the l"nited States of a possible association
scribed in the English literature; many additional cases began in December 1990, after a program on the sub-

ject was aired on national tele\'ision.i
From the Depanments of Rheumatology and Immunology (J.S.-G.. E.W.K.. METHODS

M.H.L.) and MedIcine (G.A.C.. D.J.H.. F.E.S., M.H.L.). Harvard Medlcal School;
the Roben B. Brigham Multipurpose Arthritis and Musculoskeletal Diseases Cen- The Nurses' He al th Study Cohort
ter (J.S.-G.. E.W.K.. M.H.L.) and the Channing Laboratory (G.A.C.. D.J.H..
F.E.S.). Brigham and Women's Hospital; and the Depanmem of Epidemiology. The :-':urses' Health Studv cohort \vas assembled in June 19i6.
Han'ard School of Public Health (G.A.C.. D.J.H.) - ail in Boston. Address re- Questionnaires \\.ere mailed io ail registered nurses \vho were female.
prim requestS 10 Dr. Liang at Brigham and Women's Hospital. Dept. of Rheuma- married 30 1055 vears of a e. and livin in California. Connecticut.
tologyandImmunology. 75 Fr:mclsSt..Boston.MA02115. .'. g . ~. . v

Supponed by ~rams frpm the National Institutes of Health (CA40356-08~1. for Flo:,da. ~Iar:--Ian~, ~Iassachusetts. ~llchlgan, ~e\\' Jerse~; :-'e\~' ,~rk.
the Supplemem-Pri>spective Study of Diet and Cancer in Women; AR36308. for OhiO, ~~~ns~-Ivama. or Texas. Se.\:~m~' p~r~ent o! the women.mvlt~d
the Multipurpose Arthritis and Musculoskeletal Diseases Cerner; and AR42630. to partlclpate r~turned the base-lme questIonnaire. Information was

for the EffectS of Silicone on the Immune Response Study). Dr. Sânchez-Gue=ro sought on a variet:v. of health conditions and practices. Subs~quentl~',
was supponed by a Research Feliowship Award from the Fogany Imemational biennial questionnaires have been sent. The overall response rate to
Center (NIH 5FO5 TW04573-02). follow-up questionnaircs bas been morc than 90 percent. Thc stud~'

The ~righam and Women's Hospital has received granls from Dow Coming 10 protocol bas been approved b~' the Human Research Committee of
study slilco.ne breas[ ImplantS ln a separale study. the breasl:mplant subslUdY,of Brigham and Women's Hospital in Boston. AlI subjects ha\'e given in-
the Women s Health Cohon Sludy. belng condUCled by the DIvIsion of Prevenuve "

dM d F th D S. h G d $7500 d .orme consent.e IClne. rom ese grontS. r. anc ez- ue=ro recelve . towar [u-
ition al the Harvard School of Public Health in September 1992 and Dr. Karlson. . .
ret:eived $::.5.800 in salary and fringe-benefit support belw~en February 1. 1994. Ascertatnment of Exposure to SIlicone Breast Implants
and June 30. 1994. Dr. Liang received $2.525 from four leg:!1 tinns representing .. .". h

" Dow Coming or McGhan for 8.5 hours of consulting between June 16. 1993. and B~ 1992. th!: number of \,'omen s[tll ailve.and partlclpa~~ng, ln t. e
: Augusl26. 1994, The other authors have nOI ret:eived compensation from com- stud~' \,'as 109.ï50. Among manv other tOplCS on th.e 199- blenmal
l panies thal manuf:lclure breasl implants or from lawyers involved in brea.,;I- questionnaire \\.ere questions ab,o~1 \,'hether participants had. e.ver
l, implanllitigalion. had breast-implam surger~ or silicone. paral'fin. or collagt'n InJt'C-

Edilor's nntt': This disclosure Slalement is in accord wilh our usu:ll policy bUT rions. After threr: mailings. H9,3~6 \"omen (Hl.-J. percr:nt) r~lurned
is some\,.hal more delailed becau,;e of the intense public controversy over the the qu~slionnairr:. includin~ HH.I:>3 \\ho answer~d tht' qut'stlons r~.
healTh etTecIs of brea.,;1 implants, laled to breasl implants and inj~ctions. A suppl!:mentarv questl(ln-
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RISK OF1:CONNECTIVE-TISSUE DIS OUiER DlSORDERS AnER BREAST ..
Ire. i IMPLANTATION

SJIF;R1NE E. G~8R1!:L., MoD., M.Sc.. W. MrCH...!:L O'FAUON, Pi{.D., UON...R.D T. KuR. ND. M.D., Dx..P.H.:
m c. M~RY BP:AXD, R.N., M.P.H.. ]OkN E. WOOc.~, M.D., ...ND Lo JO~E.PH MF; .ON, III, MoD.

Y Ab5t1Dct Ba~round. We ~ucted .a popu/ati,ono tomy for cancer prophyiaxi$ Additiona/ control subjects

based. retrospectlve study to examine the r1sk of a vanery (women treated for bleu cancer who did no! have
,of conneçtjve-~e diseases and amer disorderS after breast reconstruction) W snJdied for comparison with

Il breast Jmplantal1Ot1. tI'1e case 5ubjects. ,- '\ .'

MethOOs. Ali WOiT1en ln Olrnsted Counry, Minnesota, Resulrso A total f 49 men who had received a i
who received a bl-east im~ berween January 1. 1964, breast implant were ~{~~tr a mean of 7 oB yeatS, and -
and December 31L .1991 (ttle casa subjects), were sUJdied. 1498 ~mmunity con=e forrOWed for a mean of 8.3 ,!
For ead1 case SU~Jed. two women of tt'.e same a~ (with- yeats. ln 5 ca$e subjects, as ~mpared witt11 0 subjects in
in three yeats) trpm tt1e same populaüon wt'IO had ,.,t the a>Mtrol group. one of the sPecifled connective-tissu.
received a breast implant and ~ undef'\lfent a medi- diseases was diaQnosed (relative risk, 1.06: 95 pert:ent
caJ evaluation ~i" t'No years of the date of ~ i~pl8!1- oontidencs interval. 0.34 to 2.97). Twenty-five ~ suD-
tation in tt'.e case(subject were selected as COtIt'O! sub- jects had signs or $yTnPtoms of aru,riti6. as compared with
jects. Each ~an's inpatient and olJtpatie~ medicaJ 39 control subjects (relative risk. 1.35; 95 percent ~nrl-
r~ w:as reV1~ed for the C?CCUrrence. of VanOUS a)n- de~ interval. 0081 to 2.23)0 Among tt1e various s.igns or
nective-tJssue d.lS.eases. certaln o~r dlsorders ~g~t symptorns examined, on!)' moming stiffness was signifi-
ta have an autOlm!T1une pa1t)Ogenesls (e.g.. Hashlmoto s cantiy increased among the women wtIO had recelved a
ttlyroiditJs) , and ciancer ottler than br~ cancer, as breast implant (relative risk. 1 .S1; 9S percent confidence
weil as related SYrrIPtom! and abnofma,l results of Iab- intervaJ. 1.11 to 2.95).
orato:rr tests. The, case subj~ ",:,ere categoriZed ac- COn~Jusiof7$o W. found .gQ.. association between

(COrdlng ta whethe[ they rece1v8d Implants for cosmet- breaSt Implants and the a>nnëaiv&-bssu. diseases and
ic rea-'OrlS, for r~TUCtion atter mastectomy for breast other dlsorders !hat were studied, (N Engl J Med , 994;

. cancer, or for r~tru ~after su~taneous mastec- 330:1697.702.)
..

ETWEEN 1 ~d miUio ~merican womcn havt' arrcr brC.1st jmpl~ntatÏon ~mong ~'omcn in OlmSlcd
undergonc b~ea't nlatÏnn or brca.st rccon- C:ounry. Minnesota., who r~ccj"ocd an implant bctween

StTUction sinçc th~ intr uctil)l\ of thc ~jlicone gcl- january l, 19&10, ~nd Dccembcr 31,199/.
fiUed eIastomer cnl..elope-lype brt'.1st prostllc:si~ in th~ Wt' d~fil1cd col1ncctivc-tÏs$Uc di-:ea$c as " ~roup of
early 1960s.'" ln tesponse 10 r~poru or c~.sts of Con- di$ordcrs rhat includcs rhcumatoid arthritj~, sY$lc:rnic
n(1:tiv~oti~,ue di~c~se and auloimmune disordcrs artcr lupus cr;.thema.tosu" Sjôgrcn's ~yndrumt., dcrmato-

brca.st a.Ugmenta ~i~ n,~12 the Food and Dru.~ Adminis- rnynsitis, ~lymyo~ilis. sys!cmic sclcrnsi,. an1r.)1~jng
tration caIlcd for moratnrium on the use of th~c spondylitis. psonatÏc arthri!i~. pnJymya.lgia rhcumat-
d~icc.s in J anua 1992. Ca$e rcports, how~\'~r, pro-. ica, v:I,SculitÏs, arthrilis associated with i'lfl3mmator;O
vidc: the weaxest C";d~rlc;t' or a causc-~nd-cff~t r~la- b<Jwel di't'ase, and polychondriri.-:o Oth~r disordcrs
rion.l) We thcrefor-c conducted a populalionobascd, considcred il1cluded Ha.shimoto's thyrniditis, prim~ry
rctrosp<:ctlve coho~t sludy to cx~mine
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American College of Rheumatology

Statement on Silicone Breast Implants

Approved by Board of Directors Oct. 22, 1995

The American College ofRheumatology recogDizes that many women who have received
silicone breast implants have musculoskeletaI complaints that are also very common in
the general population. Many rheumatologists have eX3mined women with implants who
have sclerod~ lupus, fibromyalgia, or oilier well-defined disorciers. The probiem h.as
been to deœImine whether any cause anci effeCt relationship existS between silicone
iInplants and the musculoskelctal symptoms. Previous data. were solely based on
anecdotal evidence. ln 1994, the American College ofRheumatology swed the
importance and grcat need for scientific analysis ofthis question.

.,:f; Two large st1.ldies now have been completed. The fim was conducted on ail women in a

: single COUIlty in M;"n~-~ta who rec6veci implams betWeen 1964 and 1991. At a mem
i foIlow-up of 7.8 years, there \Vas no association betWeen breast implantS and connective
i tissue or rheumatic disease (NEJM 330:1697-702, 1994). The second study was a follow-

up of the Nurses Health Study. Among this very large coban, after 14 years offollow-up,
no evidence existed for an association between silicone bre3.st implants and connectivè
tissue diseases (NEJM 332:1667-70, 1995).

The American College ofRheumatology believes tha.t these studies provide compelling
evidence that silicone implants expose parientsta no demonsttable additional risk for
connective tissue or rheumatic disease. .A-.!1~ evidcnce should no longer be used to
support this relarionsbip in the co~ or by the FDA. Clinicians, scientists, academicians,
and editors who have been harassed by plain1iffs' aIIomeys for their mvolvement ln
scientific research efforts rela.ted to sili~ne implants cieserve the cominued support of

- their institutions and professional socieries.

In future cases involving rheumatic diseases possibly associated with an enviro"m~t~J
agent, we cali upon the FDA and other regulAtory agencies ta allow professional
socieries, sucll as the American College ofRheuma:tology, to foster appropriate and
scientifically developed cpidemiological studies. Anecdotal reports, while of importance
to call attention ta a poteDrial problem, should not be utilized ta fOInlulate decisions and
re gu1ati 0 ns .

The American College ofRheumatology is the professional org~n;'7~tion of
rheumatologiStS. It includes practicing physicians, research scientists, and health
professionals who are dedicatedta h~ing, prevcD:ting disability, and eventUally curing
the more than 100 types of arthritis and rc1a.ted disabling and sometimes fatal disorders of
the joints, muscles, and bones.

.-: ~
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THE RELATION BETWEEN SiliCONE BR EAST IMPLANTS AND THE Rt.SI( OF CONNECTIVE.TISSUE DtSEASES

';':

META-ANALYSES OF THE RELATION BETWEEN SILICONE BREAST IMPLANTS
AND THE RISK OF CONNECTIVE-TISSUE DISEASES

ESTHER C. JANOWSKY, M,O., PH.D., LAWRENCE L. KUPPER, PH.D., AND BARBARA S. HULKA, M.D., M.P.H.

ABSTRACT T HE relation between silicone breast implants

Background The postulated relation between si li- and autoimmune or conI!ective-tissuedis-

cone breast implants and the risk of connective-tissue cases bas been the focus of considerable
and autoimmune diseases has generated intense medical and legal discussion throughoutthe
medical and legal interest during the past decade. The past decade}-4 Concem was aroused by early case re-
salience of the issue persists, despite the fact that.a ports of connective-tissue disease in women who had
gre~t deal of re~earch has been co~du?ted o~ thls received breast implants or silicone injections.5.6 Three
subject.. To provlde a stronger.quantltatlv~ basls for meta-analyses have failed todemonstrate an increased
addresslng the postulated relation, we applled several . k f .fi tl° tI. di ( h t .d. .. ns 0 speCl c connec ve- ssue seases r euma 01techniques of meta-analysis that combine, compare, .. .
and summarize the results of existing relevant studies. arthrltIS, system~c lupus ~~ematosu~, an~ scler?-
Methods We searched data bases and reviewed ci- derma or systeffilc sclerosls) or connectlve-tiSsue dis-

tations in relevant articles to identify studies that met cases in general after implantation of silicone breast
prestated inclusion criteria. Nine cohort studies, nine prostheses.7-9 However, the meta-analyses todate leave
case-contrai studies, and two cross-sectional studies some questions unanswered. Perkins et al.7 performed

. were included in our meta-analyses. We conducted a meta-analysis that dealt with unadjusted estimates
; m.eta-analy.ses of t~e results of these stl!dies, bath of effect but did not consider the effect of adjustment

wlth and wlthout adjus!ment f?r confoundl':1g facto~~, for potential cortfounding factors.Wong8 and Hoch-
and a sep~rate analY~ls restrlcte.d to studles .of slll- berg and PerlInutter9performed analyses of adjusted
cone-gel-filled breast Implants. Flnally, we ~stln:'ated effects but in neither srody were format statistical
the annual number of new cases of connectlve-tlssue f' . .
disease that cou Id be attributed ta breast implants. tests 0 hom~genelty ~ong srodie~ ~~ertaken, ~or
Results There was no evidence that breast im- were an~ys~s of the rn~uence of rndivldual srodies

plants were associated with a significant increase in or combrnatlons ofsrodiesco~ducted. N?~e ofthese
thesummary adjusted relative risk of individual con- meta-analyses focused excluslvely on sillcone-gel-
nective-tissue diseases (rheumatoid arthritis, 1.04 [95 filled breastimplants. Moreover, eight new srodies of
percent confidence interval, 0.72 to 1.51]; systemic the possible relation between silicone breast implants
lupus erythematosus, 0.65 [95 percent confidence in- andautoimmune conditions orconnective-tissue dis-
t~rval, 0.35 to 1.23); scle~oderm~ or systemic sclero- cases have been published since 199610-17 and were
SIS, 1.~~ [95 ~ercent confidence Interval, 0.59 t~ 1.73]; not included in the previous meta-analyses.
~nd Sjogren s syndro":,e, 1.42 ~9~ percent c~nfld.ence We conducted a comprehensive series of meta-
I~terval, 0.65 t~ 3.11]), ail deflnlte connec~lve-tlss.ue analyses of the largest group ofsrodies to date to in-
dlseases comblned (0.80; 95 percent confidence In- .. . . .
terval, 0.62 ta 1.04); or other autoimmune or rheu. ~estIgate the posslb~e relatIon ?etween silico~~ breast
matic conditions (0.96; 95 percent confidence interval, Implant~ an? the ~lsk ofautolmm~e conditions or
0.74 ta 1.25). Nor was there evidence of significantly connectIve-tIssue diseases. Oursrody mcorporated the
increased risk in the unadjusted analyses or in the eightsrodies not included in the earlier meta-analy-
analysis restricted ta silicone-gel-filled implants. ses and had four principal objectives; ta investigate

Conclusions On the basis of our meta-analyses, the relation between breast implants and connective-
there was no evidence of an association between tissue diseases by incorporating all eligible srodies into
~reast implant~ ~n general, or silicone-~el-:fi!led breast an unadjusted analysis; to consider the effect of po-
Impl.ants. speclfl.cally, and any.o! the Indlvl~ual. con- tential cortfounding factors in an adjusted analysis;
n.ectlve-tlssue ~Iseases, ail deflnlte ?Onnectlve-tlssue to search for sources of heterogeneity among the
dlseases comblned, or other autolmmune or rheu. "" di. .th ~ al taUS. tI. al t ts d infl al -. d. . F bl. h 1h . SLU es WI lorm s c es an uence an Ymatlc con Itlons. rom a pu IC ea t perspective, .
breast implants appear to have a minimal effect on s.es; andto.p;erform a separateanal~slsfocus~~exclu-
the number ofwomen in whom connective-tissue dis- slvely on sillcone-gel-filled breast Implants. ln ad-
eases develop, and the elimination of implants would dition, we evaluated the public healtheffect of silicone
not be 1 ikely to reduce the incidence of connective-tis- breast implantS by estimating the armual number of
sue diseases. (N Engl J Med 2000;342:781-90.)
@2000, Massachusetts Medical Society.

J1rom thc Dcpartrncnt of Epidcmiol~ (E.C.J., B.S.H.), and thc Dc-
partrncnt of Biostatistics (L.L.K.), School of Public Hcalth, UlÙvcrsiry of
North Carolina at Chapcl Hill, Chapcl Hill, N.C. Addrcss reprint rcqucsts
to Dr. Janowsky at thc Departrncnt of Epidcmiology. CB 7400, School of
Public Hcalth, UlÙversiry of North Carolinaat Chapcl Hill, Chapcl Hill.
NC 27599, or at csthcr_janowsky@unc.cdu.

Volume 342 Number il . 781

- ,,'" ,



1 T~

1 Nederland: Belgie.. MEN TOR Mentor Benelux BV Tel. +31 (294~ 491550 Mentor Benelux BV f Bank: Rabobank Antwerp
Correspondentieadres: Fax +31 (294) 491555 Schaliënhoevedreef 2Oa ! Account nI: 172-1302563-24
Postbus 347 E-mail adres: l' verdieping B7W' BE 462.519.655
1380 AH Weesp info@mentor-benelux.nl 2800 Mechelen , Antwerpen Kamer van
Bezoekadres: Postbank 7459976 \ Tel. +32 (15) 459156 .\ Koophandel HRA 329343

Pampuslaan 1 Rabobank 157081672 Fa~+32(15)459157

1382 JM Weesp B7W. Ni 80.41.44. 199.BOI

Hilversum Kamer van

Koophandel nI: 32063993

PROTHESES MAMMAIRES DE MENTOR: CERTIFICAT DE GARANTIE

Mentor Benelux B.V. est une organisation de vente BelgelHollandaise, qui dépent de la société mère
Mentor Corp. Au plan international, Mentor donne le ton comme fabriquant de produits en chirurgie

esthétique. Mentor est le producteur le plus grand de prothèses
mammaires implantables.

Mentor fabrique et livre que des prothèses de haute qualité.
L'enveloppe de la prothèse est constituée de 5 couches differentes et

flexibles. Par conséquent le risque de rupture de l'enveloppe de la
prothèse est quasiment exclu.

1-
Le proces de production est maintenu sous control et conform les
directives de l'FDA (Food and Drug Administration aux
Etats Unies). Chaque prothèse est prévue d'un certificat CE,
ce qui garantie une prothèse, manufacturée selon les conditions de qualité les plus sevères.
En suite chaque produit est soumis à un control définitif avant de quitter la facilité de production.

On retrouve la qualité de nos produits dans l'expression de nos garanties uniques, c'est-à-dire une
'GARANTIE A VIE'.

En ce qui concerne la garantie à vie:
La prothèse défectueuse est remplacée gratuitement, du moment que la raison du défault est une des
suivantes:

- Dégonflement de la prothèse.
. Rupture de l'enveloppe de la prothèse.
- Autres raison de défault, due à la prothèse. En cas de raison inconnue la garantie sera

déterminée après avoir évalué la prothèseexplantée.

Les conditions de garantie de Mentor ne sont pas applicables pour une des raisons suivantes:

- Explantation d'une prothése intacte à cause d'une contraction capsulaire.
- Explantation d'une prothèse intacte à cause d'un changement de volume.

CONDITIONS GENERALES.
Pour pouvoir profiter de la garantie à vie, les prothèses de Mentor doivent être implantées par un
chirurgien plasticien reconnu et compétent, et selon une procédure chirurgicale courante.

Procédure à suivre en cas d'endommaJiement de votre prothèse.
Première chose est de vous mettre en contact avec votre chirurgien plasticien. Après examin élaboré
par votre spécialiste, il sera déterminé si votre problème est soumis à la garantie à vie.

En suite votre chirurgien se met en contact avec le département de Mentor Benelux:
Au Pays Bas Tèl: 0294-491550
En Belgique Tél: 015/45.91.56
Mentor traitera votre plainte ensemble avec votre chirurgien.

EN GENERAL.
Mentor n'est pas responsable pour perte ou vol, endommagement pendant l'intervention, ou frais
directes ou indirectes pendant l'usage du produit.

Mentor Benelux B.V. Bureau en Belgique Tel: 015/45.91.56
Pampuslaan 1 Schaliënhoevedreef 20a Fax: 015/45.91.57
1382 JM Weesp 2800 Mechelen E-mail: info@mentor-benelux.nl
The Netherlands Belgique
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BREAST AUG~ENTATION; A RlSK FACTOR FOR BREAST CA.."IlCER?

HANS BE.RKE.L, M.D., PH.D., D...LE C. BIROSl.t.L, M.D., Al\"D HE.ATHER.JE.NJCJNS

Abslract Background. A relation betw&en breast aug. dence raliO$ wE:.re ca.lculated by divlding the observed by
menlaliofl and th5 $ubsequenl risk 01 breasl cancer has u,e expected number of breast-cancer cases ln Ihe lm.
been postulaled. Since an esUmated 2 million women ln plant cohOr1.
the Uni!ed Slat~ alone have recelved br"ast implanu. Resulrs. Forty-<>ne patients with implants wefe subse-
even a small increase ln the rlsk of breast cancer could quenUy round 10 have brea$t"èan~r. The expected num.
have considerable public health conseqUGnce$. ber was 85.2.. The .s!andar~zed Incidence ratio was thus

M8/hods. We performed a populaUon-based noncon- 47.6 percent. sign;r~anlly Iower !han expected (P<O.O1).
current cohor1-lInkBge sludy. Ali women ln Alberta. Cano The average lengU1 01 lol1ow-up ln lhe Implant cohor1 was
ada, who underwenl cosmetic bre3$t augmentation 'rom 10.2 yeats, and the average length of lime trom breast
1973 through , 986 were Included ln the Implant cohor1 augmentation to V".e diagnosis of brea.$1 Cbncer W85 7.5
(n . 11,676). This cohor1 was compared with the cohor1 of years.
ail women in Albor13 in 'whom a fir$\ prlrnary breast can~r ~nclusions. Women who undergo breast augmenta-
was diagnosed (n a 13,557). The expected number of tion wilh silicone Implants have a lo\yer risk of breasl cano
breast.cancer Ca$9S in the implant cohort was estimated ~r lhan the general population. This Ilnding suggest$ that
by apPlying 8ge.specmc and calendar year-specific Inci- tl-.ese women are drawn trom a population already at low
dence rates or breast cancer (obtained from tho Alber1a risk and thal the imp:ants do not substMtlally Increase the
Gal\cer Registry) ta the implant cohort. Standardize<1 inci- risk. (N Engl J Med 1992;326:16~9.53.)

P ROSTHETIC brr.ast augm~ntation and r~con. public concem about the potentia/ly increa.sr.d risk
slruction ha.ve been practiced for several d~cades or breasl cancer aCtr.r cosmetic breast a.ugm~nla..

and ha\'e b~en considcrcd to be sar~ and accepted tion.Jolo ln thr. scientific litcrature rcw studics ha.ve
$urgical procedures. Smooth.waJ1~d siliconr. implanu addressr.d thr. tssur.. To our knowlr.dg~ only Cour slud-
(fill~d 'o\;th silicone g~1 or saline) havc bccn thr. molt j~s have bcr.n rr.port~d 10 date, a.nd tJlr~r. of thes~
comman typr. or prosthesis us~d. Star ~ncapsulauon con!ist~d or survt:ys ma.i1r:d to plastic surgcons.IWJ
or lh~s~ implant! frequenùy leads to comprcssion and Although no cxCess risk wa.s found, the strength or the
undcsirable firmneS.1. To o\'crcom~ th(s~ coU1pli~. ~v1d~nce in thi.s typc or study is limited bccausr. oC
ÙOn5, implant.s tov~rcd .wilh po1yurctha.nc sponge the grcat potcntiaJ Cor a"c~rta.inmcnt and rccall bias.
'I\'~r~ rcintroduccd in the 1980s in thr. V nitcd


