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Overall, eighteen percent of the women in the cohort had received breast
implants (n=1159), and details regarding the mmplants were available for 1012 Women
who had received 2 total of 1375 breasi implants. The majority of these implants were

) Redsons for removal-included capsular contracture in 29%- (n=130) and ropture, Jeak
\ B or deflation in 13% (n=58). Wiihin the first fiye years after insertion, 24 % of all
Y o implants had been removed, while 38% had been removed by ten years.,
: “s. These data indicate that the integrity,of implants is affected by the duration of
use. However, in this cohort of breast cancer patients who had reconstructive surgery,
60% of the breast implants were stili-in Place ten years after insertion

Tt e e

600002
Attachment 17



Introduction

Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

Breast implants have been used. for more than thisty years by an estiORNEENTIAL - ~=--
o two million women in the United States.’? In recent years, approximately 20-40%
of the more than 150,000 implants inserted annually have been for purposes of breast
reconstruction following mastectomy.>* ubsequent to-the coniroversy surrounding the
FDA’s 1992 moratorivm on the use of silicone-gel filled implants, women who o
received reconstructive surgery with implants as part of their breast cancer treanment
constitute ope of the largest 8roups 1o receive implants. .1t is, therefore, important that
Tesearch continues to investigate the use and safety of these devices.

In this report, we examine the frequency of breast implant vse in 2 population-
based cohort of women with breast cancer as well as the characteristics of tese
implants, inchading the duration of use, frequency of removals and reasons for

removals.

Methogs

The study population for this analysis was a cohort of women identified in 1993
for the Surveillance of Breast Cancer Patients with Breast Implants Stdy conducted to
desciibe the prevalepce and types of breast implants used for reconstruction following
masteciomy. These patients were identified through the population-based cancer |
regisiries of the Seattle-Puget Sound area of porthwestern Washington State, Northern
California, and the State of Jowa, These registries are participants in the Surveillance,

Epidemiology, and End Resulis (SEER)

Program of the National Cancer Institute -

“(NCI). All women diagnosed with in sitz or invasive (stage ], stage Ia, or unstaged)
primary breast cancer, who were Jess than 65 years of age when diagnosed in 1983,

1985, 1987, or 1989, who were treated

with mastectomy as part of their initial course

of therapy, and who were residents of one of the three SEER catchinent areas at the

time of diagnosis were selected.

-A total of 6597 eligible patients were identified, 1918 from the Seattle-Puget
“Sound area, 2616 from Northern California, and 2063 from Jowa. Each patient’s
physician was contacted by mail requesting information on whether the woman had
received a breast implant following treatment for breast cancer and permission to
contact the patient. Afier physician consent was received, the patient was sent an
mntroductory letter and a response form asking whether she had received an implant

and, if 50, for williagness to complete a

Questionnaire about the procedure. All women

from northwestern Washington State and from Iowa who responded that they had
undergone breast reconstructive surgery and were willing to receive the study

questionnaire, were sent the self-admini

tered questionnaire 2nd a consent form for

release of medical records regarding this procedure. Women who fatled to respond to
the mailed questionnaire were contacted by telephone and asked to complete a

telephone interview and to provide cons

ent for medical record review. All women from

Northern California had the questionnaire administered over the telephone. Jo the event
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that the woman was deceased, the next-of-kin was asked to provide information on the
Patient’s implant status and consent for medical record review. Levels of participation
. - from the three study sites are swmmarized i Table 1. '
Medical records were then reviewed for additional details of the implant surgery

o . tape containing information on the demographic
and chinical characteristics of the breast cancer patients in the cohort,

» or combinations

ysis either because they
dida’t have an implant in the breast with cancer which made them eligible for the smdy

despite an earljer implant in the contralateral breast (n=5) or because the breast
implant was recejved prior to the breast capcer d'iagnosis {(n=3). Additionally, there

r ving the breast cancer diagnosis
that met the smdy eligibility requirements ahthough they had also previously received
an implant in the contralateral breast. For these women, only information about the
mplant placed in the breasi which had a umor making them study eligible was

Women with breast implants (n=1 159) were compared with women withous
breast umplants (n=5404) on the following characteristics: residence, age at diagnosis,
year of diagnosis, race, marital status, and stage of disease at the time of diagnosis:

" Chi-square tesis were performed to assess differences between the two groups of

Ppatient or medical record were reviewed and categorized into sub groups. Components
of these categories of reasons for removal are presented in Table 2,
' For implamts that had been Temoved, both the date of implant insextion and date
of removal were obtained from the patient or physician questionnaires and these dates
were used to estimate duration of exposure. For implants that had pot been removed,

i ' ¢ of insertion from the questionnaires 10 date of
Jast follow-up that was either the date the questionnaire was returned or the date of the
medical record abstraction, whichever was later. Kaplan-Meier curves were vsed 1o

estimate duration of implant exposure according to whether or not the implants were
removed. .

0600004
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Results

Overall, 39% of the breast cancer Patients in this stady were from Northern ST
California, 31% from lowa and 29% from the Seattle-Puget Sound area (Table 3).A
greater percentage of the Seattle women 23 %) received breast implants follow
mastectomy than women from Northern California (18%) or Jowa (12%). Fifty-five
percent (n=638) of the women received implants in one breast only, while 32%
(0=374) received bilateral implants. An additional 13% (0=147) had received at leasy
‘one implant, but all other information about the implant(s) was missing, inchading

Women who were white were more likely to receive impants following
mastectonry than women of otber racial groups (Table 3). Albotigh white womex
constituted 90% of the study population, they constituted 96% of the women witl
implants and received 97% of the total mussber of implants. Women who had recejved

implants were also slightly more likely to be married than women who had not recejved
implants (76% and 72%, respectively).

=, Theages of the women when diagnosed with priinary bijcaéi cancer ranged

women without implants, while 31% of wornen with implants were diagnosed with

stage Ila disease compared with 419 of women without implans. '

Excluding the 147 patients with implants but with all related details unknown,
there were 1375 breast implants among the 1012 breast cancer patients for whom
detailed information Tegarding implant use was available (Table 4). Of these implants,

41% (0=559) were silicope gel-hilled and 37% (h=505) were a combipzation of silicone
gel and saline as in double, triple or quadruple humen implants: Saline implants -

- comprised 16% of the total pumber of implants. Sixteen (1.2%).of the implants were
stated 10 be expanders and assumed to contain saline, although the type of permanent
implant received was unknown, _ : ’

Thirty-two peccent (n=445) of the implants were Temoved and the reasons for

with healing, aesthetic concerns, media related reasons, staged réconstmction,
malignancy or other reasops. Twenty-four of these implants (1.7% of the total) )
ruptured ang 34 (2.5 %) developed leaks. Almost one third of the implants removed

GQoC0s
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(n=130,9.5% of the total) were femoved because of capsular coptracture, which is the
ussue’s response to 2 foreign objecy. Aesthetic concerns accounted for 16% of
Temaovals (5.2% of total implants) and staged reconstraction for 19% of removals (6%
of total). Concerns raised by negative publicity contributed to the removal of 7% of me
total number of implants and recurrent malignancy of some type to 4%.

) The duration of implant use for implants that were rot removed, and for which
we had estimates of the length of time they had been in place, ranged from less than
one month to 136 months, with a xedjan duration of 70 months (mean: 70 months).
The median duration of use of bmplants that were removed, on the other hand, was 12
Iopths (mean: 26 months), with a range from less than ope month to 122 mopths.
While 7% of the implants removed were removed during the first month (2% of the
total mumber of implants), 14% were removed after baving been in'place for at least
four years (4.6% of wtal). Of implants with estimated duration of use (n=1160), over
60%had been in place for miore thanfour years, inchwding those that were

subsequently removed. -

Table 5 presents a. description of implant removals, reasons for removals, and
duration of use by the type of implant. While a larger percéntage (43%) of saline
implants were removed thap silicone gel or silicone geVsaline implants (29% and 30%,
Yespectively), this may be.due to misclassification of saline implants, whereby satine
expanders may be ncorrectly included in this category. Implant rupture was reported in
2% (0=11) of the silicone gel implants, in 2.6% (n=13) of the combined silicone -
gel/saline implants, and in none of the saline implants. Leaking or deflation of implants
occurred with slightly greater frequency for saline implants (4.5 %) compared with
silicone gel filled implants (1 %) or silicone gel/saline implants 2.6%). .

Overall, silicone gel filled mplants and silicone gel/saline implants had longer
durations of use than saline implants. This was true for implants that had been removed
as wellas for those that had ot been removed. For implants that remained in place,
the median duration of use for silicone gel implants was 71 months (mean: 71 months),
for silicone gelsaline implants the median duration was 70 months (mean: 70 mwonths), -
while for saline implants the median duration was 59 months (mean: 60 months).
Similarly, for implants that wese removed, silicone gel implants were left in place for a
median duration of 15 months {mean: 30 months) and for siicone gel/saline implants
12.5 months (mean: 26 onths) compared with the median duration for saline implants

. of 7.4 months (mean: 16 months). _

Results of the Kaplan-Meier analysis (Table 6) show that five years afier
insertion, 23.7% of al) implants had been removed, while 39.8% had been removed by
ien years (Table 6 A). For silicone implants, 21% had been removed by five years and
50.5% by ten years of use. All silicone/saline implants that were removed were
removed after approximately '9 years of use and all removed saline implants were
removed by 7 years. Of all removed implants, 22.8% of those removed for reasons of
ruplure, leak or deflation were taken out by five years after insertion and over 98% by
ten years (Table 6 B). Fifteen percent of silicone implants removed for rupture, leak or
deflation were removed within 5 yeass, whereas, in that same time period 53.5% of
Tuptured, leaking or deflated saline implants were removed (Table 6 B). '

¢Qo0o0s
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Ahh_o}lgh there was some indication that the use of saline im;ilants?néf&sza WA

situ, stage 1, stage Ua, or unstaged invasive Ureast cancer, our findings are

genemlizcal;olc onty 10 women who mee

type of implant exposuzes and reduce the amount of missing infonmation for different

types of implants,

Our finding that Capsular contracture, either alone or in combination with othér

problems, was the largest single reason
studies of complications of fimplants.%?
contracture occurs more frequently in s

for implant rerpoval is'in keeping with other
Sumnilarly, cur findings that capsular
ilicone or double or wiple-lumen implants than

in saline filled implants has been shown in other studies.” Qur overall estimae’ of
29.2% for this complication is lower than sorpe previously reported estimates, which

Tange as high as over 90% . The contractures noted in our study, however, were
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Ieason for implant removal may be too low. _

. In our swdy, removat of ag implant for deflation from rupture or Jeaking
oceurred in 4.2% of the tota] implants inserted, This'is similar to the 5% failore, rate
reporied by Destovet ét 21, and g bit Jower thaq the 6.5% reported by Harris etaf 3

removed for reasons of ruopture or leaks.

'Additionally. our research confirms the findings of other studjes that the-age of
the joplant is ag Unportant factor in its integrity "7 Qver 98% of all implants in our
stady that were Feported 10 have ruptured or leaked were removed within ten yearg of
toeplamation. Overali, however, for implants of any 1ype 2nd considering removai for

any reasom, over 60% of the irmplants in our stady cohort were stil} in place ten years
after insertion.

e e GOO0OS
Attachment 17



R "f'f-%"""!’-'-“W.»_m.—-w-._._.. e T T TP

Ynamed Corporation
Modular Submission M010040 -
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL
References

1. Kessler DA. Special Report: The basis of the FDA’s decision on breast implapts.
New En,g J Med. 1992;326:1713-1715.

2. Deapen DM, Brody GS. Avgmentation mammaplasty and breast cancer: a 5-year
update of the Los Angeles study. Plast Reconstr Surg. 1992;89:660-5.

3. Angell M. Breast implants - protection or paternalisin? New Eng J Med.
1992;326:1695-1696.

4. Cook RR, Delongchamp RR, Woodbury M, Perkins L1, Harrison MC. The _
prevalence of wemen with breast implants in the United States - 1989. J Clin _ P
Epidemiol. 1995-;48:5!9—525-

5. Gabriel SE, O’Fallon WM, Beard CM, et al., Trends in the UIilizaﬁon_ of silicone
breast implants, 1964-1991, and methodology for a-population-bdsed study of
outcomes. J Clin Epidemiol. 1995;48:527-537.

6. Biggs T™, Cukier J, Worthing LF. Augmentation mammaplasty: A review of 18
years. Plast Reconsir Surg. 1982;69:445-450. '
7. McKinney P, Tresley G. Long-term comparison of patients with gel and saline
mamunary mplants. Plast Reconsir Surg. ]983;72:1{7-31.

8. Asplund O. Capsular contracture in silicone gel and saline-filled breast implants
after reconstruction. Plast Reconsir Surg. 1984:73:270-275. -'

9. Cairns TS, De Villiers W. Capsular contracture afier breast augmentation - a .
comparison between gel- and saline-filled prosiLeses. S Afr Med J.; 1980;57:051-953.

10. Gylbert L, Asplend O, Jurell G. CapSnIar contracture after breast reconsﬁ'ucﬁm T :

with silicone-gel and saline-filled implants: A 6-year follow-up. Plast Reconsir Sirg.
1990;85:373-377. .

11. Ersek RA. Rate and incidence of capsular contracture: A comparison of smiooth

and textured silicone double-}umen breast prostheses. Plast Reconstr Surg.
1991;87:879-884.

12. Destouet M, Monsces BS, Oser RF, Nemecek IR, Young VL., Pilgram TK.

Screen mammography in 350 women with breast irnplants: Prevalence and findings of
implant complications. AJR; 1992;159:973-978.

i

P § 000009
Attachment 17° E



] Inamed Corporation
‘Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

13. Harris XM, Ganott MA, Shestak KC, Losken HW, Tobon H. Silicone implant
rupture: Detection with US. Radiology 1993:187:761-768.

14, Peters'W, Keystonz E, Smith D. Factors affcc‘tihg_ the rupture of silicone-gel breast
implants. Ann Plast Surg. 1994;32:449-45].

15. de Camara DL, Sheriden M, Kammer BA. Rupture and aging of silicone gel
breast implants. Plast Reconstr Sirg. 1993:91:828-334.

- 16, 'Robi-nson OG, Bradley EL, Wilson DS. Anzlysis of explanted silicone implants: A
report-of 300 patients. Ann Plast Surg. 1995:34:1-6.

I7-"tgn Rappard JH, Sonneveld GJ, van Twisk R, Borgho;ns TMHM. Pressure

Tesistatice of breast implants 2s a function of implantation time. Ann Plast Surg.
1988;21:566-569. :

18. Kelsey JL, Hom-Ross PL. Breast cancer: Magninide of the problem and
descriptive epidemiology, Epidemiol Rev. 1993:15-7-16.

10

. | G00G1i0
Attachment 17 o S



: Inamed Corporation
. . . ;i Modular Submission M010040
S oL g T McGhan Silicone-Filled Breast Implants . -

. . . CONFIDENTIAL

Table 1. Description of participation by study site.

Northern California lows Seanle/Puger Sovpd
Total ’
n % n % n % . [ %
i imi 2.482 100 2059 100 1916 100 6357 100
physician refusal a1 )y 5 0.2 87 as 133 293
- patientnext-of-kin refasal e 47 - 51 2.5 I3 o7 130 2% .
vmble 1o locate - 412 166 T 285 138 267 139 964 149
Fanguage problem 45 13 - 2 o1 @ 07
20 known implarg 1,512 609 1,489 723 1140 59.4 4,181 633
implant, refused questionnajse - o ’ .
- . or lest o Yollow-up : - - - -. 44 23 - 4 0.7
implant, completed questionnaire 401 162 2% . 365 191 995 154
Tot%,kp&xmbcr of participanis , 1,983* 77 1718 83.4 1505  78.6 5206 79.5

= Inchudes 70 women whose implant stacus was determined by Kaiser medical records.

11
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Table 2. Reported reasens for removal of breast implams_ by type of prob]em‘:
Mechanical

L.
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3. Tupture

b. leaking

¢. deflation -

d. injury, accident or punctore

Capsular cortracture

3. contracuure

b. pain

¢. migzration of pocket
d: re-positicaing

¢. scar tissue

{. itching or berning

NI. Healing relaed -

Y

canow

. infection

- improper bealing

. necrosis

. bleeding

. rejection of implan

V. Aestheric

V.

a. migration/repositicning
b. dimpling
¢. asymmelry; contour, size problems

M:ﬁ ‘la_[:hm cONCeImns

2. autoimmune disease or symploms
b. concem or fear/media Teports
c. allergic reaction

VI Staged reconstruction

3. paris replacement
b. permanent implant

VIL Malignancy

a. recurrent disease

* VIIL Ninknown or giher

Attachment 17

2. personal preference

b. non-implant related infection

c. muscle structare

d. chest wall or mastectomy defect or deformity
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graphic and clinical characteristics of patients

ants following mastectomy for breast cancer.

Women with Women without
breast implants breast implants
—n=1159 —n=5ee 0 X7 p-value
n % n %
Registry E : o
Northern Califospia 469 405 2122 393 . . » -
" Towa 257 22 1801} 33.3 70.63 P<0.001
Seattle-Puget Sound 433 37.4 1481 274
white 1112 95.9 4799 88.8
black 16 1.4 245 45 55.52 p<0.001
other 26 22 327 6.1
unknown 5 04 33 0.6
. Marital
single 93 8.0 475 8.8
marned 379 75.8 3863 71.6- j2.28 p=0.006
Separated/divorced/widowed 175 15.) 945 17.5
unknown 12 1.0 116 2.2
21-29 21 1.8 34 0.6
30-39 226 19.5 433 8.0 -
40-49 474 40.9 1295 240 435.07 p<0.00}
50-59 . 345 298 20018- 373
60-64 93 8.0 1624 30.1
1983 209 180 1280 23,7 o -
1985 234 245 1273 236 ° 18.03 p<0.001"
1987 359 -31.0 1505 279
1989 307 26.5 T 1346 249
Stage of disease -
in siru 259 24 53 9.8
1 378 26 1983 36.7 155.08 p<0.001
ila 356 30.7 2201 40.7
unstaged 166 143 632 12.3 ,
13
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* Table 4. Characteristics of breast implants in a cohort of women with breast cancer

Right Jmplant’ LeR fmplam® Tota] Implants .
=679 —n=0% 2=1375
n % n % n %
silicone gels 275 40.5 284 40.8 559 407
silicone get and salined 262 386 243 348 35 136.7
salined 104 153 128 170 222 16.}
expanders® 8 12 &8 .12 16 12
unknown 30 44 43 62’ 73 5.3
Implant remoyal statns
00 known semova) 451 66.4 479 68.8 930 67.6
removed 228 336 217 312 445 324
‘ L 3 ( ne228 n=211 =445
mechanical ajone 12 53 23 10.6 3s 7.9
mechanical + other 13 5.7 9 .38 32 7.2
capsular contracrure zlone - 56 24.6 40 18.4 96 21.6
capsular contracrere + cther 1§ 7.9 16 7.4 34 7.6
heating 2lone 13 5.7 S 9 - 8.8 32 7.2
healing 4+ other a 1.8 L3 1.8 8 1.8
aesthelic alone .ol 32 13.0 1S 16.1 57 15.1
acsthetic + other . 5 2.2 0 - S 1.1
media related & 2.6 3 1.8 10 2.2
staged reconsiruction <3 189 LH 13.9 84 18.9
‘malignancy 3 1.8 2 0.9 ¢ 13
other + unknown n 9.6 H 6.5 36 8.1
Implant-sepmecd” ] 39 T 6.9 p 5.4
Implant feaked/deflared = 12 53 22 10 33 7
implants not removed n=451 =479 A=)
<43 109 232 m 232 220 233
48.73 117 25.9 113 23.6 230 24,7
72-95 ' 105 233 133 28.0 239 257
96+ 30 11.7 86 18.0 166 17.8
unknown 40 8.9 35 13 75 8.1
implants removed . n=228% - a=217 =44
<1 ) ) 1z 5.3 19 - 8.8 3t 790
12 13 5.7 12 5 . 25, 56
3-5 ' 26 11.4 17 7.8 43 57
&1t - ’ 24 10.5 28 12.9 52 1.7
12-23 .. 23 10.1 21 9.7 44 9.9
2447 . 23 10.1 24 1.1 - 47 10.6
48+ 38 167 5 iLs 63 142
unknowsn : 69 30.3 71 32.7 1493 31.5

Exchudes 147 women with smplaats but 31 selated details toknown - .
! Excludes 6 implants In right breast prior to the diagnosis of the stedy romor in the beft breast
" Excludes 5 implans 35 Yefi breast prior 10 the diagnosis of the study rumor in the right breast

* Includes silicone £t} plus expander or unknown ype

% Includes silicone gel plus salinc implants or double or triple or quadruple umen implanis

% Intludes saline ping €Xpander oF unknown type

° Assumed to be satine but type of permanent implamt unknows
*R

14
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on of ymplent use by
er who underwent

mastectomy”
) Siticone gel
Silicone gel * and saline Saline Expanders Unknown
n=5%9 RS =722 =16 . a=R
n % n % % n % n %
no Xeown removal 397 7.0 355 70.3 126 368 2 12.5 50 &85 - -
. removed 162 29.0 150 29.7 96 432 4 85 2 31.5
Reasons for temovals =162 n=150 =% n=14 n=23
mechanical alope 9 5.6 37 113 M 52 o . - 4 17.4
mechanical + other 10 6.2 12 8.0 8 83 1] - 2 T B3
capsular constracture
. alone 13 26.5 30 26.0 16 16.7 ] - 7 30.4
capsvher coniracture : :

+ other 5 4.9 17 1.3 8 8.3 ) 7.3 0 .
healing alone 19 11.7 8 5.3 3 4.7 1} - 1 EX]
healing + othes 3 1.9 M 33 0 -- 0 - 0 -
aestheric alone -30 18.5 24 16.0 1 Its 0 - 2 8.7
acsietit + other 2 1.2 ) 0.¢1 1 1.0 } . 0.) 0 -
mcdia related 4 3.9 2 1.3 0 Te- 0 - 0 -
staged reconstruction. 1% je7 22 15.7 2% w2 -2 85.7 3 13.9
malignancy 37 LY t 001 2 2.1 0 -- ) -
other + unknown 3 4.9 11 i3 13 13.5 o - 4 178

Leplact wpineed’ 3 6.5 13 8.7 ) - ] - ! -
Implact kakedzde fated & 3.7 3 8.3 OB XY ° - s 37
. I -
{momhs)
implants not removed n=3% a=3%5 n=124 =2 n=350 -
<48 B0 202 N 254 a5 357 1 500 4 8.0

4871 106 26.7 89 . 251 29  23.0 i - 6 12.0

72-95 M 28.0 9 25.6 24 19.0 0 - 13 26.0

56+ 86 16.6 69 19.4 17 13.5 1 50.0 13 260

urknown 34 8.6 16 4.5 13 .87 ¢ - - 14 280

.implants removed p=162 - = T =% =14 n=23
<1 12 - 74 30 6.7 7 7.3 0 - 2 8.7

1-2 6 37 3 73 5 52 3 214 0

3-5 14 8.6 15 10.0 12 12.5 2 14.3 14 -

611 1s 93 14 9.3 15 156 4 28.6 4 174

123 23 14.2 13 8.7 3 8.3 0 - 0 -

2447 20 123 19 5.4 3 3.1 1 7.1 4 12.4

48+ 32 19.8 21 14.9 9 9.4 0 - 1 43

vnknown 40 247 47 31 37 38 4 286 12 522

Excludes 147 women with implams but all relared details unknown

! Represents the numbery of specific ruptures or leaks incioded in mechanical category above
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Table 6. Kaplan-Meier amalysis of duration of implant use by reason for removal
amd type of tmplants

A. Removal o.f imaplants for any reason - (Tota) imp!ants:'n=l_ 160; 16-121 implants removed: n=305)*

5 years 7 years 10 years
n . % n % n %
All types combined 260 - 237% 2% 28.2% 305 39.8%
Sificone gej 98 . 21.0% 112 . 271.4% 122 50.5%
SHicone/saline 88 .209% 97 25.1% 13 342%%
._Saline. - 57 36.5% 59 40.7% 59 40.7%¢

* Excludes 2)5 implants with unknown duration of nse (140 rexxoved, 75 not removed)y

1 All silicone/satine unplants that were removed wete removed afier a linle mose than 9 years use,
Follow-up on the remaining implams continued for approximately 11 years_ '

$ Al saline implants that were removed were removed by 7 years of use. Follow-up on the remaining
Implapts continued for 2pproximately 1] years, -

B. Removal of implants due 10 rupture/leak/defation - (Total implants removed: n=284;
total removed due 10 rupnre/icak/de flation: n=46)*

5 years 7 years : 10 years - .
o % n e n %
All types combined 28 22.8% . 38 48.5% 36 S8.3%
Silicone gel . ) 7 15.0% i) 38.7% 16 98.3%
Silicone/saline 13 3% 17 29.9% 20 - 76.8%7%
Salipe 9 53.5% 10 100 %3 - NA
. * Excludes 2l expandess and ail implants of unknown ype as well as implaois removed afics
unknown duration of vse. ; . .
t Siliconefsaline implants that were removed for reasons of ruprure/leak/deflation afier 2pproximalely
9 yearsuse.: _
% Al saline implants that were removed for reasons of rupnirefleak/deflation were removed by 7 years
of use, : '
16
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