m-8 @A A5 A AlE
] Korean Soc Aesthetic Plast Surg
Vol. 15, No. 1, 1 -7, 2009

o = ()
FHAE A HYES o83 7%
I
EAgsn oaos 479 Hstny

Cohesive gel implants are currently popular worldwide, and
provide patients with their desire aesthetic outcome and im-
prove the fault of old type silicone implant. However, the use
of cohesive gel implants impose a heavy burden on patients
because of the cost about implant itself and evaluation for
leakage of implant. In addition, there is no long-term follow up
result about the new implants. To overcome these problems,
surgeons adhere to the approved implant’s indication and con-
traindication, and increase patient's comprehension about
augmentation mammaplasty with cohesive gel implants through
preoperative sufficient consultation. Physicians must know well
about surgical techniques which reflect characteristics of cohe-
sive gel implant in operation. After operation, physicians record
the size and serial number of implants. Perfect enforcement of
these serial process produces aesthetic satisfactory result

without complications.
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Table I. Evolution of Silicone Gel-filled Breast Implants

Implant Description

First generation
(1962-1970)

Thick, two-piece shell
Smooth surface with Dacron
fixation patches

Anatomically shaped(teardrop)
Viscous silicone gel

Second generation
(1970-1982)

Thin, slightly permeable shell
Smooth surface(no Dacron patches)
Round shape

Less viscous silicone gel

Third generation
(1982-1992)

Thick, strong, low-bleed shell
Smooth and textured surfaces
Round shape

More viscous silicone gel

Fourth generation
(1993-present)

Thick, strong, low-bleed shell
Smooth and textured surfaces
Round shape

More viscous(cohesive) silicone gel
Refined manufacturing processes

Fifth generation
(1993-present)

Thick, strong, low-bleed shell
Smooth and textured surfaces

Round and diverse anatomical shapes
Enhanced cohesive and form-stable
silicone gel

Augmentation mammaplasty: General considerations. In Spear SL
(ed): Surgery of the Breast. 2nd ed, Baltimore, Lippincott Williams
& Wilkins, 2006, p 1237
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Fig. 1. The comparison of implant weight: left side shows 245 cc saline bag and right side shows 205 cc silicone gel implant.
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ojefE=oAe TR Ky Hede 5 Table II. Mentor Core Study

= %Xlaﬁl 9}\1—4‘ Key complication Rate(%)

E3k T A E A HFEO| 9ol Wy o] vhel Reoperation oy

o] A7 A= YAH FHo] 9 HsHel & Crpsular contracture 51

ong A7|AQ HAE ZRE Jith & F A 34 Implant removal with replacement 2.8

A MRI HARE: A3k 71 o] Foliz 21dmht MRI 2 ith study device

A2 @Aska 9ok Implant removal without replacement 23
Infection 1.5
Rupture(MRI Cohort) 0.5

SHAI HA2(core study)
a. WEALS] AL(Mentor core study)

Other complication > 1%

_ Nipple complication 10.4
FEdES AgE 551 o R 3A7t 1A
Scarring/hypertrophic scarring 6.7
st Axlol vtEL zx)st Ayl = SFH=90 A
E\J: E‘I‘Jf"] a2'c&= ]'L} E‘I'Jf ‘I‘% 1:}0 o H Breast mass 31
$%0] 15.4%, grade 3, 49] U 1=0] 8.1%, ¥ & Hematoma 26
AA F ehAl AT ST 2.8%, ThA] AHIekA] gk brosis 23
A7) 2.3%0]H ZFEo] 1.5%, REE9] Ej3 o] MRI Breast sensation changes 22
& 0.5%N A A5 Breast pain 1.7
o= 3=0 2 &4 7AZo] 10.4%, SEL 8|A Miscarriage 1.5
NREo] WA 97} 6.7%, e Folel7} wiA R Trauma 13
A7 3.1%, EF0] 2.6%, 57T 2.3%, Y http://www.fda.gov/cdrh/pdf3/p030053b.pdf
WZPAB} 22%, ST FOl 1.7%, WP Uit
1.5%, 2J4ko] 1.3% A3t th(Table II). Table Ill, Allergan Core Study
Complication Rate(%)
b. & 7kALe] AAE(Allergan core study) :
O H}BIl 2o 3B}t 4552 AFo @ 319710] B Reoperation 23.5
O o kel o
rSHES AR 4551 o= 3date] Capsular contracture II1/1V 13.2
A% Ao TAES AR 23 F F2E2 A Breast pain 8.2
0] 23.5%, grade 3, 49] 10| 13.2%, 45 Swelling 7.8
Z0] 8.2%, HZF0] 7.8%, HIFE AAH T A= AQI3H Implant removal with replacement 7.5
AT 15%, RO WEFo] 49%, wage] 7ol Nipple complicaton 49
o] 4.1%, FE B2 054 ko] 37%, ulfyage]  [mplant malposition !
_ Scarring/hypertrophic scarrin; 3.7
3.2% WS § PeTop ¢
_ _ _ Asymmetry 32
2g=o] Halol MRI A 2.7%, Ba A7 & oAl Implant rupture(MRI Cohort) 2.7
AAsHA] 92 A7t 2.3%, EFol 1.6%, FHskrErt Implant removal without replacement 23
L4%0ol| A sty 83 72 4 ool Hematoma 1.6
La4%elA] wAstgon] ool 13%e] 4 whalshel  Plosi L4
E}(Table ). Breast/skin sensation changes 1.4
_ _ Seroma/fluid accumulation 1.3
ool et o] TN A HYEL TA 2] A
_ - - Bruising, delayed wound healing, implant
1 [e] = A< 1
2 R &S AMAdstaL, AR 9 2ol 7t extrusion, implant palpability/visibility, <1
;q ;q %@ig—]_ U]%Z‘}% xol-;g.% 7}@_9_; cdg—H /\]..g_o] infection, redness, skin rash, tissue/skin

necrosis, wrinkling

- - _ Capsule calcification, irritation
=] o Q0] = > 5

7] siet W8] 3 lymphadenopathy, lymphedema, other 0
, oA |28 HYPEof i3t A7 complications, pneumothorax

FATEO] Ayt (= Argjolch http://www.fda.gov/cdrh/pdf2/p020056b.pdf
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