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April 15 response to
guidance document

FDA approval most likely
for INAMED
Surgeon Education-CME
approach (ASAPS-ASPS)
Mentor gel PMA hearing
est. >June 2004

INAMED 410 cohesive
gel PMA 15t Q 2005
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— Anti-microbial
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— Sirolimus coatings
(coronary art. stents) surface, SEM* . surface, SEM"

* Right — Left sided
shaped devices
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US FDA silicone gel restriction 1992

— Adjunct study: limited availability of conventional gel
* Standard gel core studies 1999 (McGhan)(PMA 2003)

Inamed 410 cohesive gel core study 2001
— ~ 450 patients: primary augmentation / reconstruction
— 10 year follow up ; MRI surveillance for rupture

Mentor CPG cohesive gel study (15t quarter 2003)

— ~ 900 patients; primary augmentation / reconstruction
— 10 year follow up ; MRI surveillance for rupture

Mark Jewell M.D. ASAPS 2004 -
DRAFT




Inamed — (Ireland)
Shaped silicone shell

— Platinum catalyst

— BioCell textured surface: anti gel-
bleed layer

— 9 different shapes:
(projection vs. height)

Shaped mold vulcanization
process = form stability

Heat sterilization
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McGhan 68 / 168 smooth round saline

— 300-330cc fill ; W=11.9cm /P=4.1cm
McGhan 410 cohesive gel (M-M)

— 280 gm ; W=12.0cm/H=11.1cm/ P=4.4cm
— 320 gm ; W=12.5cm/H=11.6cm / P=4.6cm
McGhan 410 cohesive gel (F-M)

— 270 gm ; W=11.5cm/H=12.0cm/P=4.2cm
~ 310 gm ; W=12.0cm/H=12.5¢cm / P=4.4cm
McGhan 410 cohesive gel (F-F)

— 290 gm ; W=11.5cm/H=12.0cm / P=4.6cm
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* 245¢cc CPG
— W=I11.5cm; H=10.8cm; P=4.0cm
+ 280cc CPG

— W=12.0cm; H=11.3cm; P=4.2cm
* 315cc CPG

— W=12.5¢cm; H=11.8cm; P=4.4cm
* 355¢cc CPG

— W=13.0cm; H=12.2cm; P=4.6cm
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Implant retains contour shape

— Will not remodel to fill
space

Implant position important
— Cohesive gel will not settle
Textured surface requirement

Capsule contracture less
deformity

MRI detection of rupture
— Cohesive gel will not run

Fig 1 A=nd B Dipnght iadingraphs af siend aved anstonor 3 2 shneofilled bresst noplantz zhie s s tesding shape

Anatomical
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L-M
Selection:

S-N < 18cm

M-M

Selection:

S-N <21cm
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F-M
Selection:

S-N =2Icm

F-F
Selection:
S-N >21cm

Ptosis




Precise implant placement
— Implant orientation dots
— ~ 5 cm incision (infra mammary)

— Axillary approach not
recommended

Accurate pocket dissection

— Colorado needle (no blunt
dissection)

Sit patient up during surgery
Meticulous hemostasis / drain?

Dermabond
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+ 245 MM (3)
+ 280 MM (4)

. 320 MM (8)
. 225 MF (4)
- 235 FM (6)
- 350 FM (1)
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Age:49 years
Bra size 34-B
GO pO
* 603kg; 160cm height
* 280 gram MM implant

* Sub-glandular placement

BD 13.1cm
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Age: 32 years
Bra size 32A
G2 P2
* 53kg; 160cm height
* 320 gram MM implant

* Retro-pectoral placement

N-F 6.0cm
BD 11.3¢cm
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Age: 32 years
Bra size 36A
G2 P2

68kg ; 170cm height
350 gram FM implant

Sub-glandular placement

BD 12.6cm
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Age:39 years

Bra size 32AA

GO pO

45kg ; 152cm height

225 gram MF implant

Retro-pectoral placement
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N-F 5.5¢cm
BD 10.0cm
Ht. 11cm
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Age:47 years

Bra size 36A/B

G2 P2

63kg ; 163cm height
355 cc CPG implant

Retro-pectoral placement
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BD 13.3cm
Ht. 12.0cm
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Age:32 years

Bra size 34A

G2 P2

67kg ; 168cm height
315 gram CPG implant

Retro-pectoral placement

BD 12.1cm
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Age:47 years

Bra size 34A/B

G4 p4

56kg ; 170cm height
315 cc CPG implant

Retro-pectoral placement
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N-F &8.0cm
BD 11.8cm
Ht. 12.5¢cm
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Age:36 years

Bra size 34B-

GO pO

55kg ; 172c¢m height
280 cc CPG implant

Retro-pectoral placement
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N-F 5.5¢cm
BD 11.5¢cm
Ht. 10.7¢cm
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Age: 29 years

Bra size 36 A

GO pO

65kg ; 168cm height

280 cc CPG implant LEFT
245 cc CPG implant RIGHT

Retro-pectoral placement
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N-F 6.5; 6.0cm
BD 11.8cm
Ht. 10.7¢cm
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 No incidence

— hematoma, seroma, infection, abnormal scar, rotation
deformity, rupture

* | implant malposition (minor)

Baker I-1II soft (cohesive gel more firm)
* No revisions / no explantation

* Patient quality-of-outcome = excellent
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 No incidence

— Hematoma, seroma, infection, abnormal scar, rotation
deformity, rupture, re-operation.

* | minor side-to-side asymmetry
— Asymmetry noted pre-operatively.

Baker I-II soft (cohesive gel more firm)

* No revisions / no explantation

* Patient quality-of-outcome = excellent
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410 available in Europe and Australia

Hettmann(Ger.): Eur. J. Plastic surgery ‘98
— 132 patients ; 240-390 gm

* Capsule contracture 5% ; hematoma 7.5%
* Rotation 4% ; upper pole fullness 7.5%

Hodgkinson(Aust.): Aesthetic pl Surg. 1999

— Upper pole buckling 2° capsular contracture ~4%

Heden(Sweden): Clin. Pl. Sure. 2001

— 823 patients ; implant volume up to 475gm
 Capsule contracture 5% ; seroma 0.7%

* Implant malposition 1.1% ; infection 1.7%
Mark Jewell M.D. ASAPS 2004 -
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Cohesive silicone gel produces results that simulate normal

breast shape
Cohesive gel advantage

— Precise outcomes
— 0% incidence of re-operation
— High satisfaction

Careful attention to patient selection., planning, technique.

US FDA approval ~ 2 years (rough estimate)
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