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IOM & EQUAM consensus 1999 / 2000
Surgeon preference- use before 1992

Patient preference
— Less rippling, more natural feel
— Sub-glandular option

Cohesive gel formulation - 1993

— Retains shape; responsive

— Non-extruding gel - no gel migration
— Extensive use: Europe & Australia

Besides saline, nothing else is available

. Yillic n Adams, Jr., MD - DRAFT
— Tri-lucent removal advisory
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* Augmentation: $ 1.5 billion
— Reduction Mammaplasty $ 1.67 billion
— Total for top 4 procedures: $ 6.01 billion

* Perils of operative and re-operative surgery
— Benelli mastopexy/augmentation procedures

— “Super-sizing upgrades” ; surgery to correct B II capsules

— Unsatisfactory outcome =»re-op’s = unsatisfactory outcome (s)
> out of pocket $$$ Pever downward spiral towards litigation

 Unknown costs

— Device warranty claims
— Re-operations

William Adams, Jr.. MD - DRAFT
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http://www .fda.gov/cdrh/ode/guidance/1239.html

William Adams, Jr., MD - DRAFT




Mechanical testing

Modes and causes of rupture
Clinical study information
Post-approval requirements
Labeling

William Adams, Jr., MD - DRAFT
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* Core gel submitted to FDA in December
2003

— FDA not completed review to date

* 1007 total patients
— Augmentation
— Augmentation-mastopexy
— Reconstruction

* 94% overall follow-up

William Adams, Jr., MD - DRAFT
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* 420/ 1007 randomly selected MRI
* 326 (78%) obtained MRI at 3 years

* Evidence of rupture based on MRIs

William Adams, Jr., MD - DRAFT
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* CPG Implant
— IDE 12/03

— Enrollment Complete

— Continued Access
Study Initiated

William Adams, Jr.. MD - DRAFT
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* Crucial pre-operative endpoint

 Non-standardized
— Cup size
— Volume

— Dimensions

William Adams. Jr.., MD - DRAFT
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* Quantifiable tissue analysis

that translates to appropriate
breast fill volume

William Adams, Jr., MD - DRAFT
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R 19/7
L 19/7

R/L

BD 11.5 /11.6
APSS 2 /2

AD 33 /35
SPP 1.8

IPP 1.0

PP 32132
PCEF 80%
C:IMF 22/22
U:IMF 14 /14
ChCirc 33”

Notes:
liam Adams, Jr., MD - DRAFT
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<2 tight
2-3 normal

3-4 Loose

>4 non-candidate William Adams, Jr., MD - DRAFT
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BREAST AUGMENTATION PRE-OPERATIVE EVALUATION SHEET

Age S Name _ "
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Desired Size

Mammogram:

Operative Plan

Breast Disorders ___
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Device:
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Base width

Implant

Volume

Base width

Implant
Volume
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250 1278

-
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 Base diameter—11.5
— 275¢cc
— APSS nl

— Parenchyma (pcsef) > 80%

— -25c¢c

* Optimal fill - 250cc

William Adams, Jr.. MD - DRAFT
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Mentor Gel-Filled Implants
— Smooth Moderate Profile

100-800ce 9.3-18.2cm
Siltex Moderate Profile
100-800cc 8.8-17.2¢m
Smooth High Profile
125-800cc 8.3-15.5¢m
Siltex High Profile
125-800cc 8.4-15.4cm
Smooth Moderate Plus Profile
100-800¢cc 8.2-16.5¢m
Siltex Moderate Plus Profile
IOO_SOOCC 8.1__16.6crﬁ/illiam Adams, Jr., MD - DRAFT
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ever exceed breast base

William Adams. Jr.. MD:
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* Base diameter - 11.5
— Envelope (apss) nl
— Parenchyma (pcsef) > 80%

* “Dimensional” base width=
11.0cm

William Adams, Jr.. MD - DRAFT
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* Released
October 2001 (Mentor)
— 2002 (Inamed)

* Narrower base diameter per
unit volume compared to
standard round implant

* More projection per unit
volume
* Larger fill range

50-70 cc

‘lliam Adams, Jr.. MD -
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Implant engineering provides

scalloping/ rippling benefit

— Cosmetic & Reconstructive patients




dimensional app

Narrow base diameter

Want more volume than
permitted by BD

Mid range normal - Tight breast
envelope

— N-IMF <7.5 ¢cm
— APSS <2.5¢m

Lower pole constriction

William Adams, Jr.. MD - DRAFT
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* Tall patients
— >5'8" - globular breast

 Normal - Wide breast base diameter
>12.5cm

— Implant volume too large for width

* Poor skin quality/ elasticity
— Skin striae

William Adams, Jr., MD - DRAFT
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10 patients (12/01 - 2/02)

— Prospective design
— Narrow base diameter <12c¢m
— Desired smooth and more volume than standard round implant

Standardized surgical technique
— Single surgeon
— Mentor High Profile Saline Implant

6 mos. & lyear post-operative evaluation
— Overall aesthetic outcome

* Breast Evaluation Questionnaire (patient)
* Independent aesthetic score (blinded evaluator)*

— Scalloping/ rippling
— Nipple sensation

— Complications
William Adams, Jr.. MD - DRAFT




0., 5’37, 116 Ibs, GGO; Periareolar Dual Plane 11 :
e BT e, 310 cc HPS filled to 340 cc Bilaterally S e
#1 I Year Postop

AFSTHETIC PLASTIC SURGERY, INC.

12/14/01

PCEF: 70%

» ) ) ' L] "' 1 L] 1
Preoperative Postoperative




24 yo.,5°7". 118 Ibs, GO; TM Dual Plane I :
e PTG e 310 cc HPS filled to 320/340 cc e

#H2 R 1 Year Postop
12/21/01 | 1

Preoperative Postoperative




31 vo.,5°5”, 120 Ibs, G1; IM Dual Plane |
e FATSENER e, 330 HPS filled to 350 ¢c o

#5

1/17/02

Preoperative Postoperative




e N R rrs:

#6
2/26/02

32 vo., 5’6" 125 Ibs, GO: ITM Dual Plane |

330 cc HPS filled to 350/355 cc
1 Year Postop

APSS: 1.5¢m
PCEF: 70%

Preoperative Postoperative

[
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28 y0. 537,120 Ibs, G1: IM Dual Plane | :

#575”’@"“‘ 330 cc HPS filled to 340/350 cc

I Year Postop

3/20/02

Preoperative Postoperative




23 vo., 5°6”,

110 1bs, G2; IM Dual Plane 1

T 330 cc HPS filled to 340 Bilaterally

#8

3/06/02

Preoperative

NIMF: 5.5 ¢m

Base: 11.5cm

APSS: 2.5¢m

PCEF: 50 °

“Striae”

| Postoperative
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* lyear follow-up - 100%
Mean age — 27 years
Mean implant volume - 326c¢cc

Complications: 1 minor steri-strip dermatitis

Rippling/ scalloping — lower and medial pole - 0/10 at

12 months*

Nipple sensation — 20 breasts

Normal

1 year fol lOW-Up Decreased

Absent

William Adams, Jr.. MD - DRAFT
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Validated Instrument for breast aesthetic outcome

1. How satisfied or dissatisfied are you with each of the items below while engaging in intimate or
sexual activities, in social or leisure activities, or in professional or job-related activities?

Please rate voursclf on the questions below by civcling the appropriare number from the scale below:

| = Very Dissatisfied

2 = Somewhat Dissatisfied

3 = Neither Satisficd Nor Dissatisfied

4 = Somewhat Satisfied

5 = Very Satisfied Professional/
Questions ngg;z;gé% Pobuatre o Sog Work related
34 5 | 3 4

3 4 : 1 2 3 4

3 4 _ ) 1 2 3 4

a. The size of your breasts? I 2
b. The shape of your breasts? 12
¢. The firmness of your breasts? 1 2

William Adams, Jr., MD - DRAFT
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Factor

Visit

Mean

P-value

Comfort

Baseline

1.99

Not Dressed

6mos

4.45%

<0.001

12 mos

4.67*

<0.001

Comfort

Baseline

2.96

Fully Dressed

6 mos

4.69*

<0.001

|

4.88*

<0.001

Overall

baseline

2.60

Satisfaction

6 Mos

4.87*

<0.001

12mos.

4.73%

<0.001

William Adams, Jr.. MD - DRAFT
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* High profile gel implants
— Popular 1n 80’s

* Saline version — modern era are “new”’

William Adams, Jr., MD - DRAFT




* Exerts relatively higher pressure on breast
parenchyma and skin

— Parenchymal atrophy

Inferior pole thinning

— Excessive skin stretch

 Narrow and short

— Upper pole fill?
e Taller patl@rmq

m Adams, Jr.. MD - DRAFT
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25 yo.,5’5”, 120 Ibs, G2; IM Dual Plane 1 e s
290cc HPS filled to 330 cc Bilaterally
9 Months Postop

Preoperative Postoperative




Feel - absence of rippling/ scalloping
— “Best feeling saline implant available”
— “Less rippling/ scalloping than gel”

Most common complication in saline PMA studies
— Wrinkling (mentor 21%, McGhan 11%)
Dimensionally increases options for narrow base

diameter breast augmentation patients who desire
more volume and do not want a textured implant

William Adams, Jr., MD - DRAFT
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imensional approach

Assess envelope
Assess parenchyma

: Select implant
Possible HPS usage:

Narrow base diameter <12 cm

Mid range normal - Tight breast envelope
— N-IMF <7.5¢m
— APSS <2.5¢cm

No external signs or poor tissuc quality
< 380cc implant volume
Lower pole const¥ittiopims: /r. MD - DRAFT
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Tall patients
— >5'8" - globular breast

Breast base diameter >12 ¢m
N-IMF > 8cm
APSS > 3cm

— Loose envelope

Skin Striac
— Poor skin quality/ elasticity

William Adams. Jr.. MD - DRAFT
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« HPS Chlinical trial —

— Excellent overall experience in 10
consecutive patients

— Statistically significant improved
outcome analysis

* Implant is a “tool”

* High Profile Implants expand
options for breast augmentation
patients

William Adams, Jr.. MD - DRAFT
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* High Profile Saline

— Good choice for proper
patient

— Feel of Implant superior to
other saline products
 Absence of rippling

* No implant can replace

— Accurate Pre-operative
planning

— Meticulous intra-operative
technique

William Adams, Jr.. MD - DRAFT




