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o Everyone needs a good implant screening
system:

- FDA
- Manufacturers
- Plastic Surgeons
- Patients
o Requires a reliable hardware platform, a
Hi Res transducer 8-16 MHz, Software
platform for plastic surgeons

o Implant & HRUS technologies are converging
- Implants more cohesive & higher fill
- Ultrasound technology more accurate



Current State of HRUS

o Ultrasound and Image guided
procedures are gaining acceptance

Ultrasound has been popular as an alternative to MRI.
The advantages include decreased cost and time; no
pain, dynamic screening options and increased
patient compliance for breast implant monitoring




PS Opportunities
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Breast Implant - Shell failure
Breast Implant — Rotation

Breast Implant — Gel Fracture
Seroma vs. Swelling Breast
Hematoma — Acute Trauma

Tissue Expander Port ID

Implant Capsule/ADM evaluation
Fat Transfer Guidance & Evaluation
Breast Evaluation — General



Additional Applications

O 0O O O O O O

Seroma ID body vs edema
Lap-band ports - ID other ports
Mandible/Facial fractures

Hand Fractures and management
Vein identification & ablation
Muscle ID for Botox — Corrugators
Future Research



It’s an Entire System

o Ultrasound Hardware

o Hi Frequency Transducer

o Software Platform

huly




Basic Requirements

O O O O O O O O O

Reasonable Cost

Reliable/ minimal downtime
Straightforward to navigate
High quality images
Resource library

Training and follow-up
Good support and follow-up
Continued enhancements
Eventual Accreditation



Software Suggestions

o Each application will have optimized
initial settings

o Have basic adjustments easily accessible:
Depth, Brightness, Sharpness...with
Toggle bar

o Easy database search

o Save as .jpeg .tiff .mov ...

o *Wifi connectivity to send directly to
email, patient chart - EMR




Library of Comparisons

o Have smooth-textured-intact images

o Seroma images, etc. that can be
brought up to compare to current
imaging patient

o Easy transfer of images




PS Applications

O O OO0 OO O O O O

Breast Implant - Shell failure
Breast Implant — Rotation

Breast Implant — Gel Fracture
Seroma vs. Swelling Breast
Hematoma — Acute Trauma

Tissue Expander Port ID

Implant Capsule/ADM evaluation
Fat Transfer Guidance & Evaluation
Breast Evaluation — General

Future & Other Applications



ROI Potential

o Whoever dx the rupture does the revision

o Could charge $500-1000 /pt to screen their
devices for life or charge per screening
(I put in $1000 for lifetime screening but
then back out to show it has value)

o Get patients back in office yearly to screen
purchase products---add surgery-products

o Charge insurance for ultrasound drainage
of seromas---looking into charging

< insurance for implant screening

o Define breast swelling vs Fluid collection

o Patient piece of mind = “Priceless”




Intact textured implant shell
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Cut smooth implant shell




Ruptured smooth implant shell







Video showing gel outside of the
shell but intracapsular


















Rotation — Registration Marks

410 Registration Marks




Rotation — Registration Marks

CPG Registration Mark




Internal Gel Fracture




Fluid - Seroma

SIL. IMPL




Current Research

Plastic & Reconstructive Surgery:
POST ACCEPTANCE, 25 March 2011
doi: 10.1097/PRS.0b013e318217fdb0

Managing Late Periprosthetic Fluid Collections (Seroma) in
Patients With Breast Implants: A Consensus Panel

Recommendation and Review of the Literature

Bengtson, Bradley MD; Brody, Garry S. MD; Brown, Mitchell H. MD; Glicksman, Caroline MD;
Hammond, Dennis MD; Kaplan, Hilton MD, PhD; Maxwell, G. Patrick MD; Oefelein, Michael G. MD;
Reisman, Neal R. MD, JD; Spear, Scott L. MD; Jewell, Mark L. MD; Late Periprosthetic Fluid
Collection After Breast Implant Working Group

Abstract

Background: The goal of this consensus is to establish an algorithm for the management of patients who
develop a late or delayed periprosthetic fluid collection. A work group of practicing plastic surgeons and
device industry physicians met periodically by teleconference and discussed issues pertinent to the diagnosis
and management of late periprosthetic fluid collections in patients with breast implants. Based on these
meetings, treatment recommendations and a treatment algorithm were prepared in association with an editorial
assistant.

Method: The work group participants discussed optimal care approaches developed in their private practices as
well as from evidence in the literature.

Late Seroma
Management

Ultrasound key
in initial
evaluation

Swelling vs.
Fluid



Tissue Expander Port ID




Tissue Expander Port ID
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Implant Capsule

Implant Capsule




Natrelle smooth implant shell cut
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Omne of the great
things about HRUS 1s
that it is dynamic...if
suspect rupture it can

be accentuated

Highly cohesive gel
retracts back into the
shell




Smooth
responsive gel
implant




Scanning - Flap Simulation







Cut Style 15 Flap Model
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General - Breast Cysts
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Lap-Band and other Ports







Fracture Evaluation




Muscle localization - Botox




Diagnostic vein & ablation
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Diagnostic vein & ablation




Diagnostic vein & ablation




HRUS - Further Study

Condition
(as determined by "Gold standard")

Condition Positive | Condition Negative

Test False Positi Positive predictive value =
alse Positive .
Qutcome True Positive 2 True Positive
. (Type | error) —
Test Positive 2 Test Outcome Positive
Outcome  Test False N " Negative predictive value =
alse Negative
Qutcome < True Negative 2 True Negative
. (Type |l error) -
Negative 2 Test Qutcome Negative
Sensitivity = Specificity =
2 True Positive 2 True Negative

z Condition Positive  Z Condition Negative



HRUS — First 242 Patients

Intraoperative Findings

HRUS
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HRUS — First 680 Patients

Intraoperative Findings

HRUS

lalue =
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alue =
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145 | | 140 5 T 97%
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Recent Publications

Milan study and Nahabedians review
2006-20087?7?

8mhz vs 12-15

Extra capsular gel?

Looking at everything but shell
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Recent Publications
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