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Thermablate Thermal Balloon Endometrial

Ablation System

Office Based Global Endometrial Ablation: Feasibility & Outcome for 3 modalities
Nick Leyland MD — St Joseph’s Health Centre, University of Toronto, Canada

Objectives

To evaluate the safety, feasibility and efficacy of
an office based global endometrial ablation
technology under local anaesthesia.

Methods

Three office based global endometrial ablation
techniques including Thermablate EAS were
evaluated and compared prospectively since
1998 employing a local anaesthesia regimen. In
this comparison a total of 259 patients have been
treated for intractable menorrhagia. Pre-
procedure evaluation included sono-
hysterography to ensure normal cavitary
geometry and an endometrial biopsy. Patients
received a pre-op oral dose of
oxycodone/acetaminophen combination and a
paracervical block immediately before the
ablation consisting of 50/50 mix of mercaine
0.25% and lidocaine 1%. Visual analog pain
scales measured the patient pain tolerance
during and post procedure. The clinical outcomes
for the treatment modalities were measured by
pictorial menstrual blood loss calendars.

Clinical Outcomes (at 12 months)

Thermablate EAS (42 patients)

Amnerorrhea — 35%; Hyopmenorrhea — 50%;
Eumenorrhea — 12%; Failure — 3%

Novasure (122 patients)
Amenorrhea — 37%; Hypomenorrhea — 54%;
Eumenorrhea — 7%; Failure — 2%

Gynelase (95 patients)
Amenorrhea — 32%; Hypomenorrhea — 61%;
Eumenorrhea — 5%; Failure — 2%

Conclusions

Global ablation technologies evaluated are
equally efficacious, safe and well tolerated in an
office setting under local anaesthesia.

Patient pain tolerances were measured using
VAS which showed lower pain levels both intra
and post operatively for Thermablate EAS when
compared with the Novasure system.

Earlier studies by Leberge, Sabbah, Fortin and
Gallinat compared pain associated with the
Novasure and Thermachoice systems, using
VAS, reported that the Novasure system had
significantly lower intra and post operative pain
than the Thermachoice. It can then be
determined that pain levels associated with
treatment with Thermablate EAS offers a
significant improvement over both other systems
evaluated.

Description of the Thermablate EAS System

The Thermablate EAS system consists of a light
weight (700g) hand-held automated treatment
control unit (TCU) and disposable catheter-
balloon cartridge. The single-use cartridge is pre-
filled with a proprietary biocompatible liquid that
can be safely heated to a temperature of 170°C.
This high temperature consistently affects the
tissue of the endometrial layer which allows the
time of each treatment to be a constant 2 minutes
and 8 seconds. An insulated 6mm diameter
catheter connects the liquid reservoir to the soft,
flexible tipped preformed silicone balloon which
makes full contact with the endometrial cavity
transferring the thermal energy to the endometrial
lining and underlying myometrium.

Thermablate EAS is a simple to use device.
During patient preparation the system is quickly
assembled and turned on to heat the treatment
fluid to the operating temperature of 173°C within
8 minutes. An easy to read LCD display on the
handheld unit provides pertinent information and
instruction to the user.
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Once ready the catheter is inserted
transcervically into the uterine cavity to a depth
predetermined by intra-operative sounding and
the treatment is initiated with the depressing of a
finger trigger switch. After performing a system
check for balloon leak and device function the
TCU commences treatment. A series of
pressurisation and depressurisation cycles
occurs which pump the heated fluid through the
catheter and inflates the balloon to a pressure of
180mm Hg. The cycle is repeated every 10

seconds which creates fluid temperature and
treatment uniformity plus adjusts for any cavity
volume change that may occur during treatment.
At the conclusion of the treatment TCU
automatically draws all the fluid from the balloon
back through the catheter and into the reservoir.

Treatment with Thermablate ES can be
performed under local anaesthetic with or without
intravenous sedation. Post treatment care is
typically under one hour with a patient returning
to normal activities the next day.

. Thermablate™ eas™

the newest endometrial
thermal balloon ablation
system now available

Treatment Control Unit (TCU) Disposable Cartridge

Power Supply

TCU Stand

L.LF.T. is a universal solution for all approaches and morphotypes

The L.LLF.T. System is:

Minimally Invasive — Needle diameter 4mm
with atraumatic extremity

Simple System — Procedures to implant the
tape are identical to the other widely used
techniques

Quick — Ergonomics of the L.I.F.T. system
further improved — Decreased time of
surgical intervention

INTRAMESH L.1.F.T.

Sub-Urethral Support Tape for the treatment of Urinary Incontinence

Rebate Now Available
Call to order today

Easy handling tunnelling devices
Complete range, Ergonomic handle with
removable axis, Robust and stable
dimension, Sterilisable in autoclave

Sub-Urethral tape in knitted
monofilament polypropylene

Stable under tension, limited release of
particles, no “cheese wire” effect, Urethral
correction due to limited extensibility, Two
versions
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apple =..  Hunt Cannula Trocar

Smoothest Cannula/Trocar Transition - Designed for
easier sleeve insertion and fo lessen risk of patient

injury

Exclusive: Two Tip Styles Cannula Anchors Securely to Patient - Specially
The only trocar available that offers designed, clinically proven fascia anchoring threads

you a choice of conical or pyramidal ~ hold cannula securely in place, regardiess of
stainless steel tips number of instrument exchanges

E N B I 5 I l:ﬂ-'_ N Protective Shield Primary Insulation Layer

The ONLY company currently offering the
patented technology of Active Electrode
Monitoring (AEM)

Outer Insulation Active Electrode Element

)

nSeal™ Laparoscopic Vessel Sealing System
i I -}

The SurgRx EnSeal Laparoscopic Vessel Sealing and Hemostasis System allows
surgeons to seal and fransect small to large vessels, large pedicles and tissue bundles
to achieve surgical hemostasis
Secure, Rapid Vessel Sealing and Transection No Unwanted Thermal Effects

Works With Dedicated RF-60 Generator Dual Verification of Sealing Integrity
Multifunctional

Conferences

LOOKING FOR A PRODUCT?

RANZCOG Provincial Fellows Annual Scientific
Meeting
24-27 April 2008
Peppers Point Resort
Hervey Bay QLD

Not sure where to
start searching?

ACORN 13th National Conference
21-24 May 2008 Let Gytech do the work for you

Convention & Exhibition Centre Contact us today 03 9822 5911
Gold Coast QLD
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Janet Padgham, Director
0418 204 910
jpadgham@gytech.com.au

Simon Kent, National Sales Manager
0411 230 532
skent@gytech.com.au

Susie Bilson, Account Manager TAS
0418 204 991
sbilson@gytech.com.au

Bree Tozer, Account Manager NSW
0418 204 476
btozer@gytech.com.au

Julie Isbill, Account Manager NSW
0438 363 452
jisbill@gytech.com.au

Ross Turner, Account Manager NSW
0418 204 775
rturner@gytech.com.au

PTY
LTD

e e e
SPECIALISED P MEDICAL EQUIPMENT & CONSUMABLES

PO BOX 76

ARMADALE NORTH 3143
VICTORIA AUSTRALIA
TELEPHONE +61 3 9822 5911
FACSIMILE +61 3 9822 4911
WWW.GYTECH.COM.AU



