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Idiopathic menorrhagia affects an estimated 10% to
30% of women of reproductive age,1 and at least
22% of gynecologic referrals are related to men-

strual disorders.2 In the United States, it is estimated
that menorrhagia is responsible for about $1 billion in
direct costs and $12 billion in indirect costs annually.
Additionally, approximately 30% of the 600,000 hys-
terectomies performed annually in the United States are
for heavy menstrual bleeding.3,4

As gynecologists strive to incorporate more minimally
invasive options, global endometrial ablation (GEA)
technology is now providing an alternative to traditional
surgical extirpative management. However, there is
now wide variation in the preferred endometrial abla-
tion device and whether GEA should be done under
general anesthesia in a hospital setting or under local
anesthesia/sedation in an office setting.5 Unfortunately,
despite a variety of GEA options, randomized trials 
comparing clinical outcomes among these ablative tech-
nologies are infrequent. We, therefore, sought to review
the peer-reviewed literature addressing clinical out-
comes between GEA devices so that obstetrician/
gynecologists will have better information to make
clinical decisions.

The Evolution of Thermal Balloon Therapy
Although endometrial destructive options had previously
been described,6-8 the first global ablation device was
reported by Neuwirth et al in 1994.9 “The Endometrial
Ablator” provided an alternative to point-specific
endometrial resection techniques that were time con-
suming and highly dependent upon the surgeon’s
hysteroscopic skill level (Figure 1 on page 2). The
device used a latex balloon containing dextrose 5% in
water to ablate the endometrial lining. This technolog-
ical concept provided the foundation for the first GEA

®

Lowell L. McCauley, MD, PC
Obstetrician/Gynecologist

Knoxville, TN

CLINICAL UPDATE
A Supplement to

INTERNATIONAL 
MEDICAL NEWS 
GROUP

This supplement was produced by
International Medical News Group, a divi-
sion of Elsevier Medical Information, LLC.
Neither the editor of OB.GYN. NEWS, the
Editorial Advisory Board, nor the report-
ing staff contributed to its content.

Copyright © 2010 Elsevier Inc. All rights
reserved. No part of this publication may
be reproduced or transmitted in any form,
by any means, without prior written per-
mission of the Publisher. Elsevier Inc.
will not assume responsibility for damages,
loss, or claims of any kind arising from or
related to the information contained in
this publication, including any claims
related to the products, drugs, or services
mentioned herein.

PRESIDENT, ELSEVIER/IMNG
Alan J. Imhoff

SALES DIRECTOR

Mark Altier

CLINICAL EDITOR

Paul Cerrato

NATIONAL ACCOUNT MANAGER

Kathleen Hiltz

SENIOR PROGRAM MANAGER

Malika Wicks

ART DIRECTOR

The HUME Group

PRODUCTION SPECIALIST

Maria Aquino

This supplement was sponsored by

ETHICON Women's Health & Urology FINAL:Layout 1  10/7/10  12:25 AM  Page 1



CLINICAL UPDATE2 ®

device to be approved by the US Food

and Drug Administration (FDA) for

clinical use, the Thermachoice Thermal

Balloon Ablation system (Gynecare, Inc)

in 1997. In 2001, there was the intro-

duction of other GEA technologies,

including NovaSure radiofrequency abla-

tion (Hologic Corporation), cryoablation

(American Medical Systems, Inc), and

hydrothermablation (Boston Scientific

Corporation). The latest technology to

enter the practice field was microwave

ablation (Microsulis) in 2003. 

The original pivotal trial of

Thermachoice I supporting the efficacy

of the thermal balloon device was a

prospective randomized trial that com-

pared the device to rollerball (RB)

resection at 12, 24, and 36 months.10

In this multisite study, an amenorrhea

rate of 14.2%, based on an intent-to-

treat (ITT) analysis, was observed at 

12 months, comparable to RB outcomes.

Conclusions from this trial stated that

thermal balloon ablation was associated

with fewer intraoperative complications

and shorter procedure times than was RB

resection, while being as effective 

as RB ablation in reducing menstrual

bleeding to a clinically acceptable level.  

Similarly, long-term outcome measures

from a patient population treated with

this original Thermachoice I design were

reported by Amso et al.11 Results from this

multicenter study stated that at 4 to 

6 years after uterine balloon therapy, the

probability of avoiding hysterectomy was

86%, and the probability of avoiding 

reablation was 88%. Overall, the proba-

bility of avoiding any surgery was 75%.

Among the participants, 47% of the 

nonhysterectomized women were amen-

orrheic, 30% of these women were

hypomenorrheic, and 13.6% of these

women were eumenorrheic. 

In 1999, Thermachoice II entered 

clinical use with a redesigned uterine 

balloon, now composed of silicone rather

than latex. The switch to silicone allowed

the device to conform more thoroughly

to the endometrial cavity wall, which in

turn allowed for improved heat transfer

between the balloon and uterine wall,

increasing the resulting amenorrhea rate

among an ITT population to 26%.12 In

2006, however, Thermachoice III was

approved for clinical use and is the only

commercially available thermal balloon

currently approved by the FDA. The

FDA-approved indication for all GEA

devices is menorrhagia in a premeno-

pausal woman who is not pregnant, 

does not wish to become pregnant, and

has not had a classical transmural

cesarean section. Other contraindications

include a known or suspected endome-

trial carcinoma or premalignant change

of the endometrium, a previous trans-

mural myomectomy, an active genital or

urinary tract infection at the time of the

procedure, or the presence of an

intrauterine device (IUD).10

FIGURE 1. Thermal Balloon Evolution

*Source: Neuwirth et al.9

Used with permission of ETHICON Women’s Health & Urology.

1994 “The Endometrial
Ablator”* is introduced

in literature   

1997

TODAY1999

GYNECARE THERMACHOICE® I,
the first GEA device, 

is introduced

GYNECARE THERMACHOICE® III
has a conforming balloon that
leads to improved coverage,

treatment, and efficacy

GYNECARE THERMACHOICE® II 
is introduced, providing a 
silicone balloon material 

and fluid circulation
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TABLE 2. Reduction in Dysmenorrhea Based on Visual Analog Scale (VAS) Score

Baseline 12 Months 24 Months

n/N (%) 79/115 (69) 15/79 (18.9) 14/76 (18.4)

Mean VAS* 6.83 2.1 2.3

*VAS Score.
Paired T-test for statistical significance.
P<0.05 statistically significant.
P=0.002 between baseline and 12 months; P=1.1 between 12 and 24 months.
Source: Chapa et al.14

Used with permission of Journal of Gynecologic Surgery, Mary Ann Liebert, Inc.

TABLE 1. 24-Month Menstrual Outcomes After Thermachoice III

Outcome
12 Months (N=125)

(84% of cohort)
24 Months (N=122)

(82% of cohort) P Value

Amenorrhea 83 (66%) 77 (63%) 0.8 (1.2 – 2.4)

Hypomenorrhea 39 (31%) 40 (33%) 0.7 (-2.3 – -1.0)

Failure 3 (2.4%) 5 (4.0%) 0.7 (-0.8 – 1.1)

Hysterectomy rate was 3/122 (2.4%) at 24 months.
Source: Chapa et al.14

Used with permission of Journal of Gynecologic Surgery, Mary Ann Liebert, Inc.
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The latest generation of this thermal 
balloon allows for even more global con-
tact with the uterine wall because of its
more conforming silicone material. In a
multicenter, prospective trial of patients
diagnosed with menorrhagia, Garza-Leal
et al13 compared Thermachoice III to a
historic control group treated with
Thermachoice I. The study found 
statistically significant differences in
amenorrhea rates with the third-genera-
tion balloon. In this 12-site, 250-patient
cohort analysis, menstrual pattern results
at 12 months were as follows: 81%, eum-
enorrhea (94%, ITT analysis) and 
37%, amenorrhea (44.6%, ITT analysis),
with a preexisting dysmenorrhea reduc-
tion rate of 89% (Thermachoice III has
been proven to treat heavy bleeding and
shown to reduce pain associated with
menorrhagia as a second quality-of-
life end point). In this study, although
patients were to undergo preabla-
tion dilation and curettage (as per
Thermachoice I trial design), not all pat-
ients underwent preprocedure dilation
and curettage (D&C) because of individual
physician practice. ITT analysis showed 
no significant impact of preprocedure
curettage on treatment outcomes.10

A recently published study by Varma 
et al5 confirmed differences in clinical 
outcome between Thermachoice I and
Thermachoice III. Their prospective cohort
study found significant differences over 
a mean follow-up period of 30 months.
Multivariate analysis, correcting for all
baseline and periprocedure characteristics,
showed that Thermachoice III, when 
compared to Thermachoice I, increased the
likelihood of amenorrhea (P=0.001).
Interestingly, the authors also noted that
regardless of Thermachoice design/gener-
ation, higher mean procedural intrauterine
pressure correlated with better long-term
patient satisfaction. Over the course of the
study period, 92% of patients treated with
Thermachoice III required no further 

therapy for abnormal uterine bleeding
(AUB) versus 70.6% of patients treated
with Thermachoice I.  

In a separate US prospective study
using Thermachoice III, Chapa et al14

reported evaluable amenorrhea rates of
63% and eumenorrhea rates of 33% at 
24 months in a cohort of 148 women 
who had not reached menopause. The
average patient age in this study was 
41 years, with a range of 29 to 48 years.
A total of 122 patients (82%) were avail-
able for evaluation at 12 and 24 months.
The research team also reported that
amenorrhea and the reduction in dys-
menorrhea persisted for 2 years after
thermal balloon ablation, and 96% of
these patients required no further treat-
ment. The study provides the first
prospective 2-year outcome data for
Thermachoice III performed under local
anesthesia with lower uterine block in an
office setting. 

The 4% failure rate in the study 
by Chapa et al14 compares favorably
with published failure rates of therapy

with prior generations of thermal bal-
loons. A hysterectomy rate of 2.4% at 
24 months was documented for this
cohort after Thermachoice III therapy
(Table 1). This hysterectomy rate is in
contrast to the 10% probability of hys-
terectomy reported for 24 months by
Longinotti et al15 after therapy with
prior generations of Thermachoice.
Similar to the study by Garza-Leal et
al,13 the trial by Chapa et al14 found 
statistically significant dysmenorrhea
reductions at both 12 and 24 months
following Thermachoice III therapy
(Table 2).

Critical review of the report by
Longinotti et al15 is necessary for appro-
priate extrapolation to current clinical
practice. For example, based on the time
frame for patient treatment, the authors
report clinical outcomes following 
thermal balloon ablation (versions I and
II), as well as radiofrequency, hydro-
thermablation, and point-specific RB
destruction. Follow-up was set for up 
to 8 years. At 8 years, 20% to 22% of
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the population required a hysterectomy
after ablation therapy as a whole. The
authors’ conclusion was that patient 
age at the time of therapy was the most
important factor in predicting future hys-
terectomy. Of those with subsequent
hysterectomy, the most common patho-
logical findings were uterine myomas
(33.4%), adenomyosis (23.6%), and 
both uterine myomas and adenomyosis
(22.4%). A close review of the life-table
analysis from that cohort (Figure 2)
reveals a slower rate of increase for 
hysterectomy probability with thermal
balloon ablation, despite an earlier-
generation technology being used at that
time (Figure 2).

An important difference between prior
generations of thermal balloon therapy
and Thermachoice III is improved depth
of necrosis of the endometrium, basalis
layer, and inner myometrium. Peri-
hysterectomy tissue examination has
documented an increased depth of tissue
necrosis and fibrosis per generation ther-
mal balloon at all cavitary sites (cornua,
midbody, and fundus).16

Peer-reviewed published data suggest

that improved menstrual outcomes obser-

ved after Thermachoice III therapy, when

compared to those after Thermachoice I,

are the result of enhanced heat transfer

from the balloon device to the inner uter-

ine tissues.5 This enhanced heat transfer,

coupled with the tissue’s natural healing

after thermal injury, helps explain the

mechanism of action after thermal balloon

endometrial ablation. 

Understanding the Mechanism of
Action for Thermal Balloon Therapy
The original mechanism of action for ther-

mal balloon ablation has been described 

by Järvelä et al.17 The authors performed

color Doppler pulsativity indices at the

main branch of the uterine arteries 

(including the arcuate arteries) and at the

subendometrial spiral arteries at baseline

and at 6 months after Thermachoice I. A

significant rise from the pretreatment level

was observed in the pulsativity index in the

uterine arteries and in the spiral artery 

6 months after therapy. They concluded

that thermal balloon endometrial ablation

therapy induces a rise in uterine blood 
flow impedance, with maximal change
recorded at 6 months posttherapy.
According to their published report, no
initial rise in vascular impedance was
noted during the first 2 to 4 weeks after
thermal injury. What ensued thereafter
was a gradual process of chronic reparative
myometrial change leading to ultimate
fibrosis of the injured area. This develop-
ment, together with the coagulation of the
endometrial lining, translated clinically
into reduced menstruation. 

Clinical results after thermal balloon
ablation are apparent at the next men-
strual cycle, yet because of the chronic
reparative process described here, maximal
reduction may occur from 4 to 6 months
postablation as final full fibrosis of the
basement membrane and vasculature is
established. The data from Järvelä et al17

provide a more sophisticated insight into
the mechanism of action of thermal 
balloon therapy. This mechanism of action
is specific for the technology and is 
different from the mechanism of injury
after either radiofrequency or cryoablation.

Years After Endometrial Ablation
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FIGURE 2. Probability of Hysterectomy by Endometrial Ablation Technique: Life-Table Method

Source: Longinotti et al.15 

Used with permission of Obstetrics and Gynecology, Wolters Kluwer/Lippincott, Williams, and Wilkins.
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TABLE 3. Menstrual Outcomes After Thermachoice III Endometrial Ablation 

3 Months 
(Eval N=134)

6 Months 
(Eval N=134)

P Value
3 and 6 Months

12 Months
(Eval N=125)

P Value
6 and12 Months

Amenorrhea 70/134(52%) 68/134(50%) 0.98
(1.0–2.2) 83/125(66%) .023

(-2.6 to–1.5)

Hypomenorrhea 64/134(48%) 63/134(48%) 1.01
(.98–1.9) 39/125(31%) .012 

(2.1–3.4)

Failure – 3/134 (2.2%)*

McNemar Test for statistical values. Eval=Evaluable cohort.
P<0.05 statistically significant. Confidence interval (CI)=95%. 
*The three failures were noted at 6 months. No additional failures were documented after the 6-month period. At 12 months, the evaluable cohort was N=125; 
thus, 3/125 is 2.4% failure at 12 months.
Mean patient age at recruitment (baseline)=41 years (range, 29–48), median, 43 years.
Source: Chapa et al.19

Used with permission of Journal of Reproductive Medicine.
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Clinically, results from Chapa et al18

reflect this mechanism of action (Table 3).
At 3 months after Thermachoice III 
ablation, the amenorrhea rate was 52%; an
amenorrhea rate of 50% at 6 months was
noted in the evaluable cohort (P=0.09). 
At 12 months, the evaluable cohort
amenorrhea rate was 66% (P=0.023)
compared to the results at 6 months.19

Results were reported in a patient 
population whose mean age at initial
recruitment was 41 years, with menopause
cited as not being a confounding variable.

Menorrhagia-Associated
Dysmenorrhea
According to the medical literature, 
isolated menorrhagia is rare. In fact, qual-
ity-of-life–impacting dysmenorrhea has
been reported to occur in up to 90% of
those suffering with heavy menstrual
bleeding.20 Of those with reported dys-
menorrhea, 51% report that it limits
their daily activities.21 Additionally,
women with dysmenorrhea have signifi-
cantly lower scores for virtually all
domains of the Short Form-36 (P<0.01),
compared to those without menstrual
pain.22 With the original thermal bal-
loon design, Meyer et al23 reported a
70% reduction in dysmenorrhea fol-
lowing thermal balloon ablation and 
a 75% reduction in dysmenorrhea 

following RB, with improved quality-of-
life issues. According to a prior published
Swedish survey of women with dysmen-
orrhea, the severity of dysmenorrhea was
directly related to the duration and
amount of menstrual flow.24 Speroff et
al25 describes the physiologic increase 
in prostaglandin F

2
α levels in the

endometrium in women with dysmenor-
rhea, with a peak in levels during
menstruation. It is the belief of the
authors that as the endometrial basalis
and inner myometruim are fibrosed by
ablative therapy, subsequent prostaglandin
synthesis and propagation would be
reduced. This development, coupled with
decreased menstrual flow, would con-
tribute to decreased menstrual pain and
cramps. Table 4 on page 6 provides
extrapolated data on dysmenorrhea 
reduction per ablation technology gath-
ered from each device’s instructions for
use (original pivotal trials) or from orig-
inal study data.

Importance of Endometrial Cavitary
Coverage for Outcome Success
As mentioned previously, paramount to
GEA success is the ability of the technol-
ogy to appropriately cover the entire
endometrial cavity and provide complete
and thorough thermal heat transfer to
affect endometrial tissue destruction. In

contrast to the more “global” uterine cov-
erage with a flexible fluid-filled balloon,
research from Samuel et al26 describes
uterine coverage with a rigid radio-
frequency device. In their cohort of 
38 patients treated by radiofrequency 
ablation, 9 of 38 women (24%) were
found to have an “incompletely treated”
endometrial surface on immediate 
postablation hysteroscopy. Although no
statistically significant difference in 
outcomes was noted between the “incom-
pletely treated” and “completely treated”
groups, the time end point for the study
was only 6 months. Longer-term data 
are needed to determine the effect of
“incompletely treated” endometrium on
outcome success. It is presumed that the
etiology of the incomplete treatment of
the cavity is primarily a function of the
rigid design of the array.

A Review of Research on 
Clinical Efficacy
Although recent publications have
addressed the differences in clinical 
outcomes between the three thermal
balloon generations, outcome data from
Thermachoice I persist in the current
medical literature, despite the absence 
of Thermachoice I from clinical use 
since 1999. In a comparative 5-year
outcome study, Kleijn et al27 evaluated

ETHICON Women's Health & Urology FINAL:Layout 1  9/30/10  2:56 AM  Page 5



TABLE 4. Comparative Summary 

Patient-Reported Comparisons*
Patients Experiencing

Amenorrhea at 12 Months
Patients with Normal 

Levels or Less
Patients Experiencing Reduction

in Dysmenorrhea (Pain)
GYNECARE THERMACHOICE® III(1) 37% 81% 89%

NovaSure®(2) 36% 78% 63%

Her Option®(3) 22% 67% 76%(4)

HTA System®(5) 35% 68% N/A

Data not based on a head-to-head clinical study.
*Based on intent-to-treat population. Sources: (1) Gynecare Thermachoice III [instructions for use]. Somerville, NJ: ETHICON, Inc; 2009; (2) NovaSure [instructions
for use]. Bedford, MA: Cytyc Corporation; 2004; (3) Her Option [instructions for use]. Minnetonka, MN: American Medical Systems; 2006; (4) Duleba AJ, Heppard
MC, Soderstrom RM, Townsend DE. A randomized study comparing endometrial cryoablation and rollerball electroablation for treatment of dysfunctional uterine bleed-
ing. J Am Assoc Gynecol Laparosc. 2003;10:17-26; (5) Hydro ThermAblator System® [instructions for use]. Natick, MA: Boston Scientific Corporation; 2005. 
N/A=not available.
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the amenorrhea rate, hysterectomy rate,
and quality-of-life in patients for 5-year
status after therapy with NovaSure or
Thermachoice (first generation). Results
showed an amenorrhea rate of 48% for
NovaSure and an amenorrhea rate of 
32% for Thermachoice. Eight subsequent
hysterectomies were performed following
radiofrequency ablation, whereas five hys-
terectomies were performed after thermal
balloon therapy. Severe dysmenorrhea,
which existed in more than 30% of the
women at baseline, was reduced in both
radiofrequency and thermal balloon
treatment groups (P=0.001). Kleijn et
al27 also found that there were no sig-
nificant differences in health-related
quality-of-life between the bipolar group
and the balloon group. Nor was there a
significant interaction between time and
treatment effect. Equal improvements in
overall health-related quality-of-life
scores were reported following both
therapies at 5 years.

Similarly, a recent publication by 
El-Nashar et al28 described a retrospective
cohort analysis of patients treated from
1998 to 2005. Treatment modalities were
either NovaSure radiofrequency ablation 
or Thermachoice. According to years of
patient treatment, the thermal balloon
generations employed were Thermachoice
I and Thermachoice II, as treatment data
were gathered prior to clinical use of
Thermachoice III. Although amenorrhea 

rates of up to 70% were noted following

radiofrequency ablation, caution is advised

in the interpretation of these data as

menopausal status was not accounted for

in that cohort. 

Although Thermachoice III is not

approved for use with uterine myomas,

two recent reports by Chapa et al14,18

concluded that the conforming nature of

the Thermachoice III balloon allows for

uterine coverage despite submucosal 

distortion by myomas. In a report by

Sabbah et al,29 12-month clinical follow-

up was reported after radiofrequency

ablation in patients with similar intra-

cavity disease, namely distortion of 

the endometrial surface by fibroids.

Prospective analysis of this 65-patient

Caucasian cohort showed an amenorrhea

rate of 69%, a hypomenorrhea rate of

20%, and an eumenorrhea rate of 6%. A

few cautionary interpretation comments

must be mentioned about this study.

The median patient age was 45 years

(range, 31–58 years). The median uter-

ine sound reported was 7.8, with a

median fibroid size of 1.5 cm (range, 1–

3 cm). Most important to mention is the

inclusion of 13 postmenopausal women

in the cohort used for statistical analysis

(20% of the group). 

As a measure of objective com-

parative review, Table 4 provides a 

comparative summary of 12-month clin-

ical outcomes based on the FDA pivotal
trials for each device. 

Thermal Balloon Ablation After
Cesarean Section
Currently, the US cesarean section rate
has reached an all-time high of 32%.30

That begs the question: As multiple
cesarean sections may predispose to a
thinner lower uterine segment, is ther-
mal balloon ablation a safe choice in
patients presenting with abnormal 
uterine bleeding with a history of mul-
tiple cesarean sections? A recent Israeli
descriptive study by Gangadharan et
al31 of thermal balloon ablation in
women with a history of cesarean births
revealed no immediate intraoperative
complications. The conclusion based on
these preliminary data was that “thermal
balloon ablation is a feasible therapeu-
tic option in women with dysfunctional
uterine bleeding with one or more pre-
vious cesarean deliveries.” 

Should Thermal Balloon Therapy Be
Performed in the Office?
In 2005, an estimated 10 million proce-
dures had been performed annually in a
doctor’s office, twice the number of
office-based surgeries that had been per-
formed in 1995.32 Since that time, an
increasing number of “surgeries” have
moved from the traditional operating
room to the physicians’ own office
(endometrial ablations, hysteroscopy, 
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cystoscopy, gynecologic/obstetric dila-
tion and curettage, and hysteroscopic
sterilizations). As physicians increasingly
encounter the need to improve time man-
agement and productivity/efficiency, more
physicians are performing endometrial 
ablations in their own office rather than
in a hospital or ambulatory surgical 
center. The concept of thermal balloon
ablation under local anesthesia is not a
novel concept. In 1997, Fernandez et al33

first published the successful use of
Thermachoice (first generation) under local
anesthesia.33 Since then, others have vali-
dated its use in the office setting.22, 34-36

The main advantages of office-based
procedures include less overall time
spent by the patient at the treatment
site, familiarity of the surroundings,
and the patient’s perception of having a
“procedure” versus having “surgery.”

The following sample office protocols
reflect the authors’ opinions. Before the
patient arrives in the office, she should
have eaten a full meal; this preparation
usually helps her tolerate the oral med-
ication cocktail. A negative pregnancy
test should be obtained immediately prior
to the procedure. Once in the office, the
patient’s hysteroscopic exam should visu-
alize the uterine cavity; any perforations,
abnormalities, and specific intrauterine
findings should be documented. 

Typically, the patient may receive the
oral medication cocktail from about 
45 to 60 minutes prior to the procedure
to allow for peak serum drug levels.
Traditionally, the regimen should include
a nonsteroidal anti-inflammatory drug
(NSAID) such as ibuprofen, an anxi-
olytic, antiemetic, and narcotic analgesic. 

A lower uterine block is performed
immediately before the office procedure.
The local anesthetic should be admin-
istered at a depth of 1.5 inches just

medial to the cervico-vaginal reflection.
Administering 5 to 10 cc of the local
anesthetic per quadrant is recommended
at 4, 8, 2, and 10 o’clock positions. The
drugs typically used are lidocaine, carbo-
caine, and naropin. Evidence for the
efficiency of such a protocol can be 
found in a cohort study by Chapa,34 in
which a patient cohort of 148 patients
with Thermachoice III ablation under
local anesthesia revealed a mean intraop-
erative visual analog scale (VAS) score of
2 (range, 1–3) out of a maximal scale
value of 10.34 Typical menses VAS score
was recognized as a mean of 3.

Immediately after the procedure, an
NSAID, a narcotic, and an antiemetic 
are recommended. With this approach,
patients rarely experience immediate post-
operative pain. To cope with late-onset
postprocedure pain, most clinicians will
prescribe an NSAID and narcotic analgesic
at 4 hours after patients receive their first
medication and then again at 8 hours.

Important to note, however, is the
claim of some investigators that the 
etiology of postcesarean section abnor-
mal uterine bleeding is an anatomic
defect or “isthmocele” that alters the
uterine/myometrial blood flow and
results in a disorganized bleeding pat-
tern. These authors37 state that the
hysteroscopic resection of this “isthmo-
cele” may be preferred if encountered at
preablation hysteroscopy. Therefore, the
consensus and that of the authors of the
current supplement is to perform routine
diagnostic hysteroscopy before thermal
balloon ablation as a conservative 
measure for a lower uterine segment 
condition. Nonetheless, the study by
Gangadharan et al31 provides evidence
that thermal balloon ablation may be a
valid treatment option in patients with
cesarean intervention. As was mentioned

previously, current FDA labeling states
that only classical (fundal transmural)
cesarean section is a contraindication
for Thermachoice.

Although there are advantages to 
performing thermal balloon therapy in
an office setting, there are certain 
clinical scenarios in which it may be
inappropriate. Those patients with 
preexisting anxiety or panic disorder,
narcotic addiction or past use, suspected
endometriosis, or other chronic pain
conditions or patients who simply fear
an office-based procedure are candidates
for considering therapy outside of the
office setting. 

Currently, with the recent passage 
of health care reform, physicians will
undoubtedly face changes to everyday
practice. It is evident that the known
adage of “work smarter, not harder” is
exemplified by office-based surgical 
procedures when appropriate. A classic
example of this model is GEA. Although
physicians are inundated with a variety
of treatment options and technologies,
their role is to implement evidence-
based recommendations for improved
patient outcomes. Any implemented
technology or treatment plan should
produce improved patient quality-of-life
measures combined with patient safety
and physician operability. Currently,
there are no head-to-head, peer-reviewed
trials reporting on outcomes directly
comparing the different technologies.
Such trials would be ideal for the gyne-
cologic community. It is important to
realize that ALL modalities require
proper patient informed consent, patient
selection, and physician discretion in
order to achieve a favorable outcome. It
is, after all, the goal of every physician
to have a successful outcome, remem-
bering always to “first do no harm.”
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