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ABSTRACT

Background: Correct placement and tubal occlusion following Essure sterilisation is presently confirmed with
imaging 3 months post procedure. Compliance with post procedure imaging is low and non-compliance has been
implicated in unintended pregnancies following Essure insertion. Patient adherence to medical advice is known to
decrease with time. Earlier imaging may improve compliance. The Aim was to determine if correct placement of the
Essure micro-insert detected at 1 month by transvaginal ultrasound (TV US) is predictive of correct placement at 3
months.

Methods: Prospective cohort of 31 patients in a single centre who underwent the Essure procedure and had TV US at
1 month and 3 months post procedure.

Results: The Essure micro-insert was detected in the accurate position by TV US in all 31 women at both 1 month
and 3 months post insertion.

Conclusions: Correct placement of the micro-insert detected at 1 month is predictive of correct placement at 3
months. TV US at any time from 1 month could be used as the confirmation test for correct placement of the Essure
device. This may provide earlier reassurance to women and improve compliance with follow up potentially reducing
numbers of unintended pregnancies. The importance of alternative contraception until 3 months post insertion should
still be emphasised.
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was approved for use in hysteroscopic sterilisation by the
US Food and Drug Administration in November 2002.
The procedure involves inserting the Essure micro-coil
into the proximal fallopian tube with a catheter delivery
system under hysteroscopic guidance. The presence and
material of the micro-coil induces a fibrotic reaction in
the surrounding tissues which leads to tubal occlusion.’

INTRODUCTION

Hysteroscopic sterilisation is a minimally invasive, safe
and reliable method of permanent birth control that has
gained considerable popularity in recent times. The
hysteroscopic route avoids the need for general
anaesthesia, is well tolerated and can be performed in an
office setting." Most women require minimal time off
and can promptly return to work and normal daily
activities. The Essure micro-insert (Essure Permanent
Birth Control System, Conceptus, Inc., San Carlos, CA)

Post procedure imaging tests are recommended after
three months to confirm adequate device placement
and/or tubal occlusion. In the United States, the FDA
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recommends that tubal occlusion be demonstrated and the
test of choice is a hysterosalpingogram (HSG).

In other countries, including most of Western Europe and
Australia, the test of choice is a transvaginal ultrasound.
Several studies have demonstrated that the presence of
the device in the interstitial portion of the Fallopian tubes
amounts to tubal occlusion with no increase in failure
rates and ultrasound is associated with much lower
reported discomfort and pain than the HSG.*®

The current recommendation for performing the
confirmation test three months post-procedure is derived
from a peri-hysterectomy study. Women undergoing
elective hysterectomy agreed to have the Essure
procedure prior to their surgery. The hysterectomy was
performed at different time intervals after the Essure. All
women had an HSG prior to the hysterectomy and all
tubes were subsequently histologically examined. A large
proportion of women had their tubes occluded after 6 to 8
weeks. After 12 weeks, tubal occlusion was noted in
100% of tubes. Furthermore, at least some degree of
tissue reaction was observed in all specimens from as
early as 1 week post procedure.® Another study
comparing contrast infusion sonography with HSG as a
means of confirming tubal occlusion noted a high rate
(82%) of bilateral fallopian tube occlusion on HSG at just
4 weeks post Essure.’

Current practice in our hospital is to perform a
transvaginal ultrasound 3 months after the Essure
procedure.

Non-compliance with the post-procedure confirmation
test is one factor implicated in unintended pregnancies
following Essure insertion.'®** Shavell et al. showed a
12.7% compliance with HSG 3-6 months post procedure
despite preoperative and postoperative counselling and
suggested that additional steps to promote compliance
should be utilised.* Long-term adherence to medical
recommendations is a recognised problem in all aspects
of medical practice.”*** While factors influencing patient
compliance are complex, reduced compliance over time
is a well-established principle. Earlier placement
detection has the potential to increase compliance, reduce
the number of visits to doctors and reduce the number of
unintended pregnancies thus improving method efficacy.
In addition, Teoh et al. suggested that an early post
insertion TV US may provide reassurance and reduce
patient anxiety as well as provide an early diagnose in
case of malposition.™

This study was conducted to verify whether an ultrasound
performed at 1 month would have the same accuracy for
predicting method efficacy as the one performed at 3
months.
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METHODS

Between March 2008 and November 2011, women who
underwent the Essure procedure were asked to participate
in the study. Patients who agreed were asked to have an
extra ultrasound 1 month post-procedure in addition to
the routine 3 month follow up ultrasound. Thirty one
women agreed to participate in the study.

In accordance with current recommendations, all women
were advised to use alternative contraception until
accurate placement was confirmed on TV US at 3
months.

All Essure procedures were performed at the Royal
Women’s Hospital in Melbourne by different specialist
gynaecologists. All procedures were performed in theatre
under general anaesthetic.

The surgical technique was the standard recommended by
the manufacturer where a surgical hysteroscope with a 5
french working channel is used to pass the delivery
catheter and insert the Essure device into the Fallopian
tubes using defined visual markers. Adequate placement
at the time of the procedure was defined as Essure device
inside the tube with between 2 and 8 trailing coils inside
the uterine cavity.

Correct placement on ultrasound was defined as the
presence of the Essure micro-insert inside seen at the
interstitial portion of the Fallopian tubes on transvaginal
ultrasound.

Demographics

Patients age varied from 23 to 47 with a median of 33
years (SD=4 years). Parity varied from 2 to 6 children
with an average of 2.3 children.

This review conforms to the standards established by the
NHMRC for ethical quality review and the declaration of
Helsinki.'®

RESULTS

All patients had successful placement at the time of
surgery. No surgical complications were reported.

All 31 women had correct positioning of the micro-insert
identified at 1 month and again at 3 months post
insertion.

All patients were followed up for a minimum of 24

months, maximum 48 months. No pregnancies were
reported.
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DISCUSSION

Transvaginal ultrasound is a widely accepted test used as
confirmation for placement of Essure micro-inserts. The
ultrasound is not a test of tubal occlusion but
demonstrates the presence of the micro-insert and
accurately determines its position inside the Fallopian
tube. It has been demonstrated that micro-insert presence
inside the interstitial portion of the Fallopian tube can be
used as a proxy for tubal occlusion.*®

The ability to perform the test sooner than the currently
recommended three months post procedure has the
potential to increase patient compliance and reassure
patients earlier of correct micro-insert placement.

In this study, all women who had correct placement
identified at 1 month post procedure also had correct
placement confirmed at 3 months. Therefore, we propose
that correct placement on TV US at any time after 1
month can be used as the confirmation test for correct
placement of the Essure devices.

The authors do not suggest that a sufficient level of tubal
occlusion has taken place for sterilisation to be effective
at 1 month in all patients. Accordingly, the current advice
for alternative contraception for 3 months post procedure
should still be emphasized.

A simple follow up schedule for patients who underwent
Essure hysteroscopic sterilisation can be achieved with
one single outpatient appointment between 4 to 6 weeks
where an office transvaginal ultrasound is performed. The
woman can be told then that her procedure was
successful and she will be able to rely solely on Essure
for contraception at 3 months. As mentioned,
continuation of the currently used alternative
contraceptive method until the end of the 3 months
should be stressed at this review appointment.

The number of patients in the study is relatively small;
however our results are very encouraging in suggesting
that the transvaginal ultrasound for confirmation of
proper placement of Essure micro-inserts can be done at
any time from 1 month after the procedure. This offers
the potential to improve compliance with the post-
procedure confirmation test, a factor implicated in
unintended pregnancies following Essure insertion, and
reduce anxiety by reassuring women earlier that the
procedure was successful. Further studies with larger
number of women and with ultrasounds performed at
different times after the procedure could confirm these
findings.
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