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ABSTRACT

Background: Heavy menstrual bleeding is common problem of reproductive age women. In 1994, new method thermal
balloon ablation was introduced to treat women suffering from this devastating condition. Objective: To share our
experience about Minimal invasive surgical procedure like modified thermal balloon ablation using Foley's catheter to
destroy uterine endometrium in the management of heavy menstrual bleeding. Study Design: Descriptive cross-sectional
study. Settings: Department of Gynecology & Obstetrics, Allied Hospital affiliated with Faisalabad Medical University,
Faisalabad Pakistan. Duration: Two years from 15t Jan 2019 to 315t Dec 2020. Methods: Study on 77 women who were treated
with modified thermal balloon ablation. Patient satisfaction was assessed by reduction in menstrual flow, duration of
amenorrhea, need for hysterectomy after procedure failure and complications observed if any. Results: Overall satisfaction
was observed in 67 (87.92%) patients, amenorrhea was observed in 18 (23%) patients, hypomenorrhea was found in 44
(57%) patients, out of all these 5 (6.50%) patients underwent repeat endometrial ablation. While 05 (6.50%) patients ended
up in hysterectomy and 5 (6.50%) were lost during follow up. Conclusion: Our work revealed that Modified thermal balloon
ablation has good long-term efficacy and considered as an alternative in the treatment of heavy menstrual bleeding,
especially for women who have risk factors for surgery and are over 40 years of age.
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INTRODUCTION hormones, and other medical treatments and opt for

) . . definitive treatment like hysterectomy.>
eavy menstrual bleeding (HMB) is defined as blood

loss of more than 80 ml per cycle!. The etiology of Minimal invasive surgery is gaining popularity day by
HMB may be hormonal or structural (mnemonic PALM day.¢ These include roller ball, trans cervical resection of
COIEN) including polyps, adenomyosis, fibroids, endometrium and laser ablation performed via
endometrial/ cervical malignancy, coagulopathy, hysteroscope. First generation techniques in view of their
ovulatory disorder, iatrogenic, endometrial, intra uterine costs, prolonged operating times and safety aspects are
device, thyroid disease and pelvic inflammatory disease.? now replaced by the second-generation non

hysteroscopic techniques such as Novasure, Thermablate,
Themachoice, Cavaterm and Microsulis. These all are
blind techniques. Their advantages are shorter hospital
stay, safe to perform and require less expertise>” but in

Heavy menstrual bleeding affects one in five
premenopausal women and significantly impair quality
of life3. Medical therapy include use of prostaglandin
1r}ﬂlb1torsi, hgn}tll—cfilbrmolytlc agents, (gaIld contraceptlvi countries like Pakistan where resources are not sufficient
pills, oral high dose progestogens and Levonorgestere and cost does matter. We conducted our study with

intra uteil&e system, ‘gthh I'Cl? nstltu’fe first hn? modified  thermal Dballoon to  ablate/destroy
treatment.* Many women do not like continuous use o endometrium for the management of HMB.
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METHODS

This was a descriptive study conducted at Department of
Gynecology & Obstetrics, Allied Hospital affiliated with
Faisalabad Medical University, Faisalabad Pakistan. The
mean follow-up period was 2 years from 1st Jan 2019 to
31st Dec 2020. 77 patients were included by using WHO
calculator by taking 20.8%8 outcome measure
hypomenorrhea after MTBA, confidence level 95%,
absolute precision 9.1%. Descriptive cross-sectional study
was used to select patients.

In our study we include patients with indoor admission
of HMB i.e., bleeding in terms of increased number of
sanitary napkins used (5-7 per day) or having increased
number of bleeding days (8-9 to 10-11 days per cycle). We
also included patients having previous history of pelvic
surgery, patients with co-morbidities and those who are
not fit for surgery and don’t wish for surgery.

We excluded all those patients having structural
pathology such as sub mucosal or moderate to large
intramural fibroids (4cm to > 20 weeks) and patients with
suspicion of malignancy. We also excluded patients with
endometrial pathology and those who wish for further
conception.

Patient’s satisfaction was judged by achievement of
amenorrhea (no menstruation or just spotting),
Hypomenorrhea assessed by decreased number of pads
(i.e, < 3 pads/day) and reduction in number of
days/cycle (<5-6 days) followed till 24 months.

77 patients after fulfilling inclusion & exclusion criteria
and complete evaluation by history, examination,
investigations,  transvaginal  ultrasonography &
endometrial sampling with endo sampler to rule out any
structural or endometrial pathology. Patient underwent
MTBA under saddle block. Before introducing catheter,
we performed curettage of endometrial cavity to decrease
endometrial thickness to increase efficacy of procedure.
We used silicon balloon catheter of 18FR with balloon
capacity of 30-45ml. The tip of catheter was cut before
introducing into uterine cavity. The balloon was inflated
with 25-30ml of hot water having temperature of 85-
90degree Celsius. Hot water was replaced after every 3
minutes, total three cycles of 3 minutes each were
repeated. After completion of procedure balloon catheter
was taken out & patient was discharged next day. We
asked patients to have follow up visit after 3,6,12,18 & 24
months.

RESULTS

During 24 months study period 77 women underwent
modified thermal balloon ablation. Mean age was 39.97
years.72.7% of patients had already tried medical
treatment before this procedure as shown in table-1.
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Table 1: Demographic features of patients in study
(n=77)

Variables Min. | Max. | Mean Std. deviation
Age 35 45 39.7 3.004
BMI 24 35 27.2 2.700
Parity 3 8 5.01 1.419
Hb 8.5 11.0 9.56 5130

There was a significant improvement in menstrual
pattern from 8.01 + 1.262 before treatment to 3.44 + 0.87
after treatment as shown in table-2.

Table 2: Menstrual pattern before and after treatment

Variable Before treatment | After treatment P-
value
Days/cycle 8.01 +1.262 3.44 +0.87 0.0001
Pads/day 8.31+1.17 3.49 +0.995 0.0001

According to high-risk group 20 patients were diabetic
(25.97%) followed by 17 patients with Hepatitis C with
disturbed LFT'S 22.07% followed by
15patientswithhistory of risk of previous 2 or 3 C.
section19.50% (table 3).

Table 3: High risk group of patients in study.

Co-morbidity Frequency | Percentage
Diabetic Pts. 20 25.97%
Hypertensive Pts. 10 12.98%
Cardiac Pts. 05 06.50%
Morbidly obese 10 12.99%
Previous H/O of surgeries 15 19.50%
Hepatitis C*+ Pts 17 22.07%
Total 77 100 %

We observed hypomenorrhea in 44 patients (57.15%) and
amenorrhea in 18 (23.37%) patients. Out of 77 patients, 05
patients (6.5%) underwent repeat MTBA after 6 months.
Satisfaction rate was 88% after 1 year. Only 05 (06.5%)
patients had hysterectomy after 12 months (table 4).
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Table 4: Outcome measures of patients after treatment
with MTBA

Outcome Frequency | Percentage
Hypomenorrhea 44 57.13%
Amenorrhea 18 23.37%
Repeat MTBA 05 06.5%
Total abdominal hysterectomy 05 06.5%
Patients lost during follow up 05 06.5%
Total 77 100%

DISCUSSION

Endometrial ablation is a safe and effective minimally
invasive surgical procedure that has become a well-
established alternative to major surgical treatment such
as hysterectomy to treat abnormal uterine bleeding in
selected cases.®” Patients treated with thermal balloon
ablation experienced hypomenorrhea and amenorrhea in
80% of women and rate of satisfaction in our study was
88% which correlate with another study in which patients
satisfaction rate was 88-98% at the end of 6 months.?
Contrary to our study by RA Busfield et al, showed
improved quality of life by thermal balloon ablation but
less effective than Levonorgesteral Intrauterine system.10
There are various studies which confirmed our results
and proved the effectiveness of modified thermal balloon
ablation in HMB.11.1213,14

We followed patients at 3, 6, 12, 18 and 24 months
contrary to the study conducted in Egypt.1>1¢ They
followed patients for 6 to 36 months. In our set up
although majority of the patients do not understand the
significance of follow up but we were successful because
of effective counselling the proof was, that we lost only 5
patients during follow-up.

When patients after conservative procedure in study
needed another conservative procedure, it is considered
as treatment failure but we successfully repeated MTBA
in 5 patients who otherwise would end up in abdominal
hysterectomy as presented in a local study.” In
developing countries modified thermal balloon ablation
is cost effective alternative to hysterectomy. We found
higher rates of hysterectomy (22-24%) in a study by
Kalampokas E et al'® which contradict our study where as
the rate of hysterectomy is about 13% in a study by Smith
PP et al.1®

Considering complications of MTBA even in the hands of
not much experienced are almost very few during
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intraoperative or post-operative period. Further it
reduces hospital stay that also is cost effective for
teaching hospital in low socioeconomic country like ours.

CONCLUSION

In conclusion, modified thermal endometrial ablation is
safe and cost-effective alternative to abdominal
hysterectomy in high-risk cases in the treatment of
abnormal uterine bleeding in low resource settings.

LIMITATIONS

Our study was conducted at single institution, it would
be far better if we could possibly include data from other
teaching hospitals of Punjab, Pakistan.

SUGGESTIONS / RECOMMENDATIONS

MTBA is treatment of choice for those women not willing
or fit for surgery.
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