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ABSTRACT

Background: Heavy menstrual bleeding (HMB) affects 10 to 35% of women. Studies indicate LNG-IUS which
releases controlled amounts of levonorgestrel (LNG) is effective in non- surgical treatment for HMB and has fewer
side effects when compared to the conventional pharmacological agents. It also improves the quality of life.
Levonorgesterel releasing intra uterine system can be an alternative to hysterectomy in the control of HMB.

Methods: Retrospective study of 2 years in a tertiary care centre, Kochi. 170 women with abnormal uterine bleeding
were enrolled in the study. Clinical examination, routine investigations and imaging was done. Endometrial sampling
done and followed with HPE reports in indicated cases.

Results: Mean age was 41 years. 30.6% had menorrhagia. Adenomyosis in 44% and endometrial hyperplasia in 19.
4%. Lost follow up in 12.9% cases and expulsion in 3.6%. 4.1% were unsatisfied and had hysterectomy. The uterine
width in adenomyosis was significantly reduced p <0.012. The mean ET in endometrial hyperplasia cases also
significantly reduced with p <0.01. Satisfaction rate was 97%.

Conclusions: LNG-IUS is having a high success rate in controlling menstrual symptoms, thereby improving the
quality of life and avoiding hysterectomy in women with abnormal uterine bleeding. It is highly efficient in
symptomatic relief of adenomyosis and reduction in the uterine volume (width). Endometrial hyperplasia showed
complete regression with LNG-IUS.

Keywords: Abnormal uterine bleeding, Adenomyosis, Endometrial hyperplasia, Heavy menstrual bleeding,
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coagulopathy, ovulatory disorders, endometrial factors,
iatrogenic and not defined (or classified).?

INTRODUCTION

Abnormal uterine bleeding (AUB) which includes acute,

chronic and intermenstrual types of abnormal uterine
bleeding is a common problem among women in the
reproductive age group, affecting about 17.9% of the
Indian population.t

In 2011 FIGO introduced the PALM-COEIN system of
nomenclature of AUB. PALM - COEIN stands for polyp,
adenomyosis, leiomyoma, malignancy and hyperplasia,

The LNG -1US has increasingly been used not only for
contraception but also for treatment of heavy menstrual
bleeding, dysmenorrhea, leiomyomata, endometriosis and
adenomyosis, due to the main role of LNG-IUS on the
endometrium by suppressing the endometrial glands and
causing decidualization of the stroma, mucosal thinning
and an inactive endometrium.® The LNG-IUS Mirena
(Bayer Healthcare Pharmaceuticals, Germany) was
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approved for the treatment of HMB in Europe; the US
Food and Drug Administration approved the system for
this indication in 2009.

METHODS

Authors conducted a retrospective study of 2 years
between July 2016 and June 2018 at AIMS Kochi. 170
women who had abnormal uterine bleeding were enrolled
in the study.

All patients underwent complete general physical,
systemic and gynecological examination. CBC, TSH,
FBS, LFT, coagulation profile, TVS, Pap smear and
endometrial biopsy in selected patients with thickened
endometrium to rule out malignancy.

Endometrial thickness was assessed by trans-vaginal
ultrasonography. The distance between the echogenic
interface between endometrium and myometrium was
measured. Premenstrual endometrial biopsy done and
followed up with histopathology reports in OPD.
Endometrial sampling was done in all cases of
endometrial hyperplasia in those managed by LNG-IUS.

Mean blood loss was estimated by using Hb values
(before insertion and at 6months) and with regard to
menstrual symptoms such as menorrhagia, spotting,
scanty flow, amenorrhoea in post insertion phase. The
intensity of dysmenorrhoea was based on the visual
analogue scale (VAS). VAS consists of a subjective
evaluation of the pain on a scale of 10; in which 0
indicated no pain and 10 indicated unbearable pain.*

Mirena was inserted in the postmenstrual phase. Patients
were counselled regarding altered bleeding pattern for the
first 3-6 months including amenorrhea following
insertion. Menstrual calendar was maintained for 2 years.

A detailed general, systemic, pelvic examination was
done at every visit. Patient was asked regarding relief
obtained  from  symptoms like  menorrhagia,
dysmenorrhoea.

Follow-up USG was done at 6 months, 1 year and 2 years
for Mirena location, changes in the original pelvic
pathology or development of new pathology like ovarian
cyst. Uterine measurements were taken at 6 months, 12
months, 24 months post insertion of LNG-IUS.

Efficacy of Mirena was measured in the form of
subjective symptomatic improvement along with
improvement in the quality of life after 2 years of use.
Patient satisfaction was recorded on a scale of 0-5 with 0
being least satisfied and 5 being most satisfied. 5
parameters were general well-being, mental health, effect
on menstrual blood loss, adverse effects and overall
acceptability were assessed and score of 0 or 1 given for
problem or no problem respectively.®
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Inclusion criteria

e 18-50 years of age

Heavy menstrual bleeding + dysmenorrhea, chronic
pelvic pain

Adenomyosis

Endometriosis

Fibroid uterus not distorting the endometrium

No contraindication to IUS

Endometrial hyperplasia

Presence of medical or surgical high-risk factor
and/or unfit for surgery.

Exclusion criteria

Known/suspected pregnancy

Active genital tract infection/PID

Severe anaemia <7 gm/dl Hb.

Abnormal cervical cytology

Endometrial carcinoma

Previous endometrial resection and ablation in
preceding 3 months

e  Thyroid disorder

e Abnormal uterine morphology like Mullerian
anomalies.

Statistical analysis

Statistical analysis was done by IBM SPSS 20 version.
All the measurable variables were presented as mean+SD
and all categorical variables were presented as in
percentage.

Paired sample T test was used to compare the mean
parameters such as Hb, endometrial thickness and uterine
volume between pre and post Mirena insertion. P value
<0.05 was considered as statistically significant
difference.

RESULTS

The mean ages of our patients were 41 years in our study.
Number of cases included were 170. 134 (after excluding
lost follow up, expulsion and hysterectomy cases were
followed up in 2 years. Parity wise, 66.7% were P2L2
and 22.4% P1L1 (Figure.l). With regard to menstrual
symptoms, authors had menorrhagia in  30.6%,
menorrhagia with dysmenorrhea in 24.6%, irregular
bleeding in 6% and dysmenorrhea in 19.4% (Table 1).

Ultrasound findings were adenomyosis in 44%,
adenomyoma with endometriosis in 6.7%, adenomyosis
with PCO in 5.2%, adenomyosis with polyp in 4.5%,
adenomyosis with fibroid in 3.9% and fibroid in 3%
(Figure 2). 1.5% was unfit for surgery due to medical and
surgical risk factors for which LNG-IUS were inserted.
Endometrial sampling was done in 50.7% patients in
view of endometrial hyperplasia diagnosed by ultrasound
findings. Histopathology reported as endometrial

Volume 8 - Issue 11 Page 4449



Nair SS et al. Int J Reprod Contracept Obstet Gynecol. 2019 Nov;8(11):4448-4452

hyperplasia in 19 (14.2%) cases. 12 (9%) were
endometrial hyperplasia without atypia and 7 (5.2%)
endometrial hyperplasia with atypical changes.

mPOLO - 3.7
mP1L1-224
mP2L1-0.7
mP2L2-62.7
mP3L3-6.7
PAL2-1.5
P6L2 - 0.7
P7L4-0.7

Percentage

P8L8 - 0.7

Figure 1: Parity index in percentage.

Table 1: Symptoms prior to mirena.

Menorrhagia 41 30.6
Menorrhagia + irregular

; 8 6
bleeding
Menorrhagia + 33 246
dysmenorrhea
Menorrhagia + anemic 3 29
features
Infertility 3 2.2
Irregular bleeding 10 7.5
Irregular bleeding +

4 3

dysmenorrhea
Post-menopausal bleeding 3 2.2
Dysmenorrhea 26 19.4
Asymptomatic 3 2.2

m Percentage

m No. Of cases
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Figure 2: USG findings.

In the follow up period 14.2% had amenorrhea,
occasional spotting 16.4%, irregular bleeding 8.2%,
heavy bleeding 9.7%, scanty flow with regular cycles in
20.1%, symptom free (dysmenorrhea and menorrhagia) in
29.9% (Table 2). 4.1% were unsatisfied and went for
hysterectomy. Expulsion rate was 3.5%. Lost follow up
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in 12.9%. PID was diagnosed in 0.58% patient and was
removed in the second month. The mean Hb rise over 6
months was 1 g/dl. Pre insertion uterine length in
adenomyosis were 8.75+1.65, breadth 5.27+1.13, width
6.00+£1.33 and post insertion length 8.4+1.6, breadth
5.21+1.18, width 5.36+1.84. p value for length was
<0.155, breadth <0.602 and width were 0.012. The mean
ET in diagnosed endometrial hyperplasia pre insertion
was 11.3+5.53 and post insertion was 4.98+1.81 with p
value <0.001. Repeat histopathology in endometrial
hyperplasia cases showed regression in all cases during 2
year follow up. Satisfaction rate in our study was 97% in
2 year follow up.

Table 2: Follow up.

Amenorrhea 0 19 29 38
HMB 28 16 3 0
Irregular bleeding 40 22 11 3
Occasional spotting 32 25 22 8
Regular cycle
with scanty flow = = 2 2
Symptom free 15 29 40 43
Loss to followup 2 8 6 6
Expulsion 6 0 0 0
Unsatisfied
(hysterectomy) s 2 2 0
PID 1 0 0 0
DISCUSSION

The mean age in our study was 41 years. The mean age
was 39.92 years in Pallavi D et al, 39.92 years in Gupta et
al and 38.2 years in Kalpana et al studies (Table 3).68

Parity index 2 was found in 62.7% in our study. 81.4%
were multiparous in Pallavi D et al, and 35% were parity
2 in Erali et al.® Parity 3 (51.42%) was found in Gupta et
al, study.

Among the 170 women, 22 (12.94%) were lost in the
follow up period of 2 years. The discontinuation rate was
36% in Erali et al, study. 15 patients were lost in Kalpana
et al study.

Adenomyosis was found 37.1%, fibroids in 18.6% and
endometriosis in 4.3% in Pallavi D et al study. Gupta et
al, study had DUB in 81.42%, fibroids in 18.6%,
adenomyosis in 10% and endometrial hyperplasia without
atypia in 21.4%. Auhtors had more of adenomyaosis in our
study (adenomyosis in 44%, adenomyoma with
endometriosis in 6.7%, adenomyosis with PCO in 5.2%,
adenomyosis with polyp in 4.5%, adenomyosis with
fibroid in 23.9% and fibroid in 3%.

Expulsion rate was 3.5% in our study, Gupta et al had
4.28% and 5% in Kalpana et al. The reasons for
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expulsion rate and prolonged vaginal spotting was seen
more with LNG - 1US situated in the cervical canal than
in the uterine cavity.

MBL reduced by 95% in 1 year and 100% by 2 years
with Hb rise of 7.8gm%. Amenorrhea was found 100%
by 2 year follow up. 5.7% had hysterectomy and the
satisfaction rate was 91.42% in Pallavi D et al.

Gupta et al, study had amenorrhea in 33.87%, regular
menstrual cycles in 51.61% and 3.07% with irregular

cycles. Hysterectomy rate was 4.2% and satisfaction rate
was 94.54%.

Erali et al, had 71-95% reduction in objectively measured
MBL and around 50% women had amenorrhea.
Hysterectomy was needed only for 6 % and satisfaction
rates was 91.4%.

Amenorrhea was found in 91.6%, scanty flow in 8.4%
and satisfaction rate was 100% in Kalpana D et al study.

Table 3: Comparison with various other studies.

Amenorrhoea % 100
Age years 43.39
Multiparous % 81.4
Number 70
USG %

Fibroid 18.6
Adenomyosis 37.1
Endometriosis 4.3
DUB normal 44.3
Endometrial hyperplasia %

Atypia -

Without atypia -
Discontinuation rate %

Satisfaction rate % 91.42
Unsatisfied %

Hysterectomy% 5.7
Expulsion% 1
PID - (number) -
Leucorrhoea- (number) 1

Table 4: Mean blood loss after LNG-IUS insertion.

Reduction in mean 49.25%
Blood loss/ relief of symptoms (66/134)
Mean blood loss over period of time showed reduction.

Reduction of mean blood loss was 89.55% in 1 year and
97.7% in 2 year follow up in our study (Table 4). Hb rise
over 6 months was 1gm/dl. Auhtors had amenorrhea in
14.2%, occasional spotting in 16.4% and scanty flow
with regular cycles in 20.1%. 4.1% underwent
hysterectomy and satisfaction rate was 97%.

The most common side effects of LNG-IUS include
amenorrhea, spotting and pelvic inflammatory
disease.'®!! Auhtors had 1 (0.58%) case of PID and LNG
-1US was removed in the second month of insertion. The
levonorgestrel-releasing 1UD has been successfully used
in primary and secondary dysmenorrhea by suppressing
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33.87 91.6 14.2
39.92 38.2 41
51.42 62.7
62 42 137
8.57 14.3 3
10 95 47.3
7.2 3
81.42 69
21.4 - 9
- 5.2
35.71% 12.94
94.54 100 97
4.1
4.28 5 4.1
4.28 5 35
- 1
16
71.6% 89.55% 97.7%
(96/134) (120/134) (131/134)

endometrial prostaglandin synthesis.> Garg et al,
reported significant reduction in dysmenorrhea associated
with adenomyosis after LNG-1US insertion.® In our study
also, patients with severe dysmenorrhea and
endometriosis were relieved of their symptoms. Auhtors
also had significant reduction of uterine volume (width)
in adenomyosis with a p value of <0.012.

RCOG-BSGE recommends the LNG-IUS as first-line
medical management of endometrial hyperplasia without
atypia.®® In endometrial hyperplasia with atypia in
women desirous of fertility preservation, LNG-IUS is the
first-line treatment after counselling about the risks of
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underlying malignancy or disease progression. Once
fertility is no longer required, hysterectomy should be
offered.

Regression of hyperplasia was achieved in 94.8% of
patients with the LNG-IUS in Gallos ID et al study.*
Randomized control trials have shown that LNG-IUS is
more effective than cyclical oral progestogens.'>% In our
study of 2 year follow up, there was 100% regression of
endometrial hyperplasia treated with LNG-IUS. The
mean endometrial thickness was significantly reduced
with a p value of <0.001.

CONCLUSION

LNG-IUS is having a high success rate in controlling
menstrual symptoms, thereby improving the quality of
life and avoiding hysterectomy in women with abnormal
uterine bleeding. It is highly efficient in symptomatic
relief of adenomyosis and reduction in the uterine volume
(width). Endometrial hyperplasia showed complete
regression with LNG-1US.
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