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ABSTRACT

Background: The objective of this present study was to compare the efficacy of oral mifepristone and balloon
catheter for cervical ripening and induction of labour in women with previous caesarean section.

Methods: This prospective study was conducted on 130 pregnant women with previous 1 caesarean section and term
singleton pregnancy admitted for induction of labour. Sixty-five patients were induced with oral mifepristone (Group
1) and in another 65 transcervical balloon catheter (Group 2) was inserted for induction of labour. Both groups were
than compared with respect to change in bishop score, induction to active phase interval, induction to delivery
interval, dose of oxytocin in milliunits, mode of delivery, maternal complication and fetal outcomes.

Results: Change in bishop score after induction was more in mifepristone group than balloon catheter group
(p=0.002). Favorable bishop score was more in Group 1 (83.07%) than Group 2 (66%), p=0.05. There was significant
difference in mode of delivery between two groups, 61.53% in Group 1, and 32.3% in Group 2 delivered vaginally
(p<0.001).

Conclusions: Present study showed that mifepristone is an alternative to balloon catheter for induction of labour in
women with previous one caesarean section with poor bishop score.
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INTRODUCTION

pharmacological and non-pharmacological methods.*

Induction of labour is defined as stimulation of regular
uterine contractions before the spontaneous onset of
labour with or without rupture of membrane after 28
weeks of gestational age using mechanical or
pharmacological methods in order to generate progressive
cervical dilatation and subsequent delivery.! Current
clinical practice guidelines support vaginal birth and trial
of labour among women who have had a prior caesarean
birth.2 The US National Institute of Health has examined
the safety and outcome of trial of labour after caesarean
section (TOLAC), recognizing that “it is a reasonable
option for many women with a previous caesarean”.’
Induction of labour is carried out by various

Mifepristone, also known as RU-486, is a 19 non-steroid
with potent anti-progestogenic, anti-glucocorticoid and
weak anti-androgenic effect.’ It increases the sensitivity
of uterus to the actions of prostaglandins. It is
characterized by rapid absorption and has a long half-life
of 25-30 hours. Mechanical methods exert local pressure
on cervix, overstretching the lower uterine segment and
indirectly stimulating the secretion of prostaglandins.®
Both of these methods acts through different mechanism
ultimately leading to cervical dilatation, effacement and
initiation of labour. Therefore, the aim of present study is
to compare efficacy of oral mifepristone and balloon
catheter for cervical ripening and induction of labour in
women with previous caesarean section.
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METHODS

This prospective, randomized study was conducted on
130 pregnant women with previous one caesarean section
admitted to labour room of obstetrics and gynecology, Pt.
B. D. Sharma Postgraduate Institute of Medical Sciences,
Rohtak from September 2017-September 2018.

Inclusion criteria

Singleton pregnancy

Past history of 1 lower segment caesarean section
Cephalic presentation

Gestational age of 37-41 weeks

Bishop score <6

Adequate pelvis.

Exclusion criteria

Women with inter delivery interval <18 months
Premature rupture of membrane

Multiple pregnancy

e  Antepartum haemorrhage

e  Chorioamnionitis

e Malpresentation

e Medical complication

e Previous history of myomectomy, classical
caesarean section.

An informed and written consent was taken from each
patient for inclusion into the study. Then a detailed case
history was taken up from the patients and general
physical, systemic, obstetrics and per vaginum
examination including bishop score of the patient was
noted down. Indication for induction was noted of each
patient.

All routine antenatal investigation i.e. Hb, ABoRh, HIV,
VDRL, GCT, urine complete examinations, HBsAg were
carried out. The eligible patients were randomly divided
into 2 groups with the help of computer-generated
random number. Group 1 pregnant women received
mifepristone 400 mg orally. In Group 2 women
transcervical balloon catheter was inserted and filled with
30 ml normal saline.

Repeat Bishop score was done after 24 hours or earlier if
patient goes in labour. If bishop score was >6 then

amniotomy was done followed by oxytocin infusion.
Infusion was started at a dose of 2 milliunits per minute
and increased every 30 min by 2 milliunits in both the
groups till maximum of 20 milliunits per minute.
Modified portogram was maintained for every patient. If
bishop score was <6 after 24 hours of induction then the
induction attempt was considered as failure and women
was taken up for caesarean section.

Primary outcome
e Improvement in bishop score.
Secondary outcome

e Induction to active phase interval

e Induction to delivery interval

e Dose of oxytocin in milliunits

e  Mode of delivery

e Maternal outcome such as postpartum haemorrhage,
chorioamnionitis, retained placenta, need for blood
transfusion, scar dehiscence/rupture were noted
down in both the groups

e Neonatal details in reference to weight, fetal distress,
Apgar score and NICU admission was noted down.

Statistical analysis

At the end of the study, the data was collected and
statistically analysed by using SSPS version 20.0. The
results were analysed by using Student t-test and Chi-
square test. A p-value of <0.05 was considered
significant.

RESULTS

One thirty women with eligible criteria were included in
the study and were randomized into 2 groups (Table 1).
Group 1 pregnant women received mifepristone 400 mg
orally.

In Group 2 women transcervical balloon catheter was
inserted and filled with 30 ml normal saline.

Repeat bishop score was done after 24 hours or earlier if
patient goes in labour. Change in bishop score and
favourable bishop score was noted and compared (Table
2) and was found to be better in Group 1.

Table 1: Baseline characteristics of patients in two groups.

Parameter Statistical significance (p value
Age (years) 25.35+2.77 26.28+3.24 0.182
POG 39.46+1.18 39.51+0.89 0.704
>Para 1 21.5% 27.7% 0.415
Previous VBAC 9.2% 4.6% 0.344
Pre induction Bishop score 2.35+0.51 2.66+0.59 0.082
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Table 2: Descriptive analysis of primary outcome in both groups.

Parameter ~Group 1 ~Group 2 _p value |
Change in bishop score 3.95+1.64 3.08+1.57 0.002
Favorable bishop score 83.07% 66.15% 0.050

Table 3: Descriptive analysis of secondary outcome in both groups.

~Group 1 ~Group 2 p value |
Induction to active phase interval 16.44+6.07 15.2245.81 0.286
Induction to delivery interval 24.71+7.67 25.56+9.75 0.579
Mean oxytocin duration(hour) 4.85+1.41 5.14+1.94 0.570
NVD 61.53% 32.3% <0.001
Table 4: Maternal and neonatal outcomes.

~Group 1 ~Group 2 ~p value |
Scar tenderness 0 1 (1.53%) 0.315
PPH 8 (12.3%) 10 (15.3%) 0.539
Need of blood transfusion 8 (12.3%) 10 (15.3%) 0.539
Fetal Apgar score at 1 min 7.02+0.12 6.97+0.25 0.182
Fetal Apgar score at 5 min 8.15+0.36 8.77+0.43 0.001
Baby weight 2.75+0.48 2.93+0.45 0.03
Fetal distress 14 (21.5%) 17 (26.1%) 0.537
NICU admission 4 (6.1%) 9 (13.8%) 0.144
Scar rupture 0 0 -
Chorioamnionitis 0 0 -

Secondary outcomes of study such as induction to active DISCUSSION

phase interval, induction to delivery interval, dose of
oxytocin in milliunits, mode of delivery were studied and
compared (Table 3) and there was no statistically
significant difference except for number of normal
vaginal delivery (NVD) which were 61.53% in Group 1
and 32.5% in Group 2 (p<0.001).

Maternal and perinatal outcomes, complications were
also studied in detail (Table 4). Hence mifepristone is
better alternative to balloon catheter for cervical ripening
and successful VBAC in women with previous caesarean
section.

Both groups were comparable with respect to maternal
age, period of gestation at time of induction, parity,
indication of induction of labour and pre induction bishop
score. Primary outcome was better in Group 1 compared
to group 2 with statistically significant results. These
delivery outcomes were analysed in both groups and
results were comparable with respect to induction to
active phase interval, induction to delivery interval and
mean oxytocin duration. But results were significantly
better in group one (61.53%) for normal vaginal delivery
i.e. successful VBAC than Group 2 (32.3%).

Maternal and neonatal complications were similar in both
groups with no statistically significant difference.
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Induction of labour is the commonest obstetric
intervention.  Induction  implies  stimulation  of
contractions before the spontaneous onset of labour.
Induction of labour in previous caesarean section has
very limited choices. In an effort to find a better way to
induce labour in previous caesarean section various
studies has been conducted all over the world. Present
study was to compare mifepristone and balloon catheter
for cervical ripening and induction of labour in previous
one caesarean section. In the present study, pre induction
bishop score were comparable. Change in bishop score
was noted and compared. It was 3.95+1.64 in
mifepristone group and 3.08+1.57 in balloon catheter
group with significant difference on statistical analysis
(p=0.002).

This signifies that induction with mifepristone results in
greater changes in bishop score than balloon catheter
group. In contrast Sharma et al noted post induction
bishop score better in balloon catheter group than in
mifepristone group (p =0.000).” It was observed that the
mean induction to active phase of labour interval was
16.74+6.07 hour in Group 1, and 15.22+5.81 hour in
Group 2 but difference was not statistically significant
(p=0.286, 95% CI-1.299 to 4.336). No study has
compared this interval.
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In this study, induction to delivery interval was
24.71+7.67 hour in Group 1 and 25.56+9.75 hour in
Group 2 respectively and the difference was statistically
insignificant (p=0.579, CI-3.900 to 2.187). In study by
Stenlund et al the median time from the start of induction
to delivery was shorter in mifepristone than placebo
group (36-hour 23 min. versus 53 hours 17 min).®
Augmentation of labour with oxytocin was required in 22
women out of 41 (54.9%) in Group 1 and fourteen
(66.7%) out of 21 in Group 2. Similar results were found
in study by Lelaidier et al where mean dose of oxytocin
requirement was lower in mifepristone group than
placebo group (p<0.01).°

In present study, 40 (61.53%) patients in Group 1 and
twenty-one (32.3%) in Group 2 had normal vaginal
delivery, with statistically significant difference
(p<0.001). Twenty-five (38.46%) patients in Group 1 and
44 (67.7%) women in Group 2 went for repeat caesarean
section (p<0.001). However Sharma and coworkers
observed no statistically significant difference in normal
vaginal delivery or caesarean section in either group
(p=0.242, 0.331 respectively).”

Wing and other coworkers also observed 77 (87.5%)
mifepristone treated women and 46 (70.8%) placebo
treated women delivered vaginally 48 hours after start of
treatment (p=0.01).° Sharma et al compared vaginal
delivery rates in mifepristone treated group, 53 out of 72
(73.6% ) and spontaneous onset of labour group, 285 out
of 346 (82.3%), p =0.076."' Meetei et al found lower
rates of vaginal delivery in foley group (55.7-64.7%) than
in low dose oxytocin group (74.7%).%?

Maternal and neonatal outcomes were similar in both
groups.

CONCLUSION

Present study indicates that induction of labour with
mifepristone and balloon catheter seems to be safe in
women  with  previous one caesarean  section.
Mifepristone was associated with higher rates of cervical
ripening and vaginal delivery than balloon catheter.
However, there was no significant difference in induction
to active phase of labour interval, induction-delivery
interval and dose of oxytocin used in both groups.

Maternal and fetal complications were similar in both
groups. Hence, mifepristone may be offered to women
with previous one caesarean section for cervical ripening
and induction of labour. However larger study with a
greater number of patients is required to reach
statistically significant conclusion.
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