
Introduction:
Induction of labour in termination of IUD cases is
associated with higher incidence of prolonged labour
and cesarean delivery1. Oxytocin is safe and effective

initiator of uterine contraction but success was
contingent on the status of the cervix at the beginning
of the induction2. Labour induction in presence of
cervical immaturity was a common indication for use
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Abstract:
Introduction:  Misoprostol regimens for the induction of labor in second and third trimester
IUFDs, in different doses  range from 50 to 400mcg are all clinically effective. Larger doses of
misoprostol potentially have an increased risk of adverse effects. If low dose of vaginal
misoprostol have  similar effectiveness than a higher dose used on its own, lower dose will
impose dual benefit on patient in terms of less cost/risk of adverse effects.

Objective: To evaluate safety and efficacy of different doses of misoprostol in termination of
IUD cases during the period from January to December, 2011 in the dept. of obs and gynae,
BSMMU and Khulna Medical College Hospital.

Materials & Methods: A randomized control trial was conducted with sixty IUD primi or
multigravida cases having 28 to 42 weeks or more gestation,  singletone pregnancy and
Bishop’s score 5 or less were included. Grand multiparas, women having history of previous
caesarean section or myomectomy, transverse lie, placenta praevia were excluded from the
study. The selected patients were randomly divided into two groups for termination using two
different doses of misoprostol. Among 60 patients 30 (group -1) received 50mcg of misoprostol
6 hourly and 30 patients received (group -2) 100mcg of misoprostol 8 hourly per vaginally.

Outcome variables: Induction delivery time, number of delivery within 24 hours, mode of
delivery, side-effects and complications of misoprostol were recorded. Pulse, BP, Temperature
were noted every 4 hourly.

Result: Induction delivery time, mean+SD was 21.7±9.47 and 26.17±11.17 hours respectively
in group-1 and group-2, (P=0.10). Number of doses required was, mean±SD 2.67±0.9 in
group-1 and 2.08±0.81 in group-2, the difference was statistically significant (P<0.006). Delivery
within 24 hours occurred in 20(66.67%) cases in group-1 and in 16(53.33%) in group-2.

Nausea, vomiting were present 16.67% and 10% in group-1 and 33.33% and 16.67% in group-
2 respectively. In both groups  most of the cases had no side effect. In group-1 there was
hyperstimulation in 2(6.67%) cases and tachysystole in 1(3.33%) case. In group-2
hyperstimulation and tachysystole developed in 4(13.33%) and 2(6.67%) cases respectively.

Conclusion: Both50mcg and100mcg intravaginal misoprostol are safe and effective in
termination of intrauterine foetal death
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of prostaglandin particularly prostaglandin E23-5.
However in the last few years there has been
considerable interest in the use of misoprostol for
cervical ripening and labour induction6-11. Results of
published trial suggest that misoprostol was both safe
and effective but optimum dose and timing of
administration of this medication for labour induction
have not been clearly determined12. Misoprostol is a
new synthetic analogue of prostaglandin E1. It has
several advantages over other prostaglandins which
includes low cost, easy storage at room temperature
and favorable side-effects profiles13. Vaginal
misoprostol has been extensively studied and a
consensus exists as to its efficacy14-16. The aim of
this study is to compare safety and efficacy of different
doses of misoprostol in termination of IUD cases.

Materials and methods:
This prospective randomized controlled trial was
conducted jointly in the Dept of obs and gynae,
BSMMU and Khulna Medical College Hospital during
the period from July to December, 2011. In this study
total 60 IUFD cases of 28 to 42 weeks or more were
included. Primi or multigravida, singleton pregnancy,
cephalic or breech presentation and Bishop’s score 5
or less were the inclusion criteria. Grand multiparas,
women having history of previous caesarean section
or myomectomy, transverse lie, placenta praevia were
excluded from the study. Women having coagulopathy,
hypersensitivity to prostaglandin and asthma were also
excluded. On admission detailed history was taken
and clinical examination was done and confirmation
of IUFD was done using ultrasonogram. After proper
counseling an informed written consent was taken
from each patient. Per vaginal examination was done
for evaluation of Bisop’s score. The selected patients
were randomly divided into two groups for termination
using two different doses of misoprostol. For
randomization a sequentially numbered sealed
envelopes were used before termination. Among 60
patients 30 (group -1) received 50mcg of misoprostol

6 hourly and 30 patients received (group -2) 100mcg
of misoprostol 8 hourly per vaginally.

In group -1 50mcg of misoprostol  was administered 6
hourly intra-vaginally and in group- 2 100mcg of
misoprostol  was administered 8 hourly up to starting
of effective lalour pain. Then the total number of required
doses to complete the procedure was recorded in the
data collection sheet. Induction delivery time, number
of delivery within 24 hours, mode of delivery, side-effects
and complications of misoprostol were recorded. Pulse,
BP, Temperature were noted every 4 hourly.

SPSS (version 12.0) statistical software was uses for
data analysis. The result was expressed as the mean
(±SD), percentage and range.  Comparison was done
using t test and chi square test, p value <0.05 was
considered significant.

Results:
Table 1 shows the socio – demographic condition of
the study subject. Mean age of group-1 and group -2
was 24.53 ± 5.21 and 26.30±5.10 years respectively
(P = .29). Mean gestational age of group-1 and group
-2 was 34.67 ± 3.67 and 33.83±4.11 weeks
respectively (P = 0.4), there were no statistically
significant difference between two groups regarding
age and period of gestation and gravida.

Table II shows the Bishop’s score of the study subjects.
In group-1 Bishop’s score was 2-5 in 8(26.67%) cases
and 4-5 in 22(73.33%) cases. In group-2 Bishop score
was 2-3 in 10(33.33%) and 4-5 in 20(66.67%) cases.

Table III shows the comparison of out-come between
2 groups. Induction delivery time, mean+SD was
21.7±9.47 and 26.17±11.17 hours respectively in
group-1 and group-2, (P=0.10). Number of doses
required was, mean±SD 2.67±0.9 in group-1 and
2.08±0.81 in group-2, the difference was statistically
significant (P<0.006). Delivery within 24 hours
occurred in 20(66.67%) cases in group-1 and in
16(53.33%) in group-2.

Table-I
Socio-demography of the study groups

Variables Group-1 (n=30)mean (±SD) Group-2 (n=30)mean (±SD) P -value
Age (Yrs) 24.53±5.21 26.30±5.10 0.29 NS

Gravida 1.43±0.68 1.67±0.76 0.12NS

Gestational age (Wks) 34.67±3.67 33.83±4.11 0.41NS

NS= Not significant, Comparison was done using unpaired t test
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Table IV shows the mode of delivery between 2 groups.
Out of 60 cases of IUD, all were delivered vaginally in
both groups.

Table V shows the side effects misoprostol. Nausea,
vomiting were present 16.67% and 10% in group-1
and 33.33% and 16.67% in group-2 respectively. In
both groups most of the cases had no side effect.

Table VI shows the comparison of complication
between 2 groups. In both the groups most of the

patients did not develop any complications. In group-
1 there was hyperstimulation in 2(6.67%) cases and
tachysystole in 1(3.33%) case. In group-2
hyperstimulation and tachysystole developed in
4(13.33%) and 2(6.67%) cases respectively.
Table -VII shows the need of Oxytocin and blood
transfusion between two groups. It is found that in
group-1 4(13.33%) cases and in group-2 7(23.33%)
needed oxytocin to augment labour pain, the difference
was not statistically significant (P=0.31).

Table-II
Bishop’s score between two groups

Bishop’s score Group-1 50mcg Group-2 100mcg P - value
6 hourlyNo(%) 8 hourlyNo (%)

2-3  8(26.67) 10(33.33) 0.47NS

4-5 22(73.33) 20(66.67)
Total 30(100) 30(100)

NS= Not significant, Comparison was done using chi square test

Table-III
Comparison of outcome between two groups

Outcome Group-1 50mcg Group-2 100mcg P - value
6 hourly No (%) 8 hourly No (%)

Induction delivery time (Hrs), Mean (±SD)21.7±9.47 26.17±11.17 0.1NS

No. of dose required 2.67±0.9 2.08±0.81 0.006S

Delivery within 24 hours 20(66.67%) 16(53.33%) 0.29NS

NS= Not significant, s= significant, Comparison was done using unpaired t test

Table-IV
Comparison of mode of delivery between two groups

Mode of delivery Group-1 50mcg 6 hourly Group-2 100mcg 8 hourly
No (%) No (%)

VD 30(100) 30(100)
LSCS 0 0
Total 30(100) 30(100)

Table-V
Side effects misoprostol between two groups

Side effects Group-1 50mcg Group-2 100mcg P value
6 hourly No (%) 8 hourly No (%)

No side effect 22(73.33) 14(46.67) 0.17NS

Nausia 5(16.67) 10(33.33)
Vomitting 3(10) 5(16.67)
Rise of Temp 0 1(3.33)
Total 30(100) 30(100)

NS= Not significant, Comparison was done using chi square test
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Discussion:
The use of prostaglandins in termination of intrauterine
fetal death has undergone a rapid evoluation.
Prostaglandins had an  effect on myometrial
contractility and they also accelerate cervical ripening.
Misoprostol, synthetic analogue of prostaglandin E1.
It has several advantages over other prostaglandins
which include low cost, easy storage at room
temperature and favorable side effect profile. This study
was aimed to evaluate the safety and efficacy of
different doses of misoprostol in termination of IUFD
cases.

In this study delivery within 24 hours was in 66.67%
cases in group-1 and in 53.33% in group-2. Induction
delivery time was shorter in group-1compared to group-
2, mean+SD (21.7±9.47 vs 26.17±11.17), the
difference was not statistically significant (P=0.10).
Wagaararachchi PT et al assessed the safety and
efficacy of mefipristone in combination with
misoprostol in termination of two groups of IUD cases.
The average induction delivery time was 8.5 hours,
98% patients delivered within 72 hours. Induction
delivery time was shorter with increasing gestation17.

Nyende L et al compared the efficacy of vaginal
misoprostol 200mcg 6 hourly with oral misoprostol
200 mcg   6 hourly. They found induction delivery time

shorter with vaginal misoprostol (13.5±8.3) compared
to oral misoprostol (21.4±13.9), p<0.05. Here
induction delivery time was shorter than present
study18.

Chitacharoen A et al found induction delivery time of
18.87±10.38 hours after giving  200mcg  misoprostol
vaginally in IUFD cases, 67.5% delivered within 24
hours and all delivered within 48 hours19. According
to Fawole AO et al mean induction delivery time was
17.5±6.3 hours after administration of 400mcg 12 hourly
in 56 patients.  In another randomized control trial of
oral and vaginal misoprostol to manage 80 IUD cases
400mcg misoprostol was given orally  4 hourly and
200mcg misoprostol was administered vaginally 12
hourly. The study showed that the mean induction
delivery time in oral group (13.95±5.63 hrs) was
significantly shorter that the time in vaginal group
(18.87±10.38hrs; p<0.001)20.

In previous studies a large range of doses of
intravaginal and sublingual misoprostol used for
induction were described, ranging from 100mcg 12
hourly to400mcg 3 hourly18,20-23. Furthermore different
doses were used at different gestational ages. One
study recommended the following doses of
misoprostol in missed abortion or IUD cases; 200mcg
6 hourly for gestational age of 13-17; 100mcg 6 hourly

Table-VI
Comparison of complications between two groups

complications Group-1 50mcg Group-2 100mcg P -value
6 hourlyNo (%) 8 hourlyNo (%)

No complication 27(90.0) 24(80.0) .56NS

Hyperstimulation 2(6.67) 4(13.33)
Tachysystole 1(3.33) 2(6.67)
Total 30(100) 30(100)
NS= Not significant, Comparison was done using chi square test

Table-VII
Comparison of Oxytocin and blood transfusion between two groups

Variables Group-1 50mcg Group-2 100mcg P value
6 hourlyNo (%) 8 hourlyNo (%)

Oxytocin
Yes 4 7 0.31ns

No 26 23
Blood transfusion Not required 30(100) 30(100)
Total 30(100) 30(100)

NS= Not significant, Comparison was done using chi square test
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for gestational age of 28-26; 25-50 mcg 4 hourly for
gestational age of 27-43 weeks2.

In this study nausea, vomiting were present 16.67%
and 10% in group-1 and 33.33% and 16.67% in group-
2 respectively. Nyende L et al found more side effects
(vomiting, diarrhea, shivering and pyrexia) with oral
misoprostol (44.5%) compared to vaginal mosoprostol
(20%)18. But in the present study there was no
diarrhea, shivering. Studies showed that the use of
misoprostol was associated with an increased
incidence of tachysystole (defined as 6 or more
uterine contraction in 10 minutes for two 10 minutes
period) and hyperstimulation (uterine contraction
lasting more than 90 seconds or more 5contraction in
10 minutes). The incidence of hyperstimulation varies
between 1 and 10 percent. In this study in group-1
there was hyperstimulation in 2(6.67%) cases and
tachysystole in 1(3.33%) case. In group-2
hyperstimulation and tachysystole developed in
4(13.33%) and 2(6.67%) cases respectively. In this
study no patient developed serious complications like
DIC or rupture of uterus. In some studies more
complications were found compared to the present
study24-27.

In this study all IUFD cases delivered vaginally, no
operative interference required.

Conclusion:
Both 50mcg and 100mcg intravaginal  misoprostol
are safe and effective in termination of intrauterine foetal
death.But50mcg is safer as side-effects and
complications were less, induction delivery time was
shorter in case of 50mcg than 100mcg. Delivery within
24 hours was higher in group -1. So 50 mcg
intravaginal misoprostol was more safe and effective
in termination of IUD cases.
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