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Abstract. Sixty five pregnant women who had the indication for labor induction
were randomized in a clinical trial to receive 100 µg. intravaginal misoprostol or
intracervical gel of 0.5 mg dinoprostone. The mean time from induction to deliv-
ery for the misoprostol group was 7.6±1.9 versus 8.2±5.9 (hours±SD) for the 
dinoprostone group. There were no significant differences between groups in ges-
tational age, induced labor rates, type of delivery, fetal outcome and maternal com-
plications. We found that intravaginal misoprostol tablet is as effective as intracer-
vical dinoprostone for inducing second and third trimester labor.
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Introduction

Misoprostol (Cytotec, Searle, Chicago), a prostaglandin E1 analog has been intro-
duced for the prevention of gastric ulcer in patients who are taking nonsteroidal
anti-inflammatory drugs and steroids. Misoprostol is cheaper than the PGE2 ana-
logs which are used for labor induction, attracted clinicians to investigate its use
for labor induction. Marioni Neto C et al. were first to use misoprostol for labor
induction with intrauterine fetal death [1]. Most of the subsequent studies which
came from developing countries had promising results with misoprostol for labor
induction as well as pre-abortion preparation of the cervix [2–8]. Most authors ap-
pear to prefer misoprostol which is 200 times cheaper than dinoprostone, as well
as having the ability to be stored at room temperature and is more easily applied
than dinoprostone.

We did a randomized trial to compare the effect of misoprostol and dinopro-
stone on cervical ripening and labor induction in patients requiring delivery for
medical and obstetric reasons.
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Materials and methods

A total of 65 pregnant women were enrolled in this study. Administration of misoprostol vagi-
nally was approved by the local Institutional Review Board. All subjects gave their informed
consent prior to inclusion in the study. The exclusion criterias were;

1) Previous uterine scar
2) Abnormal antepartum testing (Biophysical profile scores less than 6/10 were regarded as ab-
normal)
3) Premature rupture of membranes
4) Cephalopelvic distortion
5) Antepartum hemorrhage
6) Malpresentations
7) Maternal illnesses.

We randomized the patients into two groups; those receiving 0.5 mg dinoprostone gel (Cer-
viprost, Organon, Netherlands) and those receiving a 100 µg misoprostol tablet (Cytotec, Searle)
vaginally. The patients who had odd record numbers were assigned to dinoprostol and those with
even numbers to misoprostol. Before drug insertion all the patients were evaluated for Bishop’s
score. The patients received either dinoprostone gel 0.5 mg intracervically or half a tablet of mis-
oprostol 200 µg which was inserted into the posterior fornix of the vagina.

In most cases the fetal heart was auscultated every fifteen minutes until the onset of labor.
Surveillance by continuos palpation for uterine hypertonicity and auscultation after each con-
traction were started as soon as labor was established. Cardiotocography was reserved for cases
with signs of fetal distress. The patients not responded within 4 hours second dose administered.
The ones that are not delivered within 12 hours had a Bishop’s score done and oxytocin was used
if there was no uterine activity.

Student-t-test was used to examine group differences in maternal age, gestational age, interval
between prostaglandin insertion and delivery, Bishop scores and Apgar scores. Group differenc-
es in complications, route and type of delivery, spontaneous labor rate and indication of induction
were determined using the chi square test. Significance was defined as p<0.05. The statistical anal-
ysis was carried out using the statistical package for social sciences (SPSS Inc., Chicago, IL).

Results

Thirty two of the 65 subjects in the study received dinoprostol and 33 received mis-
oprostol. In both groups the gestational age ranged from 18–43 weeks after the last
menstrual period. The two groups were comparable in terms of maternal age, parity,
gestational age, pretreatment cervical score and infant weight at delivery (table 1).
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Table 1. The characteristics of the two treatment groups

Misoprostol (n = 33) Dinoprostol (n = 32) p

Age (y ±SD) 27.8±4.3 26.4±5.0 >0.05
Parity 1.5±0.6 1.5±0.8 >0.005
Gestation (wk±SD) 35.5±10 36.5±7 >0.05
Pretreatment Bishop
Cervical score 4.0±1.5 3.5±1.5 >0.05
Second trimester abortion  6* 7**
Labor induced with viable fetuses 27 25
Infant weight at delivery 2.948±1.264 2.626±1.134 >0.05
excluding abortions (kg±SD)

* One hydrocephalus, one with multiple renal abnormalities and four intrauterine death
** One hydrops fetalis and six intrauterine fetal death



The major indication for labor induction, was postmaturity in both groups which
we defined as a gestational age above 42 completed weeks. The indications for in-
duction of labor were comparable in both groups and are listed in table 2. Two pa-
tients in the misoprostol group and to 3 patients in the dinoprostol group were de-
livered by cesarean section. In both groups there were two cesarean sections for
fetal distress. One patient in the dinoprostol group had cord prolapse. The Apgar
5 scores for viable fetuses after 24 weeks of gestation in the misoprostol and di-
noprostol groups were 9.5±0.9 and 9.7±0.6 respectively.

Table 3 shows the response to PG treatment. There were no statistically signif-
icant differences between the groups with respect to number of doses, the need for
a second dose, or need for oxytocin infusion and time from first prostaglandin dose
until delivery or duration of oxytocin administration. The vaginal delivery rate was
similar in both groups. The complications for the treatment groups are listed in 
table 4. There was no uterine hyperstimulation, diarrhea or tachycardia among in
groups.
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Table 2. The indications of labor induction in treatment groups

Misoprostol Dinoprostol p
(n = 33) (n = 32)

Hypertension 5 6 >0.05
Intrauterine death 8 8 >0.05
Postmaturity 13 13 >0.05
Congenital abnormalities 4 2
Diabetes mellitus 2 1
Intrauterine growth retardation 1 4

Table 3. The results of induction responses in the two treatment groups

Misoprostol Dinoprostol
(n = 33) (n = 32)

Need for second dose 2 (6.0%) 4 (12.5%)
Need for oxytocin infusion 4 (12.1%) 11 (34.3%)
Vaginal delivery rate 31 (94.0%) 29 (90.6%)
Delivery within 12 hours of PG 26 (78.7%) 18 (56.2%)
Delivery within 24 hours of PG 29 (87.8%) 24 (75.0%)

Table 4. The complications

Misoprostol Dinoprostol

Hypertension 1 –
Fetal distress – 3
Nausea-vomiting 3 4
Postpartum hemorrhage 1 –



Discussion

The main objective of our study was to confirm the effectiveness of misoprostol.
The price may prevent obstetricians from administrating prostaglandins. The po-
tential risk of abuse of misoprostol as an abortificient drug raises ethical-social
concerns in countries in which elective abortion is illegal [9].

Our results demonstrate that the effect of misoprostol is comparable to that of
dinoprostone. Bugalho et al induced 666 women with vaginal misoprostol with
live fetuses in cephalic presentation. With a maximum of 200 µg they were able
to induce the labor in all cases with a mean PG to delivery time of 10.4 hr and a
cesarean section rate of 7.8% [10]. Several authors also have compared the effect
of misoprostol with dinoprostol, the largest one by Wing et al. in 227 patients the
mean interval between induction and delivery was 109±38 minutes shorter in the
misoprostol group. They also found less need for oxytocin in the misoprostol group
than in the dinoprostol group (45.7% versus 72.6%) [2]. Many have found mis-
oprostol more effective than dinoprostone. But our group was not large enough to
show the statistically significant differences.

Complication rates were similar in both our groups and there were no severe
systemic complications. This supports the notion that PG used in pharmacologi-
cal doses is unlikely to affect the cardiovascular system.

Although we know of no studies, on the pharmacokinetics of local misopros-
tol, local vaginal administration seems similar to intestinal absorption since the
systemic effects are similar. Karim, determined the pharmacokinetics profile of
single and multiple cases of oral misoprostol and he found that the half life is less
than 30 minutes and during the absorption process extensive metabolism of mis-
oprostol occurs [11].

The in vivo effects of PGE agonists and misoprostol on prostanoid receptors on
human myometrium are also well characterized. The effect of misoprostol on the
receptor is similar to PGE2 and the excitatory effect is dose dependent [12]. There-
fore one should be careful before using doses of more than 100 µg.

The use of misoprostol in early pregnancy as for cervical ripening and dilation
has also been demonstrated in several studies [13, 14]. Weng et al showed signif-
icant collegenolysis as well as infiltration of polymorphonuclear leukocytes in the
stroma of the cervix during the termination of early pregnancies [15]. Although
there are no similiar studies that have been done at term, these accompany cervi-
cal dilation in term pregnancy.

Misoprostol used with RU 486 is a successful abortificient. Misoprostol after
RU486 results in a 85% complete abortion rate compared to a 5% complete abor-
tion rate with misoprostol alone [16]. Ngai et al demonstrated that administration
of misoprostol, prior to vacuum aspiration resulted in significant increase in cer-
vical diameter as compared to controls [17].

We also found no adverse effect of prostaglandins on the newborn. One and 
5 minute Apgar scores for misoprostol and dinoprostol were not significantly dif-
ferent. Our results demonstrate that misoprostol is at least as effective as dinopros-
tol without any increased adverse effects. We suggest that when the ease of admin-
istration, the storage conditions and especially the cost are considered misopros-
tol should be preferred to dinoprostol.
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