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Randomized Comparison of Sustained-
Release Dinoprostone Vaginal Insert

Versus Oxytocin for Cervical
Priming/Labor Induction in Post-Term

Pregnants with Unfavorable Cervix

AABBSSTTRRAACCTT  OObbjjeeccttiivvee::  To compare the efficacy and safety of sustained-release dinoprostone vaginal
insert with low-dose oxytocin infusion for cervical ripening/labor induction. MMaatteerriiaall  aanndd  MMeetthhooddss::
Patients were randomly assigned to receive either vaginally two doses of a dinoprostone vaginal
insert (dinoprostone group, n=64) or two doses of intravenous low-dose oxytocin (oxytocin group,
n=63) at 12 hr intervals. The main outcomes were vaginal delivery by ≤24 hrs and overall cesarean
delivery rates. Secondary outcomes included changes in Bishop’s score by 12 hr, the rate of uterine
hyperstimulation syndrome, duration of stages of labor, immediate neonatal complications including
meconium-stained amniotic fluid, 5-min Apgar score ≤ 7 and the rate of admission to neonatal
intensive care unit. RReessuullttss::  Patients achieved vaginal delivery by ≤ 24 hours in the dinoprostone
group (53.1 %) was similar to those patients in the oxytocin group (53.9 %). Overall cesarean
delivery rate was 42.6 % in the oxytocin group and 32.8% in the dinoprostone group (P>0.05).
There were no statistically significant differences between the groups regarding secondary
outcomes. CCoonncclluussiioonnss::  Both dinoprostone vaginal insert and low-dose oxytocin infusion were
similar in efficacy for cervical priming/labor induction and safety for maternal and fetal outcomes.
Moreover time to delivery in oxytocin group was more likely to be shorter; however, cesarean
delivery rate in dinoprostone group was more likely to be lower.  

KKeeyy  WWoorrddss:: Parturition; birth intervals; oxytocin

ÖÖZZEETT  AAmmaaçç::  Postterm gebeliği ve elverişsiz serviksi olan hastalarda, serviks olgunlaşması/doğum
eylemi indüksiyonu için yavaş serbestleşen dinoproston vajinal ovül ile düşük doz intravenöz ok-
sitosin infüzyonunun doğum eylemi üzerine olan etkinliği ve anne ile fetüs için güvenliğini karşı-
laştırmak. GGeerreeçç  vvee  YYöönntteemmlleerr::  Hastalar 12 saat ara ile 2 doz PGE2 vajinal ovül (n=64) veya
intravenöz oksitosin (n=63) almak üzere rastgele iki gruba ayrıldı. Ana sonuç ölçütleri sezaryen
doğum oranı ve ≤ 24 saatte vajinal doğumdu. Ölçülen sekonder ölçütler şunlardı: 12 saatte Bishop
puanındaki değişikler; uterus hiperstimülasyon sendromu oranı; doğum eylemi evrelerinin süresi;
mekonyum boyanmış amniyon sıvısını, 5. dakika Apgar puanı ≤ 7 ve neonatal yoğun bakım ünite-
sine yatış oranını içeren erken neonatal komplikasyonlardı. BBuullgguullaarr::  İlk 24 saatte, vajinal yolla
doğum gerçekleştiren dinoproston grubundaki hastalar (%53,1), oksitosin grubundaki vajinal yolla
doğum yapan hastalardan (%53,9) istatistiksel olarak farklı değildi (P=1,00). Genel sezaryen oranı
oksitosin grubunda % 42,6 ve dinoproston grubunda % 32,8 idi (P>0.05). Sekonder ölçüm para-
metreleri açısından iki grup arasında istatistiksel olarak anlamlı fark yoktu. SSoonnuuçç::  Olgunlaşmamış
serviksi bulunan postterm gebelerde, yavaş salınımlı dinoproston vajinal ovül ve düşük doz oksito-
sin, doğum eylemi üzerine olan etkileri, maternal ve fetal yan etkileri açısından benzer özelliklere
sahipti. Ayrıca, oksitosin grubunda doğuma kadar geçen süre daha kısa iken dinoproston grubunda
sezaryen doğum oranı daha düşüktü.  

AAnnaahhttaarr  KKeelliimmeelleerr::  Doğum; doğum aralığı; oksitosin
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ro lon ged preg nancy is a com mon high-risk
prob lem and of ma jor con cern in obs tet rics
to day. Post term preg nancy (be yond 41 to 42

we eks ges ta ti on) cons ti tu te ap pro xi ma tely 10% of
all preg nan ci es and they ha ve an in cre a sed risk of
pe ri na tal de ath, in tra par tum fe tal he art ra te (FHR)
ab nor ma li ti es, me co ni um sta i ning, mac ro so mi a,
and ce sa re an de li very.1

Low-risk post term wo men with fa vo rab le cer -
vix as de ter mi ned by Bis hop sco re,2 are usu ally ma -
na ged by in duc ti on of la bor. No net he less,
in duc ti on of la bor in wo men with un ri pe cer vix re-
ma ins a chal len ge for the obs tet ri ci an. The ad van -
ta ges of pre in duc ti on cer vi cal ma tu ra ti on by to pi cal
app li ca ti on of pros tag lan dins ha ve be en known for
se ve ral ye ars.3 Pros tag lan din E2 (PGE2) is ava i lab -
le in a va ri ety of for mu la ti ons, inc lu ding va gi nal
tab lets, en do cer vi cal gels, and it is ad mi nis te red
using va ri o us do sing re gi mens.4

A slow-re le a se di nop ros to ne va gi nal in sert is
now ava i lab le and, ef fi cacy and sa fety of this for-
mu la ti on on cer vi cal pri ming and la bor in duc ti on
in sing le ton ges ta ti ons at term we re com pa red with
an al ter na ti ve va gi nal 5,6 or cer vi cal7,8 pros tag lan -
dins in pre vi o us ran do mi zed tri als. In a re cent me -
ta-analy sis, Hug hes et al9 fo und no cli ni cally
sig ni fi cant dif fe ren ces bet we en the ef fects of this
pre pa ra ti on and of ot her stan dard pros tag lan din
pre pa ra ti ons. 

When the ute ri ne cer vix is un fa vo rab le, oxy-
to cin, with or wit ho ut am ni o tomy, is fre qu ently
inef fec ti ve whe re as va gi nal PGE2 is wi dely re cog -
ni zed and ac cep ted as a stan dard met hod of la bor
in duc ti on.10 No net he less no ran do mi zed pros pec -
ti ve study was car ri ed out to com pa re the ef fec ti -
ve ness of di nop ros to ne va gi nal in sert with
in tra ve no us oxy to cin in fu si on in pro lon ged preg-
nancy with un fa vo rab le cer vix.

Aim of this ran do mi zed pros pec ti ve cli ni cal
tri al was to com pa re the ef fi cacy and sa fety of sus-
ta i ned re le a se PGE2 va gi nal in sert with low-do se
oxy to cin in fu si on for cer vi cal ri pe ning/la bor in duc-
ti on in the pre sen ce of un fa vo rab le cer vix in pa ti -
ents with post term preg nancy.

MET HODS

This study was car ri ed out from Au gust to Oc to ber
2005 at the Pe ri na to logy Unit of Ze ka i Ta hir Bu -
rak Wo men’s He alth Edu ca ti on and Re se arch Hos-
pi tal af ter ap pro val was ob ta i ned from our
Ins ti tu ti o nal Hu man Re se arch Re vi ew Com mit tee. 

Ot her wi se un comp li ca ted preg nant wo men
who had a ges ta ti o nal age of 290 days we re scre e -
ned for eli gi bi lity. All of the pa ti ents we re in for -
med abo ut the study pro to col and a sig ned
in for med con sent was ob ta i ned from each par ti ci -
pant. 

Inc lu si on cri te ri a we re sing le ton ges ta ti on,
cep ha lic pre sen ta ti on, in tact mem bra nes, un fa vo -
rab le cer vix (Bis hop’s sco re ≤ 6) and re as su ring FHR
pat tern. Exc lu si on cri te ri a inc lu ded pre vi o us ute ri -
ne sur gery, ac ti ve va gi nal ble e ding, pla cen ta pra e -
vi a, es ti ma ted fe tal we ight > 4000 g, sus pi ci on of
cep ha lo pel vic dis pro por ti on (CPD).

Wo men sche du led for in duc ti on of la bor we -
re ran domly al lo ca ted to re ce i ve eit her a PGE2 va -
gi nal in sert (Pro pess, Vi ta lis Sağ lık Ürün le ri ve Tic.
Ltd. Şti., Ka vak lı de re, An ka ra, Tur key) or in tra ve -
no us oxy to cin (Pos tu it rin, İ.E. Ulu gay, İlac Sa na yi i
Türk A.Ş., Top ka pı, İstan bul, Tur key). 

Ran do mi za ti on was per for med with use of a
com pu ter ge ne ra ted ran dom num ber tab le. Gro up
al lo ca ti on was pre de ter mi ned and pla ced in con se -
cu ti vely num be red opa qu e, se a led en ve lo pes. The
next con se cu ti ve en ve lo pe was drawn af ter the pa-
ti ent con sen ted to ran do mi za ti on. 

Tho se pa ti ents as sig ned to the di nop ros to ne
gro up re ce i ved va gi nal in sert which was a hydro gel
poly mer mat rix con ta i ning 10 mg di nop ros to ne.
The pes sary re le a ses PGE2 at a cons tant ra te of 0.3
mg/h over 12 ho ur. It was in ser ted in to the pos te -
ri or va gi nal for nix of the va gi na in trans ver se po si -
ti on and the pa ti ent was as ked to re ma in
re cum bent for an ho ur to al low the va gi nal in sert
to swell. Va gi nal in sert was re mo ved af ter 12 ho urs.
It was only to be re mo ved ear li er in the ca se of on -
set of ac ti ve la bor (at le ast 4 cm cer vi cal di la ti on
with re gu lar ute ri ne con trac ti ons), the rup tu re of
the mem bra nes, or hypers ti mu la ti on syndro me. 
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Wo men, who we re al lo ca ted for oxy to cin gro -
up, re ce i ved low-do se oxy to cin in fu si on which was
be gun at a ra te of 2 mU/min and in cre a sed by 2
mU/min every 15 mi nu tes. If con trac ti ons re ac hed
a fre qu ency of 4 per 10 mi nu tes for 2 con se cu ti ve
10-mi nu te win dows, the oxy to cin in fu si on was not
in cre a sed furt her un less the fre qu ency of con trac -
ti ons di mi nis hed. The ma xi mum al lo wab le do se of
oxy to cin was 40 mU/min. 

In both di nop ros to ne and oxy to cin gro ups:
con ti nu o us ex ter nal elec tro nic FHR and to cody na -
mic mo ni to ring was used thro ug ho ut the la bor; ar-
ti fi ci al rup tu re of mem bra nes was per for med as
early as sa fely pos sib le on ce the cer vix be ca me ≥ 3
cm di la ted whi le the he ad was app lying; gyne co lo -
gi cal exa mi na ti on was per for med on ce at 6th ho ur
du ring the pas si ve pha se and per 2 ho urs in ac ti ve
pha se of la bor. Whi le oxy to cin in fu si on was sta yed
un til the end of se cond sta ge of la bor in oxy to cin
gro up, no aug men ta ti on was do ne in any sta ge of
la bor in di nop ros to ne gro up. 

The tre at ment pe ri od was fol lo wed by 12 hrs
rest in both gro ups. If the pa ti ent did not re ach an
ac ti ve la bor spon ta ne o usly, tre at ment was re pe a -
ted on ce mo re with the sa me do sa ges 24 ho ur af ter
the start of the rapy. At 36 th ho ur, the tre at ment
was de fi ned as fa i led in duc ti on if the pa ti ent still
was not in the ac ti ve pha se. In ca se of fa i led in duc -
ti on aga in af ter 12 ho urs of rest, the pa ti ents in
both gro ups we re in du ced by oxy to cin with the sa -
me re gi men on ce mo re. If even ac ti ve la bor was not
en te red af ter the 3rd in duc ti on, the pa ti ents we re
un der went ce sa re an de li very. 

In ca se of hypers ti mu la ti on syndro me, tre at -
ment was ce a sed and it was res tar ted if the pat tern
re sol ved. The di ag no sis and tre at ment of hypers ti -
mu la ti on syndro me we re per for med as in the pre-
vi o us li te ra tu re.11 La te de ce le ra ti ons, mo de ra te and
se ve re va ri ab le de ce le ra ti ons and brady car di a we -
re the ab nor ma li ti es con si de red on the FHR tra c-
ing. Ma in out co me me a su res we re va gi nal de li very
at ≤24 ho urs and ove rall ce sa re an de li very ra te. 

The re was no li te ra tu re to be ba sed on for sam-
p le si ze cal cu la ti on. The re fo re, using in for ma ti on
from our pi lot study (30 wo men in each gro up), the

samp le si ze was es ti ma ted with the as sump ti on of a
Type-I er ror (α) of 0.05 (with the use of a 1-si ded
equ i va len ce test), a po wer of 0.80 (1-β; Type-II er -
ror) and a 22.5% dif fe ren ce in out co me bet we en
the two gro ups, the samp le si ze for each gro up in
the study sho uld be 63. We rec ru i ted 127 wo men
to tally; 64 in di nop ros to ne gro up and 63 in oxy to -
cin gro up. 

Nu me ric va lu es we re ex pres sed as me an ± SD
and or di nal va lu es we re ex pres sed as num ber (per-
cen ta ge). The nor ma lity of dis tri bu ti ons of va ri ab -
les was analy zed by the Kol mo go ro v–Smir nov
dis tri bu ti on equ a lity test. The Stu dent’s t test was
used for sta tis ti cal sig ni fi can ce of dif fe ren ces in
nor mally dis tri bu ted va ri ab les bet we en gro ups. The
Chi-Squ a re test, Man n–W hit ney U-test and two-
si ded dif fe ren ce test bet we en two pro por ti ons we -
re used for sta tis ti cal sig ni fi can ce of dif fe ren ces in
non-nor mal dis tri bu ted va ri ab les bet we en gro ups.
The sta tis ti cal sig ni fi can ce of dif fe ren ces bet we en
be fo re and af ter va lu es of va ri ab les bet we en gro ups
was analy zed using Co va ri an ce Analy sis (AN CO -
VA). A P-va lu e of <0.05 was con si de red to be sta-
tis ti cally sig ni fi cant. The SPSS 11.0 sta tis ti cal
pac ka ge was used for sta tis ti cal analy sis.

RE SULTS

The re we re 137 eli gib le can di da tes owing to inc lu -
si on cri te ri a du ring the study pe ri od but ni ne of
them re fu sed to par ti ci pa te. The re fo re, a to tal of
128 ot her wi se he althy post term wo men with un fa-
vo rab le cer vix we re en rol led in and comp le ted the
study; 64 we re ran do mi zed to re ce i ve slow-re le a se
di nop ros to ne va gi nal in sert and 63 re ce i ved low-
do se oxy to cin.

As sum ma ri zed in Tab le 1, ba se li ne cha rac te -
ris tics of both di nop ros to ne and oxy to cin gro ups
we re si mi lar with res pect to ma ter nal and ges ta ti -
o nal age, body mass in dex, gra vi dity, pa rity, pre in -
duc ti on Bis hop’s sco re and am ni o tic flu id in dex
(AFI).

Tab le 2 il lus tra tes the com pa ri son of ma in out-
co me me a su res. Ove rall de li very ra te by ≤ 24 hrs
was 68.8% in di nop ros to ne gro up and 87.3% in the
oxy to cin gro up (P<0.05); ho we ver, pa ti ents in the
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di nop ros to ne gro up ac hi e ved va gi nal de li very by ≤
24 ho urs (53.1%) was not sta tis ti cally dif fe rent
(P=1.00) than tho se pa ti ents ac hi e ved va gi nal de li -
very by ≤ 24 ho urs in the oxy to cin gro up (53.9%).
Ove rall ce sa re an de li very ra te was 42.6% in the
oxy to cin gro up and 32.8% in the di nop ros to ne gro -
up (P>0.05). 

In di ca ti ons for ce sa re an sec ti on we re as fol-
lows; non-re as su ring FHR pat tern (10.9% vs
15.9%), fa i lu re to prog ress (3.1% vs 9.5%), cep ha -
lo pel vic dis pro por ti on (17.1% vs 11.1%) and fa i led
in duc ti on af ter third do se (1.6 % vs 6.3%) in the di -
nop ros to ne and oxy to cin gro ups, res pec ti vely but
the dif fe ren ces we re not sta tis ti cally sig ni fi cant
(Tab le 2). 

Se con dary de li very out co mes are shown in
Tab le 3. The ra te of hypers ti mu la ti on syndro me, ti -
me from ac ti ve la bor to comp le te di la ti on, ti me
from comp le te di la ti on to de li very, ove rall ti me to

de li very we re si mi lar bet we en the gro ups (P>0.05);
whe re as ti me to hypers ti mu la ti on syndro me, ti me
to mem bra ne rup tu re, ti me to ac ti ve la bor we re sig-
ni fi cantly shor ter (P<0.05, P<0.01, P<0.05, res pec -
ti vely) and to tal ti me of drug app li ca ti on was
sig ni fi cantly lon ger (P<0.01) in oxy to cin gro up as
com pa red with di nop ros to ne gro up.

Do se-res pon se out co mes we re com pa red bet -
we en the two gro ups in Tab le 4. Se ven te en pa ti -
ents in di nop ros to ne gro up (26.6 %) and 7 pa ti ents
in oxy to cin gro up (11.1 %) we re still with un fa vo -
rab le cer vi ces or did not re ach ac ti ve la bor at 12 hr
af ter the start of first do se of drugs (P<0.05). Eight
of the 17 pa ti ents en te red ac ti ve la bor spon ta ne o -
usly at 1st rest in di nop ros to ne gro up; whe re as did
no ne of the 7 pa ti ents in oxy to cin gro up (P<0.05).
Ho we ver the re we re no sig ni fi cant dif fe ren ce bet -
we en the di nop ros to ne and oxy to cin gro ups with
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Characteristics Dinoprostone(n=64) Oxytocin(n=63)
Maternal age (year) * 24.8 ± 4.1 25.1 ± 4.3

Gestational age (day) * 292.3 ± 1.3 291.6 ± 1.4

BMI (kg/m2) * 28.7 ± 3.4 28.9 ± 3.8

Gravidity (n) † 1.5 ± 0.8 1.8 ± 1.1

Parity (n) † 0.3 ± 0.6 0.6 ± 1.0

Preinduction Bishop’s score † 2.4 ± 1.4 2.1 ± 1.6

AFI < 50 (mm) ‡ 24 (38.1 %) 26 (40.6 %)

TABLE 1: Baseline characteristics of patients

Data are presented as mean ± S.D. or n (%), * Student’s t test, † Mann-Whitney U test,
‡ Fisher’s exact test, BMI; Body mass index, AFI; Amniotic fluid index, P > 0.05 for all
comparisons.

Main outcome measures Dinoprostone Oxytocin
(n=64) (n=63) P value *

Vaginal delivery ≤ 24 hrs 34 (53.1 %) 34 (53.9 %) 1.000

Overall Cesarean delivery 21 (32.8 %) 27 (42.6 %) 0.304

Non-reassuring FHR  7 (10.9 %) 10 (15.9 %) 0.791

Failure to progress  2 (3.1 %) 6 (9.5 %) 0.247

Cephalopelvic disproportion  11 (17.1 %) 7 (11.1 %) 0.074

Failed induction after third dose  1 (1.6 %) 4 (6.3 %) 0.270

TABLE 2: Comparison of main outcome measures
and indications for cesarean deliveries

Values are presented as n (%), FHR; Fetal heart rate, * Two-sided difference test be-
tween two proportions, † Cesarean delivery except for cephalopelvic disproportion.

Secondary Dinoprostone Oxytocin

outcome measures (n=64) (n=63) P value

Hyperstimulation syndrome (n)  5 (7.8 %) 7 (11.1 %) 0.642*

Time to hyperstimulation syndrome (hr) 2.7 ± 1.6 4.2 ± 2.7 0.021†

Time to membrane rupture (hr) 13.1 ± 14.3 7.0 ± 5.7 0.005†

Time to active labor (hr) 14.0 ± 14.4 8.8 ± 5.9 0.041†

Time from active labor to complete dilation (hr) 4.4  ± 3.2 4.0 ± 3.0 0.478†

Time from complete dilation to delivery (min) 26.7 ± 14.3 22.9 ± 23.6 0.375†

Time to delivery (hr) 18.9 ± 17.6 12.3 ± 6.6 0.186†

Total time of drug application (hr) 9.2 ± 6.2 12.9 ± 6.6 0.001†

TABLE 3: Comparison of secondary outcome measures

Data are presented as mean ± S.D. and n (%), * Fisher exact test, † Mann-Whitney U
test.

Dose-response Dinoprostone Oxytocin

outcomes (n=64) (n=63) P value ‡

Remaining patient at 12 h* 17/64 (26.6 %) 7/63 (11.1 %) 0.046

Spontaneous active labor during 1st rest 8/17 (47.1 %) 0/7 (0 %) 0.036

Need for 2nd dose 9/64 (14.1 %) 7/63 (11.1 %) 0.485

Response† to 2nd dose 4/9 (44.4 %) 2/7 (28.5 %) 0.548

Spontaneous active labor during 2nd rest 0/5 (0 %) 0/5 (0 %) 1.000

Need for 3rd dose (Failed induction) 5/64 (7.8 %) 5/63 (7.9 %) 0.761

Response† to 3rd dose 2/5 (40 %) 0/5 (0 %) 0.152

TABLE 4: Comparison of dose-response outcomes

* Those patients whose cervices were still unfavorable at 12 h, † Response means
reaching to active labor while the drug was being applied, ‡ Two-sided difference test
between two proportions.



res pect to ne ed for se cond do se (9/64 vs. 7/63), re-
s pon se to se cond do se (4/9 vs. 2/7), spon ta ne o us ac-
ti ve la bor du ring se cond rest (0/5 vs. 0/5), ne ed for
third do se (fa i led in duc ti on; 5/64 vs. 5/63) and res -
pon se to third do se (2/5 vs. 0/5).

Tab le 5 shows the ad ver se pe ri na tal out co mes.
The re we re no sta tis ti cally sig ni fi cant dif fe ren ces
bet we en the di nop ros to ne and oxy to cin gro ups re-
gar ding the ra te of fe tal we ight > 4000 g (3.1 % vs.
1.6 %), 5-min Ap gar sco re ≤ 7 (7.8 % vs. 6.3 %),
me co ni um-sta i ned am ni o tic flu id (10.9 % vs. 6.3
%) and ad mis si on to NI CU (3.1 % vs. 4.8 %). 

DIS CUS SI ON

This ran do mi zed pros pec ti ve cli ni cal tri al com pa -
red the ef fi cacy and sa fety of two pro to cols, which
we re de sig ned for the cer vi cal ri pe ning/la bor in-
duc ti on in the pre sen ce of un fa vo rab le cer vix in pa-
ti ents with post term preg nancy. To the best of our
know led ge, this is the first study in the li te ra tu re,
whe re slow-re le a se di nop ros to ne (PGE2) va gi nal
in sert was com pa red with low-do se in tra ve no us
oxy to cin in fu si on. No sta tis ti cally sig ni fi cant dif fe -
ren ces in ef fi cacy (va gi nal de li very ra te wit hin 24
hr and ove rall ce sa re an de li very ra te) and sa fety
(ma ter nal and fe tal out co mes) we re fo und bet we en
the gro ups in the pre sent study. 

In the thre e re cent ran do mi zed pros pec ti ve
stu di es,11-13 in which ef fec ti ve ness of di nop ros to ne
va gi nal in sert was in ves ti ga ted in pa ti ents with an
un fa vo rab le cer vix (Bis hop’s sco re, ≤ 6) as in our
study. Ste wart et al12 com pa red the ef fec ti ve ness of
PGE2 va gi nal in sert-sub se qu ent oxy to cin (n=73)
with PGE2 in tra cer vi cal gel-im me di a te oxy to cin
(n=77) in pa ti ents at ≥ 37 we eks of ges ta ti on re qu -

i ring la bor in duc ti on. Of tho se preg nan ci es re ce i -
ving the PGE2 va gi nal in sert-sub se qu ent oxy to cin
re gi men, ti me to va gi nal de li very was 21.6 ± 10.9
hrs. The va gi nal de li very wit hin 24 hrs and ce sa re -
an de li very ra tes we re 67 % and 23 %, res pec ti vely. 

Chris ten sen et al11 stu di ed to de ter mi ne if the
con cur rent ad mi nis tra ti on of oxy to cin with sus ta -
i ned-re le a se di nop ros to ne (im me di a te gro up, 34
pa ti ents) re sults in shor ter in duc ti on ti mes when
com pa red with oxy to cin af ter the re mo val of the
di nop ros to ne in sert (de la yed gro up, 37 pa ti ents) in
preg nant wo men un der go ing la bor in duc ti on at ≥
36 we eks. Aut hors re por ted the ti me from di nop -
ros to ne pla ce ment un til de li very as 16.2 ± 7.1 and
25.3 ± 9.8 hrs, the pro por ti on of de li ve ri es wit hin
24 ho urs as 90% and 53%, and ce sa re an de li very
ra tes as 16% and 13% in the im me di a te and de la yed
gro ups, res pec ti vely.

Bol nick et al13 com pa red the ef fi cacy of two
pro to cols [a sing le do se of sus ta i ned-re le a se PGE2
with con cur rent low-do se oxy to cin (di nop ros to ne,
n=74) ver sus mul ti do sing of mi sop ros tol (25 mg
every 4 ho urs) fol lo wed by high-do se oxy to cin (mi -
sop ros tol, n=77)] in la bor in duc ti on at ≥ 37 we eks
of ges ta ti on. Ce sa re an de li very ra te was 21.6 % and
81 % of pa ti ents de li ve red wit hin 24 hrs in di nop -
ros to ne gro up. Ti me to va gi nal de li very was 15.7 ±
7.8 hrs in the sa me gro up of pa ti ents.

The re we re no sta tis ti cally sig ni fi cant dif fe -
ren ces bet we en the di nop ros to ne and oxy to cin gro -
ups in our study with res pect to ti me to va gi nal
de li very (18.9 ± 17.6 and 12.3 ± 6.6 hrs, res pec ti -
vely), va gi nal de li very wit hin 24 hrs (53.1 % and
53.9 %, res pec ti vely) and ove rall ce sa re an de li very
ra te (32.8 % and 42.6 %, res pec ti vely).

It do es not se em to be fe a sib le to com pa re our
fin dings with the re sults of the se thre e stu di es11-13

be ca u se of the dif fe ren ces bet we en our study and
the ir stu di es with res pect to in di ca ti ons for la bor
in duc ti on (only post-term preg nancy in ours ver sus
post da tes, pre ec lamp si a, di a be tes mel li tus, oli gohy -
dram ni os in the irs) and ges ta ti o nal age (≥ 41 we ek
and 3 days in ours ver sus ≥ 37 we eks in the irs) and
la bor in duc ti on pro to cols (no ne of them com pa red
di nop ros to ne va gi nal in sert with oxy to cin). 
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Adverse Dinoprostone Oxytocin

fetal outcomes (n=64) (n=63) P value *

Fetal weight > 4000 g 2 (3.1 %) 1 (1.6 %) 0.662

5-min Apgar score ≤ 7 5 (7.8 %) 4 (6.3 %) 0.746

Meconium-stained amniotic fluid 7 (10.9 %) 4 (6.3 %) 0.211

Admission to NICU 2 (3.1 %) 3 (4.8 %) 0.274

TABLE 5: Comparison of adverse fetal outcomes

Values are presented as n (%), * Two-sided difference test between two proportions,
NICU; Neonatal intensive care unit



Num ber of pa ti ents who did not re ach ac ti ve
la bor or not de li ver at 12 hr af ter first do se, was sig-
ni fi cantly lo wer in the oxy to cin gro up (n=7) when
com pa red to di nop ros to ne gro up (n=17). Whi le
eight of 17 pa ti ents in di nop ros to ne gro up re ac hed
ac ti ve la bor spon ta ne o usly du ring the first rest pe-
ri od, no ne of the 7 pa ti ents in the oxy to cin gro up
re ac hed ac ti ve la bor du ring this pe ri od (P<0.05).
Con se qu ently, num ber of pa ti ents re qu i ring se cond
do se of in duc ti on at 

24 hr was not sig ni fi cantly dif fe rent bet we en the
di nop ros to ne (n=9) and oxy to cin gro ups (n=7). The
most im por tant fin ding he re was that pa ti ents re ce i -
ving di nop ros to ne va gi nal in sert co uld re ach ac ti ve
la bor spon ta ne o usly af ter re mo val of the in sert. To
our know led ge, this was not re ve a led in the pre vi o -
us li te ra tu re. This might be du e to the ef fect of di no-
p ros to ne on cer vi cal enz ymes inc lu ding col la ge na ses
and ot her pro te a ses which ca u se ti me-de pen dent col-
la gen deg ra da ti on and in cre a se in hya lu ro nic acid
and the re fo re re sults in sof te ning of cer vix.14

Ove rall de li very ra te wit hin 24 hrs in oxy to cin
gro up was sig ni fi cantly hig her than that of di nop -
ros to ne gro up and the dif fe ren ce was pri ma rily re-
la ted to ce sa re an de li ve ri es in this ti me pe ri od (33.3
% and 15.6 %, res pec ti vely; P<0.05). The re fo re

oxy to cin se ems to be mo re fa vo rab le in de li ve ring
wit hin 24 hrs but most of de li ve ri es we re by ce sa -
re an sec ti on. This may be du e to the dif fe ren ces be-
t we en the two agents in cer vi cal pri ming/la bor
in duc ti on mec ha nism that pros tag lan dins ha ve ef-
fects in the myo met ri um and the cer vix, whe re as
the ac ti vity of oxy to cin is li mi ted to the ute ri ne
musc le.15 The re fo re oxy to cin ca u ses ute ri ne con-
trac ti ons ear li er but as the cer vix was not pre pa red
for la bor suf fi ci ently, most of the pa ti ents de li ve -
red vi a ce sa re an sec ti on wit hin 24 hrs.

Lack of cli ni ci an blin ding as to the rapy was the
ma jor li mi ta ti on of this pi lot study. It was not easy
to blind physi ci ans, who fol lo wed the pa ti ents on
la bor ward, as no pla ce bo of the agents was used
du ring the study.

It can be conc lu ded from our small pi lot study
that di nop ros to ne va gi nal in sert and low-do se oxy-
to cin in fu si on every 12 hrs for a ma xi mum of thre -
e do ses in post term pa ti ents with un fa vo rab le
cer vi ces we re si mi lar in ef fi cacy for cer vi cal pri m-
ing/la bor in duc ti on and sa fety for ma ter nal and fe -
tal out co mes. Mo re o ver ti me to de li very in
oxy to cin gro up was mo re li kely to be shor ter; ho -
we ver, ce sa re an de li very ra te in di nop ros to ne gro -
up was mo re li kely to be lo wer. 
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