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Objective: 
The aim of this data collection is to monitor post market clinical practice 
of the application of synthetic osmotic dilator for cervical ripening prior to 
induction of labor. The main focus was the rate of Caesarean sections. 
Additionally, we were aiming to confirm safety and tolerability of synthetic 
osmotic dilators in routine clinical practice as well as to provide clinical 
recommendations concerning number of dilators and duration of 
insertion.  

Material and methods: 
This is an interim analysis of a 2-year prospective observational 
international multicenter data collection involved 9 study sites in 6 
countries. Demographic and procedural details and post-delivery 
complications for women undergoing induction of labor when synthetic 
osmotic dilators were used were recorded on a standardised form and 
entered into an electronic data capture system for analysis. 

Results 1: 
Between the 1 May 2015 and 21 March 2016 298 women were enrolled. 
The average age was 29 years, the mean gestational age was 39,5 
weeks. 67.1% of women were nulliparous, 23.2% had a previous vaginal 
delivery and 9.7% had previous cesarean section. One to five synthetic 
osmotic dilators were used for cervical ripening per one round of dilators’  
insertion. In majority of women four (28.7%) or five (25.7%) osmotic 
dilators were used. In 41 women (13.8%) the sequential technique of 
insertion (2nd round of dilators after initial ripening) was provided. 

 
Conclusion: 
• The synthetic osmotic dilator has a capability to reach high 

vaginal delivery rate in observational design without any 
selection of patient population (additionally 67% of enrolled 
women were nulliparas and 10% had previous C. section). 

• If we left out of time consideration, sequential technique 
offers successful treatment of highly unripe cervixes. 

• No safety issues confirm the method is safe for mothers 
and newborns. 

• Potential prevention of C. section in high-risk groups of 
women and the use in out-patient regimen (home cervical 
ripening) represent significant cost- effectiveness benefits. 

REFERENCES: 1. Jozwiak, M. et al.: Mechanical methods for induction of labour (Review), The Cochrane Library, 2012 
2. Mozurkewich, L. et al.: Methods of induction of labour: a systematic review, BMC Pregnancy and Childbirth, 2011 
3. Yokoe DS, Christiansen CL, Johnson R, Sandu KE, et al. Epidemiology of and Surveillance for Postpartum Infectious. Emerg Infect Dis. Sep-Oct 2001;7(5):837-41. 

Graph 1: Proportion of women with No. of inserted dilators 

Fig. 1: Dilapan-S osmotic cervical 
dilator before and after anisotropic 
swelling 

Results 3: 
No uterine hyperstimulation and no fetal pathology was reported based 
on CTG during cervical ripening with osmotic cervical dilators. Only 
11.4% of women experienced uterine contractions while the dilators 
were inserted. Complication or discomfort during cervical ripening 
occured in 9.3% of women while premature rupture of membranes as 
the sign of started labor, bleeding during insertion or extraction of 
dilators, or their spontaneous explusion were reported. Maternal 
infectious complication was observed in 5 cases (1.7%). There was no 
association of maternal infection and the use of osmotic dilator reported. 
One neonatal infectious complication was reported while relation to the 
use of osmotic cervical dilator was not possible to evaluate as maternal 
Streptococcal B colonisation was not investigated before labor. 

Results 2: 
The mean cesarean section rate was 33.5% and varied from 22% to 
39.5% in relation to each study site. 9.7% of women delivered 
spontaneously without any further induction method after dilators’  
extraction. The mean gain in Bishop score was +3.5. Cesarean section 
rate in subgroup of women with previous C. section (N=29) was 48,3%. 

Graph 2: Cesarean section rates reached within countries 
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* In all cases, where ≥ 6 dilators were used, the sequential technique of insertion 
(2nd round of dilators after initial ripening) was provided.
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Results 1:
Between the 1 May 2015 and 21 March 2016 298 women were enrolled. The mean age 
of subjects was 29 (18–45), the mean gestational age was 39.5 (33.1–42.7) weeks. 
67.1% of women were nulliparous, 23.2% had a previous vaginal delivery and 9.7% had 
previous cesarean section. One to fi ve synthetic osmotic dilators were used for cervical 
ripening per one round of dilators’ insertion. In majority of women four (28.7%) or fi ve 
(25.7%) osmotic dilators were used. In 41 women (13.8%) the sequential technique of 
insertion (2nd round of dilators after initial ripening) was provided.

Results 3:
No uterine hyperstimulation and no fetal pathology was reported based on CTG during 
cervical ripening with osmotic cervical dilators. Only 11.4% of women experienced uterine 
contractions while the dilators were inserted. Complication or discomfort during cervical 
ripening occured in 9.3% of women while premature rupture of membranes as the sign of 
started labor, bleeding during insertion or extraction of dilators, or their spontaneous ex-
plusion were reported. Maternal infectious complication was observed in 5 cases (1.7%). 

Results 2:
The mean cesarean section rate was 33.5% and varied from 22% to 39.5% in relation to 
each study site. 9.7% of women delivered spontaneously without any further induction 
method after dilators’ extraction. The mean gain in Bishop score was +3.5 (3.2–3.7). Ce-
sarean section rate in subgroup of women with previous C. section (N=29) was 48.3%.

No association of maternal infection and the use of synthetic osmotic cervical dilator 
was reported in these cases. One neonatal infectious complication was reported while 
relation to the use of osmotic cervical dilator was not possible to evaluate as maternal 
Streptococcal B colonisation was not investigated before labor.

REFERENCES:
1. Jozwiak, M. et al.: Mechanical methods for induction of labour (Review), The Cochrane
 Library, 2012
2. Mozurkewich, L. et al.: Methods of induction of labour: a systematic review, BMC
 Pregnancy and Childbirth, 2011
3. Yokoe DS, Christiansen CL, Johnson R, Sandu KE, et al. Epidemiology of and Sur-
 veillance for Postpartum Infectious. Emerg Infect Dis. Sep-Oct 2001; 7 (5): 837-41.

Effi cacy and Safety of the Synthetic Osmotic Dilator Prior to Induction of Labor: International Observational E-RegistryEffi cacy and Safety of the Synthetic Osmotic Dilator Prior to Induction of Labor: International Observational E-Registry
Gupta JK, Maier J, Mehta P, O’Hara Ch, Hruban L, Zahumensky J

Birmingham Women’s Hospital, Birmingham, UK / Klinikum im Friedrichshain, Berlin, Germany / Sri Ramachandra Medical Center, Chennai, India / Birmingham Women’s Hospital, Birmingham, UK / Masaryk University Hospital, Brno, Czech Republic / University Hospital of Trnava, Trnava, Slovakia


