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Objective: 
The aim of this study is to document post marketing clinical application of 
synthetic osmotic dilator for cervical priming prior to abortion. The primary 
outcome was the number of dilators used and the duration of cervical 
priming in relation to gestational age. Secondary outcomes were the 
induction-to-abortion time for medical abortion, procedure time and need 
for additional cervical dilation in surgical abortions, and safety. 

Material and methods: 
This is an interim analysis of a 2-year prospective observational study 
involving 6 sites in 4 countries. Demographic and procedural details, and 
post-abortion complications for women undergoing medical or surgical 
abortion from 6-24 weeks of gestation where osmotic dilator was used 
were recorded on a standardised form and entered into an electronic 
data capture system for analysis.  

Results 1: 
Between 1 May 2015 and 16 May 2016, 268 women were enrolled. The 
average age of participants was 27 years, mean gestational age 15.9 
weeks. 29% were nulliparous, 52% had a previous vaginal delivery, 17% 
a previous Cesarean section, and 43% a previous abortion. Medical 
abortion was provided to 82 women and surgical abortion to 186 women. 

 
Conclusion: 
• The application of synthetic osmotic dilators is a safe and 

efficient method of cervical priming prior to surgical and 
medical abortions.  

• Their fast mode of action enables one-day procedures in 
surgical abortions as well as medical abortions.

       
    

• No serious adverse events, including infectious 
complications, were reported in association with the use of 
synthetic osmotic dilators.  

REFERENCES: 

Table 2: Subgroups by gestational age and abortion method 
  

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

Results 3: 
Mild complication or discomfort during cervical priming was reported in 
4% (N=10) of women while vaso-vagal symptoms (1%), bleeding during 
dilators insertion (1%), cramping/pain during cervical priming (1%) or 
other symptoms (1%) were reported. No infectious complications were 
observed in this analysis. Abortion-related complications differed 
significantly by method occurring in 15% in those having a medical 
abortion and 2% having surgical (p<0.001).  

Results 2: 
• The mean number of dilators used  was 2.6 (2.4-2.8) in medical 

abortions and 2.4 (2.3-2.6) in surgical abortions (p=0.335). Mean 
duration of cervical priming was 6.3 (4.9-7.7) hours and 5.8 (4.7-6.8) 
hours, respectively (p=0.549).  

• For medical abortions (n=82) the mean device placement-abortion 
interval was 10.1 (SD=8.1) hours at 6-13 weeks of gestation and 11.8 
(SD=12.9) hours at 13-24 weeks of gestation (p=0.579).  

• Additional cervical dilation was used in 18% of women at 6-13 weeks 
of gestation undergoing surgical abortion (n=186) and in 43% of 
women at 13-24 weeks of gestation (p=0.008). Mean procedure time 
was 14 min. and 10 min., respectively (p=0.015).  
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Results 1:
Between 1 May 2015 and 16 May 2016, 268 women were enrolled. The mean age of subjects was 27 
(18–44) years, mean gestational age was 16 (6–24) weeks. 29% were nulliparous, 52% had a previous 
vaginal delivery, 17% a previous Cesarean section, and 43% experienced a previous abortion. Medical 
abortion was provided to 82 women and surgical abortion to 186 women.

Results 3:
Mild complication or discomfort during cervical priming was reported in 4% of women 
(n=10): vaso-vagal reaction (1%), bleeding during dilator insertion (1%), cramping/pain 
during cervical priming (1%) or other symptoms (1%). No infectious complications were 
observed in this analysis. Abortion-related complications differed signifi cantly by method 
occurring in 15% in those having a medical abortion and 2% having a surgical abortion 
(p<0.001).

Results 2:
• The mean number of dilators used was 2.3 (1–4) in women at 6–13 
weeks and 2.9 (1–5) in women at 13–24 weeks undergoing medical 
abortions and 1.8 (1–4) and 3.1 (1–6), respectively undergoing surgical 
abortions (p=0.031).
• Mean duration of cervical priming was 6.3 hours (2–23) in women at 
6–13 weeks and 6.3 (2–18) in women at 13–24 weeks undergoing me-
dical abortions and 4.9 (2–22) and 6.5 (1–24), respectively undergoing 
surgical abortions (p=0.358).
• For medical abortions, the mean device placement-abortion interval 
was 10.1 hours (SD=8.1) at 6–13 weeks of gestation and 11.8 hours 
(SD=12.9) at 13–24 weeks of gestation (p=0.579).
• Additional cervical dilation was used in 18% of women at 6-13 weeks 
of gestation and in 43% of women at 13–24 weeks of gestation under-
going surgical abortion (p=0.008). Mean procedure time was 14 min. and 
10 min., respectively (p=0.015).

REFERENCES:
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Lohr PA, Gupta JK, Hanacek J, Roizin J, Taylor J, Bovo MJ  

Efficacy and Safety of Synthetic Osmotic Dilator prior to  
Medical or Surgical Abortion:  

International Observational E-Registry 

Objective: 
The aim of this study is to document post marketing clinical application of 
synthetic osmotic dilator for cervical priming prior to abortion. The primary 
outcome was the number of dilators used and the duration of cervical 
priming in relation to gestational age. Secondary outcomes were the 
induction-to-abortion time for medical abortion, procedure time and need 
for additional cervical dilation in surgical abortions, and safety. 

Material and methods: 
This is an interim analysis of a 2-year prospective observational study 
involving 6 sites in 4 countries. Demographic and procedural details, and 
post-abortion complications for women undergoing medical or surgical 
abortion from 6-24 weeks of gestation where osmotic dilator was used 
were recorded on a standardised form and entered into an electronic 
data capture system for analysis.  

Results 1: 
Between 1 May 2015 and 16 May 2016, 268 women were enrolled. The 
average age of participants was 27 years, mean gestational age 15.9 
weeks. 29% were nulliparous, 52% had a previous vaginal delivery, 17% 
a previous Cesarean section, and 43% a previous abortion. Medical 
abortion was provided to 82 women and surgical abortion to 186 women. 

 
Conclusion: 
• The application of synthetic osmotic dilators is a safe and 

efficient method of cervical priming prior to surgical and 
medical abortions.  

• Their fast mode of action enables one-day procedures in 
surgical abortions as well as medical abortions.

       
    

• No serious adverse events, including infectious 
complications, were reported in association with the use of 
synthetic osmotic dilators.  

REFERENCES: 

Table 2: Subgroups by gestational age and abortion method 
  

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

Results 3: 
Mild complication or discomfort during cervical priming was reported in 
4% (N=10) of women while vaso-vagal symptoms (1%), bleeding during 
dilators insertion (1%), cramping/pain during cervical priming (1%) or 
other symptoms (1%) were reported. No infectious complications were 
observed in this analysis. Abortion-related complications differed 
significantly by method occurring in 15% in those having a medical 
abortion and 2% having surgical (p<0.001).  

Results 2: 
• The mean number of dilators used  was 2.6 (2.4-2.8) in medical 

abortions and 2.4 (2.3-2.6) in surgical abortions (p=0.335). Mean 
duration of cervical priming was 6.3 (4.9-7.7) hours and 5.8 (4.7-6.8) 
hours, respectively (p=0.549).  

• For medical abortions (n=82) the mean device placement-abortion 
interval was 10.1 (SD=8.1) hours at 6-13 weeks of gestation and 11.8 
(SD=12.9) hours at 13-24 weeks of gestation (p=0.579).  

• Additional cervical dilation was used in 18% of women at 6-13 weeks 
of gestation undergoing surgical abortion (n=186) and in 43% of 
women at 13-24 weeks of gestation (p=0.008). Mean procedure time 
was 14 min. and 10 min., respectively (p=0.015).  
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Table 1: Study site overview 

 Total No of 
study sites 

Already 
initiated 

No of sites 
involved into 
the analysis 

No of Pts 
enroled 

UK 2 2 2 148 
Czech Republic 1 1 1 14 
USA 2 2 2 87 
Russia 1 1 1 19 
TOTAL 6 6 6 268 

Gestational age  No. of women  Abortion method No. of women 

6-13 weeks  56 Medical  23 

Surgical 33 

13-24 weeks  212  Medical  59 

Surgical 153
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Objective: 
The aim of this study is to document post marketing clinical application of 
synthetic osmotic dilator for cervical priming prior to abortion. The primary 
outcome was the number of dilators used and the duration of cervical 
priming in relation to gestational age. Secondary outcomes were the 
induction-to-abortion time for medical abortion, procedure time and need 
for additional cervical dilation in surgical abortions, and safety. 

Material and methods: 
This is an interim analysis of a 2-year prospective observational study 
involving 6 sites in 4 countries. Demographic and procedural details, and 
post-abortion complications for women undergoing medical or surgical 
abortion from 6-24 weeks of gestation where osmotic dilator was used 
were recorded on a standardised form and entered into an electronic 
data capture system for analysis.  

Results 1: 
Between 1 May 2015 and 16 May 2016, 268 women were enrolled. The 
average age of participants was 27 years, mean gestational age 15.9 
weeks. 29% were nulliparous, 52% had a previous vaginal delivery, 17% 
a previous Cesarean section, and 43% a previous abortion. Medical 
abortion was provided to 82 women and surgical abortion to 186 women. 

 
Conclusion: 
• The application of synthetic osmotic dilators is a safe and 

efficient method of cervical priming prior to surgical and 
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Mild complication or discomfort during cervical priming was reported in 
4% (N=10) of women while vaso-vagal symptoms (1%), bleeding during 
dilators insertion (1%), cramping/pain during cervical priming (1%) or 
other symptoms (1%) were reported. No infectious complications were 
observed in this analysis. Abortion-related complications differed 
significantly by method occurring in 15% in those having a medical 
abortion and 2% having surgical (p<0.001).  

Results 2: 
• The mean number of dilators used  was 2.6 (2.4-2.8) in medical 

abortions and 2.4 (2.3-2.6) in surgical abortions (p=0.335). Mean 
duration of cervical priming was 6.3 (4.9-7.7) hours and 5.8 (4.7-6.8) 
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• For medical abortions (n=82) the mean device placement-abortion 
interval was 10.1 (SD=8.1) hours at 6-13 weeks of gestation and 11.8 
(SD=12.9) hours at 13-24 weeks of gestation (p=0.579).  

• Additional cervical dilation was used in 18% of women at 6-13 weeks 
of gestation undergoing surgical abortion (n=186) and in 43% of 
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Country

Objective:
The aim of this study is to document post marketing use of synthetic osmotic dilators for cervical priming 
prior to abortion. The primary outcomes were the number of dilators used and duration of cervical priming 
by gestational age. Secondary outcomes were the interval between device placement and expulsion for 
 medical abortions, procedure time and need for ad-
 ditional dilation for surgical abortions, and safety.
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