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vaginal delivery was more common in DS versus FB (81.3% vs
76.1%), with an absolute difference with respect to the FB of 6%
(95%CI -2.1% to 13.9%) indicating noninferiority for the prespeciﬁed margin. The difference was not large enough to show superiority (Figure). Noninferiority was conﬁrmed in the per-protocol
population (N¼204 in FB, N¼188 in DS), supporting the robustness
of the results (Figure). Secondary outcomes were not different between groups, except for a longer time device remained in place in
DS compared with FB (Table). Maternal and neonatal adverse events
were not signiﬁcantly different between groups. A priori interaction
analyses showed no difference in the effect on vaginal delivery according to cervical dilation at randomization, parity, or BMI > 30
kg/m 2. Patients in DS were more satisﬁed than patients in FB as far
as sleep (P¼0.01), relaxing time (P¼0.001) and performance of
desired daily activities (P¼0.001).
CONCLUSION: Dilapan-S is non-inferior to Foley balloon for pre-induction cervical ripening at term. Advantages of Dilapan-S over
Foley include FDA approval, safe proﬁle, no protrusion from the
introitus, no need to keep under tension and better patient satisfaction.
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OBJECTIVE: Nulliparous obese women are at increased risk for labor
induction (IOL), unplanned cesarean delivery (CD) and adverse
obstetric outcomes. Obesity has been associated with lower local
prostaglandin sensitivity for cervical ripening. Our objective was to
determine whether the combination of a transcervical Foley balloon
and misoprostol (PGE1) is superior to PGE1 alone in decreasing the
rate of CD in this population.
STUDY DESIGN: Pragmatic, multicenter, randomized, comparativeeffectiveness trial (RCT, NCT02813551) of nulliparous obese
(BMI 30 kg/m2) women undergoing IOL from January 2016 to
June 2018 at three academic hospitals. Inclusion criteria were:
cephalic singleton gestation, intact membranes, gestational age
32 wks, and Bishop score (BS) <7. Major fetal anomalies,
stillbirth or contraindications to PGE1 were excluded. Women
were allocated to either 25 mcg of PGE1 plus a 26-Fr 60cc Foley
balloon vaginally or 25 mcg of vaginal PGE1 alone every 4 h or
until a BS >6 was achieved. Further labor management was at
discretion of treating physicians. Primary outcome was rate of CD.
Relevant secondary outcomes included: time from IOL to delivery,
rate of composite maternal and neonatal outcomes. Sample size
was determined based on a preliminary CD rate of 53%, with 80%
power and alpha error of 0.05. Analyses were based on intentionto-treat.
RESULTS: Of the 236 women randomized, 113 (48%) received
combined Foley balloon plus vaginal PGE1 and 123 (52%) received
PGE1 alone. Baseline characteristics were analogous. Most common
indications for IOL are depicted in Table 1. There was no difference
in rate of CD between groups (45% vs 43%, p¼0.75), and no differences in indications for CD (Table1). No differences were noted in
the duration from IOL to delivery (24.82  13.76 h vs 24.5  14.0 h,
p¼0.87). In addition, the rate of composite maternal and neonatal
adverse outcomes was similar (Table 2). There were no maternal or
neonatal deaths.
CONCLUSION: In this RCT of nulliparous obese women, the rate of CD
was similar irrespective of using vaginal PGE1 alone or in combination with a Foley balloon for IOL. Additional studies comparing
different induction strategies are warranted.
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degree perineal laceration and PPH were similar between IOL and
EM groups (laceration: 3.5% vs. 3.1%, p¼0.46; PPH: 4.9% vs. 4.7%,
p¼0.67). In multivariable regression, the only characteristics
signiﬁcantly associated with an increased risk of the perinatal
composite outcome were increasing BMI and EM (Table). A
decreased risk of 3rd/4th degree perineal laceration was observed with
increasing BMI and in black women, and an increased risk observed
in Asian women (vs. white women). An increased risk of PPH was
observed in Hispanic women (vs. white women). None of associations between patient characteristics and outcomes varied signiﬁcantly by treatment group.
CONCLUSION: Among women eligible for this analysis, only EM and
increasing BMI were signiﬁcantly associated with the perinatal
composite, while race/ethnicity was signiﬁcantly associated with
both 3rd/4th degree lacerations and PPH. Of patient characteristics
evaluated, none identiﬁed a sub-group of women more likely to have
adverse outcomes with IOL.
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OBJECTIVE: To evaluate the association between baseline patient
characteristics and adverse outcomes in low-risk nulliparous women
randomized to planned induction of labor (IOL) at 39 weeks or
expectant management (EM).
STUDY DESIGN: A secondary analysis of women randomized at 38
weeks to IOL at 39 weeks or EM, and delivered at 39 weeks.
Eligibility for this analysis is deﬁned in the table footnote. Outcomes
evaluated included a composite of perinatal death or severe neonatal
complications, 3rd/4th degree perineal lacerations, and postpartum
hemorrhage (PPH) (Table). Log binomial multivariable models were
used to estimate relative risk (RR) of outcomes associated with
maternal age, race/ethnicity, body mass index (BMI) and modiﬁed
Bishop score at randomization, marital and employment status,
insurance, smoking, drinking, prior pregnancy loss (<20 weeks),
assisted conception, and treatment group. Additional models evaluated interaction between signiﬁcant characteristics and treatment
group.
RESULTS: Of 6106 women enrolled in the trial 5,147 remained
eligible for inclusion in this analysis. The perinatal composite
outcome occurred in 108 (4.2%) women in the IOL group and 151
(5.9%) women in the EM group (p¼0.007). Frequencies of 3rd or 4th
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