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OBJECTIVE: To determine whether, compared to standard-dose
oxytocin (SDO), high-dose oxytocin (HDO) for labor augmentation
reduces the risk of cesarean in nulliparas.
STUDY DESIGN: This double-blind, single center randomized trial
(NCT02487797) included nulliparas with singleton gestations36
weeks in spontaneous labor who required oxytocin for augmentation. Those being induced or non-English speaking were excluded.
Women were randomized 1:1 to SDO (initial and incremental rate of
2 mU/min) or HDO (initial and incremental rate of 6 mU/min)
dosing. Oxytocin solutions were prepared by pharmacists using
different concentrations but infused at the same initial and incremental volume rates (2 mL/h) so investigators, patients, and clinicians could remain masked to allocation. The primary outcome was
cesarean delivery. Secondary maternal outcomes were labor duration, chorioamnionitis, endometritis, and postpartum hemorrhage.
Secondary perinatal outcomes were perinatal death, Apgar score <3
at 5 minutes, umbilical artery acidemia, NICU admission, and a
severe composite adverse outcome. Analysis was by intention to treat
with p<0.05 considered signiﬁcant. We planned to enroll 501
women per group to achieve 80% power to demonstrate a 6.6%
absolute difference in cesarean, assuming a baseline incidence of
20% in the SDO group.
RESULTS: 1003 women were randomized from 9/28/15 to 9/1/20. The
incidence of cesarean was not signiﬁcantly different between the
groups. However, there was a signiﬁcantly lower median labor
duration, and a signiﬁcant reduction in the incidence of chorioamnionitis in the HDO group compared with SDO (Table). There
were no signiﬁcant differences in other outcomes, speciﬁcally no
increased risk of adverse neonatal outcomes (e.g., cesarean for nonreassuring fetal status, umbilical artery acidemia, severe perinatal
composite) with HDO.
CONCLUSION: The use of HDO for labor management did not result
in a change in the incidence of cesarean. However, HDO was associated with a signiﬁcant reduction in chorioamnionitis and duration
of labor augmentation, without increases in neonatal complications.
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OBJECTIVE: In low-income countries (LICs), maternal peripartum

infections are a major cause of maternal mortality and mostly occur
after vaginal birth. We compared the effectiveness of single dose
azithromycin (AZI)  amoxicillin (AMOX) vs placebo to prevent
peripartum infection in laboring women.
STUDY DESIGN: Multicenter 3-arm double-blind RCT (NCT3248297)
of women with viable term non-anomalous gestations with prolonged labor >18 hrs or ROM >8 hrs in Cameroon, Africa (20182020). Women with chorioamnionitis, study drug contraindications,
or planned cesareans were excluded from enrollment. Women were
randomized to: Arm 1) AZI 1g PO/Placebo, Arm 2) AZI 1g PO/
AMOX 2g PO or Arm 3) Placebo/Placebo. All groups received “usual
care” including antibiotics (abx) given at provider discretion. The
primary outcome was composite maternal peripartum infection/
death up to 6 wks postpartum. Two comparisons (Arm 1 vs 3; Arm 2
vs 3) were planned. We estimated 250 women/group (750 total)
would provide 80% power at two-sided a¼0.05 (0.025 per comparison) to detect a 50% effect size with 20% baseline composite
infection rate.
RESULTS: Of 6531 women screened, 756 were randomized (Figure).
Baseline characteristics (BMI, duration of ROM, labor, etc) were
balanced except women were younger in the placebo arm (p¼0.04).
Over 60% of women in each arm received “usual care” abx: >90%
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