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ABSTRACT OBJECTIVE: To analyze and discuss the clinical trial methodology of tocolysis through analysis of the
series of studies on assessment of perinatal outcome after sustained tocolysis in early labor ( APOSTEL), so as to
provide references for further research on tocolysis drugs in China. METHODS; Factors such as study type, exclusion
criteria, outcome indicators, sample size and drug regimen in series of studies of APOSTEL were analyzed. Based on
main results and conclusions of APOSTEL, the methodological design of clinical research on tocolysis drugs was
analyzed and discussed. RESULTS: The series of studies of APOSTEL were designed as prospective and randomized
controlled trials, the design of test was different from the guidelines in China in the diagnosis of pregnancy cycle,
contraction intensity and cervical length. Patients were included with diagnosis of intermediate cervical length and
fibronectin test. Exclusion criteria were used to exclude clinical indications of urgent delivery, neonates with congenital
malformations and drug contraindications. In terms of the calculation of the expected number of participants, there was

an improvement in the absolute proportion of national research applications, while international research was calculated
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based on relative proportion. Drug regimen of the experimental group and control group was mostly similar to the

national guidelines, and the regimen design of drug delay therapy could be used as the reference. CONCLUSIONS

Referring to the series of studies of APOSTEL can further improve the relevant clinical design, and carry out design

and implementation of high-quality clinical trials on tocolysis drugs for premature delivery according to the national

conditions.
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Tab 1 Comparison of method characteristics of APOSTEL
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