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ABSTRACT OBJECTIVE; To probe into the clinical trial registration and methodological design characteristics of
anticoagulants during pregnancy based on ClinicalTrials database. METHODS. Based on keywords related to
anticoagulants and pregnancy, the ClinicalTrials clinical trial registration platform was retrieved, the title and
intervention measures were selected, and relevant information was extracted according to the registration content.

Registration characteristics such as number of registrations, study phase, country/region, and study type were
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analyzed, methodological design characteristics such as drug types involved, pregnancy-related diseases, observational
outcomes, blind method, and sample size were evaluated. RESULTS; Through two-person search and screening, 109
studies related to anticoagulants in pregnancy were finally included, and a total of 19 relevant studies were involved in
China. The main purposes of the study design were intervention study and parallel control study for prevention and
treatment use of anticoagulants. Fifty studies were blinded, with more studies blinded to the investigator and the
patient. Aspirin and low molecular weight heparin were evaluated in 70 and 50 studies respectively, pregnancy
hypertension and eclampsia, recurrent pregnancy loss and thrombotic disease were the top three conditions. In the
completed clinical studies, the average sample size and duration were 780 cases and 3.9 years, respectively. Pilot study
and interim analysis were highlighted in the studies terminated, withdrawn and suspended. CONCLUSIONS: Through the
analysis of clinical study characteristics and methodology design of ClinicalTrials platform, it can effectively provide
reference for the design and management of clinical trials of anticoagulants during pregnancy in China.

KEYWORDS  Anticoagulants; Pregnancy; ClinicalTrials; Clinical trial registration; Methodology design and

management
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