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The explanation and elaboration of the standard for drug safety signal detection using
individual case safety reports in pharmacovigilance

LIANG Jizhou', CHEN Chenxin', BAI Wangyang?, GUO Xiaojing', XU Jinfang', HE Jia', YE
Xiaofei'” ('Department of Health Statistics, Faculty of Health Service, Naval Medical University,
Shanghai 200433, China; *School of Medicine, Tongji University, Shanghai 200092,China)

Abstract: Objective To analyze and interpret the READUS-PV standard for drug safety signal
detection based on individual safety reports in drug surveillance, so as to provide reference for better
research on drug safety signal detection based on individual safety reports in China. Methods
Organize, analyze, and interpret the reporting of a disproportionality analysis for drug safety signal
detection using individual case safety reports in pharmacovigilance (READUS-PV). Results
READUS-PV includes 14 items from 7 aspects, spreading in title, introduction, method, results,
discussion, declaration, abstract. Conclusion In actual drug safety signal detection research,
READUS-PV can be referenced to improve research quality.

Keywords: individual case safety reports; pharmacovigilance; signal detection; explanation;
elaboration
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