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[ Abstract] The establishment of standardized statistical analysis strategies is of
great significance to ensuring scientific value and promoting high-quality development
in pharmacoepidemiology research. Based on the Guide on Methodological Standards in
Pharmacoepidemiology (2nd edition), this article interprets the statistical analysis content within
it section of the Guidelines. The first part outlines the importance and specific content of statistical
analysis strategies in pharmacoepidemiology studies, introduces the variable definitions and sample
size estimation and elaborates on data preprocessing and statistical methods. It also briefly discusses
bias control and sensitivity analysis. The second part focuses on considerations for developing
statistical analysis strategies, with further clarification on subgroup analysis, interim analysis, and

the preparation of the statistical analysis reports.
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