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Abstract: Depression is one of the leading causes of disability worldwide. Traditional diagnosis relies on the symptom criteria outlined
in the Diagnostic and Statistical Manual of Mental Disorders (DSM-5), which has led to high misdiagnosis rates (approximately 30%—
40%) and delayed treatment (on average, 8—10 years). Biomarkers, as important indicators reflecting the physiological, pathological,
or environmental exposure status of organisms, have played an increasingly critical role in medical diagnosis, drug development, and
personalized medicine in recent years. This article systematically reviews the progress of biomarker research on depression both
domestically and internationally, and analyzes how regulatory policies in China, the United States, and Europe have promoted related
drug development. It aims to provide comprehensive references for researchers and policymakers in these fields, establishing a
biomarker evaluation system that aligns with the characteristics of the Chinese population.
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