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Abstract

Clinical biochemical testing serves as a crucial basis for modern medical diagnosis, treatment moni-
toring, and prognosis assessment. The entire testing process can be divided into three stages: pre-
analytical, analytical, and post-analytical. Numerous studies have shown that over 60% to 70% of test-
ing errors occur in the pre-analytical stage, which has become the most significant factor affecting the
quality of testing. Therefore, establishing a scientific, systematic, and quantifiable set of key quality
indicators (KQIs) for the pre-analytical stage and continuously monitoring and evaluating their appli-
cation effects are of vital importance for comprehensively enhancing the quality of clinical testing and
ensuring patient safety. This article aims to systematically review the establishment principles of KQIs
in the pre-analytical stage of clinical biochemical testing, the common indicators both domestically
and internationally, the implementation and application strategies, as well as their evaluation sys-
tems, and to look forward to future development trends, providing theoretical references and practi-
cal guidance for laboratory quality management.
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