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[ Abstract] Pathogen nucleic acid amplification testing (NAAT) is a crucial tool for clinical
etiological diagnosis. Currently, the lack of complete standardization in NAAT reporting across
clinical laboratories affects the accurate interpretation of test results and the mutual recognition of
results among medical institutions. Thus, the Molecular Diagnostics Group of the Chinese Society of
Laboratory Medicine and the Guangdong Provincial Clinical Gene Detection Quality Control Center
have jointly organized a panel of experts to draft the guideline for reporting of pathogen NAAT for
the reference of clinical laboratories throughout the country. This recommendation focuses on the
standardization of NAAT reports and emphasizes the transparency of analytical performance
specifications, and promotes the use of standardized terms such as Detected/Not Detected, and
explicitly requires that quantitative results be reported in a stratified manner based on the method'’s
limit of detection and lower limit of quantification. Furthermore, it provides guidance on
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appropriate result interpretation and standardized descriptions of further test suggestions and the
inherent limitations of the test method. By standardizing the content mentioned above, this
recommendation aims to provide laboratories with a unified and practical guide for reporting, in

order to improve the quality of pathogen NAAT reports.
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