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Abstract Objective: AU5831 automatic biochemical analyzer and two reagents were used to detect Krebs Von
den Lungen-6(KL-6), and to evaluate the clinical efficacy of the test kit and reference product. Methods: A total
of 300 research specimens were selected in our hospital, including 75 specimens from patients with interstitial lung
disease, 205 specimens from patients without interstitial lung disease symptoms, and 20 specimens from interfer-
ence cases. Latex immunoturbidimetry and latex agglutination were used to detect the clinical samples by parallel
blind method. Based on the experiment results, outlier test, regression analysis, Bland-Altman consistency analy-
sis, expected bias analysis at the level of medical decision and consistency analysis of qualitative results were se-
lected for the study. Results: KL.-6 was detected in 300 samples of test product and reference product respectively.
According to NCCLS EP9-A2 document, the outliers between methods were checked which was limited to 4 times
the mean value of absolute difference and relative difference, and no outlier was found. Deming regression equation
was develop as: Y=0. 907 9+0. 995 1X with pearson correlation coefficient: 0. 999 9. The 95% confidence inter-
val was 0. 999 9-0. 999 9. There were no scattered points outside the limits of agreement. The consistency test of
the test product and the reference product found that k=0. 965, and the consistency between the test product and
the reference product was considered to be good. Conclusion: The two kits for the detection of KL-6 by the
AU5831 automatic biochemical analyzer are comparable in clinical application and have good consistency, which
can be used for clinical detection.
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