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Performance evaluation of agglutination method on the Sekisui KL-6 kit from Japan
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Abstract: Objective To evaluate the analytical performance of serum salivary liquefied sugar chain anti-
gen6 (KL-6) detection kit of Japan Jishui Company on Roche MODULAR P800 automatic biochemical analy-
zer. Methods Referring to the requirements of domestic industry standards and international guidelines,inac-
curacy,accuracy, analytical detection range, clinically reportable range, detection limit, biological reference
range validation and anti-interference ability of serum KIL-6 test kit on Roche MODULAR P800 biochemical
analyzer were comprehensively evaluated. Results  Two levels of KL.-6 quality control products were 3. 15%
and 0. 98% in-day precision, 4. 99% and 1. 66% in-day precision, respectively, which were lower than the
standard declared by the manufacturer. The calibration verification results showed that the measurement re-
sults and deviations of calibrators with different concentrations were less than 2%. The linear range and the
clinically reportable range were 50—5 000 U/mL and 50—15 000 U/mL respectively. The validation quantita-
tive detection limit (LoQ) was 50. 0 U/mL. The bio-reference interval was declared in the specifications of
validation reagents for 74 adult serum samples of apparent health examination. Only 3 cases exceeded the bio-
reference interval,and the coincidence rate was 95. 9%. The validation was successful. The results of commer-
cial interference standard substance test showed that the results of free bilirubin 20 mg/dL,conjugated biliru-
bin 20 mg/dL,hemoglobin 500 mg/dL and chyle particles 2 000 FTU had slight influence on the test results.
Conclusion The analysis performance of serum KIL-6 test kit of Japan Jishui Company on Roche MODULAR
P800 automatic biochemical analyzer is consistent with the manufacturer’s statement and meets the clinical re-

quirements. The detection system can be applied to laboratory clinical specimens detection.
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