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[Abstract] Objective To evaluate analytical performance of serum 1,5-anhydroglucitol (1,5-AG) by pyranose
oxidase. Methods

range (CRR) and biological reference interval of serum 1,5-AG were evaluated according to EP document issued by

Precision, accuracy, anti-interference ability, analytical measure range (AMR), clinical reportable

Clinical and Laboratory Standards Institute (CLSI) and related reference. Results
cision of low-level and high-level serum 1,5-AG were 1.58%, 0.76% and 3.37%, 1.22%, which were less than standard of

manufacturer. The accuracy validation showed that the bias was 1.42% and 1.27%, which was less than the quality objec-

The within-run and between-run pre-

tives for affiliated calibrators (10%). Anti-interference evaluation showed no significant interference at TG<500 mg/dL,
Bil<50 mg/dL, Hb<20 mg/dL, and VitC<50 mg/dL. AMR validation showed that the best fit equation was linear equa-
tion polynomial. There was linear relationship when the concentration of serum 1,5-AG was 0.16 pg/mL to 49.82 pg/mL.
CRR level was 0.35 pg/mL to 1 594.24 pg/mL, and the maximum dilution of CRR was 32 times. Biological reference in-
terval validation showed that the overall level of serum 1,5-AG in this study reference individuals conformed to the stan-
dard of manufacturer for the population. Conclusion The analytical performance of serum 1,5-AG by pyranose oxi-
dase basically met the needs of laboratory, which can provide reliable result. Biological reference that manufacturers
have proclaimed is suitable for the laboratory. The establishment of the maximum dilution and CRR can provide better
quality assurance.
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