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[ Abstract] Objective To investigate the comparability of detection results between Hitachi 7600-020 biochem-
ical analyzer (Hitachi 7600) and Roche ¢311 biochemical analyzer (Roche ¢311) through detecting serum glucose
Referring to NCCLS EP15-A and EP6-A documents, the experiment of

precision and linearity range were firstly run in Hitachi 7600, which was consistent with the manufacturer claim. Then

(Glw level and estimating bias. Methods

the further comparative analysis was estimated according to EP9-A2 document. According to the Glu level,all 40 ser-
um samples were classified into group [ (<2.80 mmol/L,n=4),group [ (2.80—6.11 mmol/L.,n=16),group Il
(6.12—8. 30 mmol/L,n=12),group [V (8.31—14. 00 mmol/L,n=4),group V (14.01—44.20 mmol/L,n=4).
The Glu concentration of these samples were detected by Hitachi 7600 (comparative system) and Roche ¢311 (test
system) , respectively. The relative deviation between the comparative system and test system was analyzed. Finally 1/
3 of CLIA88 total error as a goal, the comparability between two systems was judged. Results The estimation of the
linear range and the precision in Hitachi 7600 were in compliance with the manufacturer claim. The 95% confidence
intervals of the predicted bias(Bc)in the Glu concentration of three medical decision levels were 2. 68 —2. 70 mmol/L,
6.72—6. 80 mmol/L and 10. 59— 10. 63 mmol/L, respectively. All were accepted for the allowable concentration
range. Conclusion The comparability of the Glu detection between Hitachi 7600 and Roche ¢311 built the foundation
for the further comparative analysis.
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