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[Abstract] Objective To verify the analytical performance of precision,accuracy and linearity range in three
kinds of portable blood glucose meter. Methods The within-run precision and between-run precision in 3 kinds of
portable blood glucose meter were verified by referring to the scheme recommended by CLSI EP15-A2 and with the
matched quality control solution as the experimental sample; the accuracy was verified through the methodological
comparison and referring to the comparison scheme 1 of blood glucose meter: the venous blood sample comparison
test in the Portable Blood Glucose Meter Management and Clinical Operation Standard of Medical Institutions (Tri-
al) ;the linearity range was verified by different glucose concentrations of sample with the same concentration interval
refering to the scheme recommended by CLSI EP6-A2. Results The within-run precision CV% for low value and
high value for the Roche blood glucose meter were 2. 31% and 1. 92% respectively, which for the Abbott blood glu-
cose meter were 2. 96% and 2. 69% respectively, and which for the Terumo blood glucose meter are 2. 60% and
2.40% respectively. The between-run SD of low value quality control solution in three kinds of portable blood glu-
cose meter were 0, 08,0, 09 and 0. 09 respectively. The between-run CV% of the high value were 2. 10% ,2. 90% and
2.90% respectively. The results of comparison tests showed that when the blood glucose concentration <C4. 2
mmol/L,the mean absolute values of sample biases were 0. 14 % ,0. 18% and 0. 26 % , while when the blood glucose
concentration==4. 2 mmol/L, which were 3. 85%,4. 16% and 6. 85% respectively. The precision and accuracy in
these 3 kinds of portable blood glucose meter all conformed to the requirements of the Portable Blood Glucose Meter
Management and Clinical Operation Standard of Medical Institutions (Trial) and also conformed to the acceptable
ranges of the external quality assessment standards issued by the Clinical Laboratory Center of Ministry of Health.
The linearity ranges of three kinds of instruments were 0. 6 —33. 3,1. 0—33.3,1. 1 —27. 7 mmol/L respectively,
which reached the declaration scope by the manufacturers. Conclusion The precision,accuracy and linearity ranges of
three kinds of portable blood glucose meter are accorded with the declaration scope by the manufacturers and the per-
formance meets the requirements of the health industrial management institutions and clinical application.
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