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Abstract: Objective
Methods
in Managing Diabetes Mellitus in DIN EN ISO15197:2013. Capillary blood and venous blood were tested by BGM and the laborato-

To evaluate the precision and accuracy of blood glucose meter(BGM) for community home use testing.

According to the In Vitro Diagnostic Test Systems-Requirements for Blood Glucose Monitoring Systems for Self-Testing

ry biochemical analyzer respectively. The measurement results of each BGM were compared with the results of the biochemical ana-
lyzer for conducting the bias analysis. Results In evaluated 20 BGM, none of them met the requirements of 1ISO15197 ;2013 (when
blood glucose concentrations<C5. 5 mmol/L,the bias in 95% of detection results is within the range of #=0. 83 mmol/L;when blood
glucose concentrations =5, 5 mmol/L, the bias in 95% of detection results is within the range of #=15%. Only 11 imported BGM
(55%) met the state standard. Conclusion The bias of 20 BGM ranged —28. 7% — 3. 8% . with the average bias of —12.2%.

These detection results will bring the large risk of therapy in the diabetic patients. The regular and standardized evaluation of BGM

performance may ensure the quality of blood glucose self —monitoring.
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ACCU-CHEK ~ Active 97 100(18/18) 96(79/82) 85 96(25/26) 81(60/74)
ACCU-CHEK  Aviva 96 10018/18) 95(78/82) 91 100(26/26) 88(65/74)
ACCU-CHEK  Integra 97 100(18/18) 96(79/82) 88 96(25/26) 85(63/74)
ACCU-CHEK  Performa® 97 100(18/18) 96(79/82) 93 96(25/26) 92(68/74)
ACCU-CHEK  Performa* 96 100(18/18) 95(78/82) 87 96(25/26) 81(62/74)
BAYER 96 100(18/18) 95(78/82) 83 96(25/26) 78(58/74)
FreeStyle FREEDOM 98 100(18/18) 98(80/82) 90 96(25/26) 88(65/74)
GLUCOCARD G+METER 94 94(17/18) 94(77/82) 82 92(24/26) 78(58/74)
OMRON HEA-215 95 100(18/18) 94(77/82) 86 100(26/26) 81(60/74)
OMRON HEA-232 9% 94(17/18) 95(78/82) 84 92(24/26) 81(60/74)
ONETOUCH Ultra 97 100(18/18) 96(79/82) 90 96(25/26) 88(65/74)
ONETOUCH UltraEasy 96 100(18/18) 95(78/82) 86 96(25/26) 82(61/74)
ONETOUCH UltraSmart 90 100¢15/18) 91(75/82) 80 77(20/26) 81(60/74)
JiuAn AG-605 77 72(13/18) 78(64/82) 62 58(15/26) 64(47/74)
SanNuo 77 78(14/18) 77(63/82) 59 96(21/26) 51(38/74)
SanNuo 85 83(15/18) 85(70/82) 76 73(19/26) 77(57/74)
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0 220,83 mmol/L +20% 0 0. 83 mmol/L +15%
SanNuo 87 100(18/18) 81(69/82) 69 92(24/26) 61(45/74)
YiCheng 5D-2 82 89(16/18) 80(66/82) 70 73(19/26) 69(51/74)
YiCheng JPS-7 73 72(13/18) 73(60/82) 59 58(15/26) 59(44/74)
YuYue 69 72(13/18) 68(56/82) 5 62(16/26) 53(39/74)
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