BHE2EER 2018 45 A% 15 %% 108 Lab Med Clin, May 2018, Vol. 15, No. 10 « 1377

< ig E DOI:10.3969/j. issn. 1672-9455. 2018. 10. 001

B R M 21 3 5 AR 540 0 47 (LR M R VT

Farsel R LA FT A KRER
(1L & 5 W 5 it 5 R FT 700 7o da 250062:2. ) & P B 25 X 3 B B 5484, 558 250000)

H E:BHE sSasEphhafZakRkFanom N FEFRENn, A% ERE R RELREE., Fik
PRI IR 104 )4 Btk A A= 82 0108 fRom B &, R A Z AL B AR M ME AL 40 & & (HbALc) K F . 5 Bio-Rad 2 3]
D10 A A do 20 B & 2 A DL AT 35 W 547, 2 B AF AL B4l HbAlc 9 A X B, BT FESE 5 dn
EFH P AR ER HbALc RF 3 EE R EE 2 BB A FXR.EZH, £R AFENSIHTEL
m & HbAlc #b ) Beia) RAFZ EH DT 1.50% . & R E B AR 1. 298 % . P44 0. 906 % . & 4E 1. 014 %6, 3% s
T£BRBERMEAAEHSNAFRLEE, B2 AKME—0.01% P —0.03% . HIE—0.05% .39 & L HFh
EZBEN, #FZH FELABILREZFHYRLTFEL(P>0.05)  BIEWER £ FA % FFEL(P<0.01),
ZEAEMZ HbAle A ZHEE A 4. 7% ~6.3%.15 Bio-Rad D10 Wi, A A 2 E 69484 B (Y=1.004 9X —
0.041 1,P<C0.01), #xAFH LTk EN M ATF T HbAlc M LA L H 0, Hit AFHBLLLES
JRF M AU B AR AR AT A IE R B R B K, T R T ik i .

KER B ZEG; BMEAL; FiEF; MR

R EE S ES R44T XHERARERD A X EHES1672-9455(2018)10-1377-04

The performance evaluation of a HbAlc POCT analyzer”
LI Xinhua' ,ZHAO Ke' .\WEI Fang® ,MA Kaihui' ,ZHANG Xiandang'"

(1. Shandong Institute o f Endocrine &Metabolic Diseases s A f filiated Hospital o f Shandong
University of Traditional Chinese Medicine , Jinan,Shandong 250000,China ;2. Department o f
General Surgery ,A f filiated Hospital of Shandong University of Traditional
Chinese Medicine , J inan,Shandong 250000, China)

Abstract:Objective To provide experimental data for clinical application, the methodology was used to
preliminary evaluationof the Point of Care Testing(POCT)analyzer. Methods A total of 104 controls and 82
diabetics were selected for detecting test of the concentration of HbAlc. Bio-Rad D10 HbAlc analyzer was
compared with POCT analyzer through the accuracy,specificity,correlation experiments to confirm the normal
reference range of HbAlc. A preliminary evaluation of the HbAlc POCT analyzer was made on calibrators at
high,middle and low concentrations for a period of 5 days and the deviation of HbAlc total imprecision, the
slope carrying pollution nonlinearity and drift were calculated,and ¢ test was conducted at the same time. Re-
sults The intra and inter coefficient of variation were all less than 1. 5%. The total imprecisionwere all less
than the permissive 5% ranges of the American Diabetes Association,and the dates were low value 1.298%,
middle value 0. 906 % and high value 1. 014%. The low value, middle value and high value deviations within
the permissive ranges,the dates were — 0.01%,— 0.03%,— 0. 05% ,respectively. There were statistical sig-
nificance in the intercepts,while no statistical significance in their slopes,nonlinearities and drifts. The analy-
zer's normal reference range of HbAle was 4. 7% — 6.3%. The data were well correlated with the results de-
tected by Bio-Rad D10 (Y=1.004 9X—0. 041 1,P<C0. 01). The common interferences had no significant inter-
ference on the HbAlc quantitative detection. Conclusion The Analyzer was satisfied with the clinical applica-
tion and could be used for rapid detection of the level of HbAlc.
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