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Performance Verification of Five Domestic Glycocholic Acid
Reagents by Homogeneous Enzyme Immunoassay

ZHANG Shu-qing,ZHANG Luo-jun (Department of Clinical Laboratory,
the Second People’ s Hospital of Nantong,Jiangsu Nantong 226002, China)

Abstract: Objective To validate the analytical performance of five domestic glycocholic acid reagents by homogeneous en-
zyme immunoassay and evaluate their clinical application. Methods The performance of five glycocholic acid reagents (la-
beled as A,B.C.D and E) from Suzhou EVERMED Co. , Anhui B Co. ,Zhejiang C Co. ,Chongging D Co. and Guizhou E Co.
on HITACHI 7600 automatic biochemistry analyzer were assessed. According to the Clinical and Laboratory Standards Insti-
tute (CLSD EP15-A,EP6-A and EP9-A2.the precision and linearity range were assessed. Compared five glycocholic acid re-
agents and determine the consistency of glycocholic acid abnormalities. Results The within-run coefficient of variation (CV)
of five reagents (A~E) were 1. 10% ~5.23%,2. 14% ~5. 73%.2. 92% ~8. 74 % ,2. 33% ~8.23% and 1. 54% ~3.70%
respectively. The total CV of reagents in A~FE were 4.94% ~7.02%,4.95% ~6.90%,7.21% ~18.75% . 4. 86 % ~
11.32% and 3. 28% ~5. 90% respectively. The precision of reagent C was higher than the stated. Slope b of fitting equation
were 1. 038,0. 964, 0. 908, 0. 984 and 1. 040, respectively, and the linear range verification of reagent C failed. In method
comparison tests,the reagent B~E compared showed good linearities with reagent A, coefficient of correlation (/*) were
0.924~0. 990,and the average absolute bias were 6. 67 % ,36. 3% .9. 80% and 16. 45% .respectively. Results of reagent C,E
were not effective with reagent A. Agreement rates of the high glycocholic acid in reagent B~E and reagent A were 90%
(Kappa=0. 80, P=0.000),82.5% (Kappa=20.65, P=0.000),82.5% (Kappa=0.65, P=0.000) and 90% (Kappa=
0. 75, P=0. 000) ,respectively. Reagent B, E had good consistency with reagent A. Conclusion The validation of different
glycocholic acid reagents was different and the reference range should be further validated. So the laboratory should select
suitable glycocholic acid reagent.
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