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Clinical research on independently developed biochemistry diagnostic reagent of serum phosphorus SHE Wen-jie,
WANG Hui-zuan,JIA Xiong-fei , TENG Yi .WANG Ke ,CHEN Zhong-ming Bl Zai-hua. (Department of Labo-
ratory s Kunming General Hospital of PLA ,Kunming.Yunnan 650032 ,China)

[Abstract] Objective To evaluate the performance of independently developed biochemistry diagnosis reagent
of serum phosphorus(P)and to assess the comparability and bias of the results from the independently developed rea-
gent and the imported high quality P diagnostic reagent. Then figure out if the reagent meets the clinical application
requirements. Methods The performance evaluation of the independently developed biochemistry diagnostic reagent
of P was tested by phosphorus reagent kit,including blank absorbance, repeatability and linearity tests. The compari-
son and bias evaluation of the two reagents was in accordance with EP9-A,and the experiment was designed proper-
ly. We took imported biochemistry diagnostic reagent of German Olympus as the control group(X) ,and the biochem-
istry diagnosis reagent from domestic Zhongsheng as the experimental one(Y). We tested the serum P content by
Japanese Olympus AU5421 automatic biochemistry analyzer. 100 specimens containing high, middle and low P con-
tents from clinical patients were selected and 10 specimens were taken per day,each specimen was delected by positive
sequence and reverse sequence. The results were recorded and statistical analysis was performed. Results Blank ab-
sorbance, repeatability and linearity of the independently developed biochemistry diagnostic reagent of serum P was in
line with the standards. According to the statistic software, the test results of P using X set reagent and Y set rea-
gent respectively showed that:repetitive inspection within methods showed DX’;<{4 DX .DY’;<<4 DY. Outlier test
result was Eij<<AE,Eij’<{4 E . Linear regression r=0. 997 3. Systematic errors estimate value and confidence inter-
val | Baye ,B(«,‘,M | <<permissible error,as a result systematic errors was in line with international standard require-
ments. Conclusion The results of the independently developed biochemistry diagnostic reagent of P and the imported
high quality P diagnostic reagent have high degree of correlation. The independently developed biochemistry diagnos-
tic reagent of P presents high quality.and its safety,effectiveness meet the clinical practice requirement.
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