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Performance verification for quantitative gold standard digital reading device QPAD
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Abstract ; Objective To evaluate the analytical performance of quantitative gold standard digital reading device QPAD on detec-
tion of HCG in urine. Methods 48 reaction boards were selected to read 10 times continuously on QPAD respectively to verify in-
strument precision. 14 specimens were tested 10 times respectively within a day and the standard deviation and coefficient of varia-
tion CV were calculated as within-run precision validation. Two samples were detected twice per day in the morning and evening for
10 consecutive days so as to calculate between-run precision. 190 specimens were parallelly detected with the reagent strip method
and reaction plate method and the coincidence rate was calculated. Each two samples of high,low, medium groups were collected and
measured twice with QPAD and CI8200 respectively and the relative bias was calculated. One sample with the content of 5810 mIU/
mL was diluted and measured to determine the instrument sensitivity, and the results was carried out regression analysis with
CI8200. The effects of turbid urine and blood urine specimen on test results were observed. Results Consecutive readings 10 times
of reaction board showed an average CV of 1.1%. The average CV of within-run precision was 6. 23 % with 8 specimens CV below
4.60% and the between— run precision was 14.29% and 15. 36 % respectively. The consistent rate of the reagent strip method and
reaction plate method reached to 98.95% and the relative bias for QPAD and CI8200 was —10. 65% —4. 34 %. The sensitivity of
detection HCG in urine was 21 mIU/mL determined by sample dilution test. The correlation coefficient of QPAD and CI8200 on de-
tection of HCG was R2=0. 9767. 2 cases of reaction plate variegated, urine samples were retested after centrifugation and filtration,
the results were negative with clear background. Conclusion The main analytical performance for quantitative gold standard digital
reading device QPAD can meet the technical requirements related to clinical laboratory detection of HCG in urine,so QPAD could

be used for clinical examination.
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