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Abstract Objective: To evaluate the performance of the nucleic acid detection kit for three kinds of Candida
including Candida albicans, Candida tropicalis and Candida glabrata using real-time fluorescent polymerase
chain reaction(PCR), and assess whether it meets clinical needs. Methods: (D The clinical mixed samples with
high and low concentrations of Candida albicans (10°CFU/ml and 10°CFU/mL) were extracted and tested five
times per day in a single run for five days using the kit, and the repeatability and within-laboratory precision were
calculated following EP15-A3. @The standard strains of Candida Albicans, Candida tropicalis, Candida gla-
brata s Escherichia coli s Pseudomonas aeruginosa s Klebsiella pneumonia » Acinetobacter baumannii and Sta phy-
lococcus aureus were used to verify the specificity of the kit. @The 1X10°, 1X10*, 1X10%and 1X10*°CFU/mL
of Candida albicans standard strain were extracted and tested four times per day in a single run for five days using
the kit. The positive rate of each dilution was counted and the limit of detection(LoD) was evaluated. @ The 101
lower respiratory tract samples from the patients with respiratory diseases were collected, and detected by both re-
al-time fluorescent PCR and fungal culture. The coincidence rate of both assays was analyzed. Results: (D The re-
peatability and within-laboratory precision of the kit were 2.18% and 2.18% at 10°CFU/mL, and 1.32% and
1.36% at 10°CFU/mL, respectively. @ The standard strains of Candida albicans, Candida tropicalis and Can-
dida glabrata were tested positive using the kit, and the standard strains of the other five bacteria including Esch-
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erichia coli, Pseudomonas aeruginosa s Klebsiella pneumonia , Acinetobacter baumannii and Staphylococcus au-
reus were tested negative by the kit. @ The detection rates of Candida albicans standard strain with different con-
centration were 100. 00%(20/20) for 1X10°CFU/mL, 100.00% (20/20) for 1 X10'CFU/mL. 65.00% (13/20)
for 1 X10°CFU/mL and 25.00% (5/20) for 1 X 10CFU/mL using the kit, respectively. The limit of detection
(LoD) was 5.8X10°(95%CI 2.3X10°-4.3x%X10") CFU/mL. @We evaluated the concordance between real-time
fluorescent PCR and fungal culture in the 101 lower respiratory tract samples. The results were 80(79. 21%) pos-
itive and 21(20. 79 %) negative detected by real-time fluorescent PCR, and 59(58. 42 %) positive and 42(41. 58 %)
negative detected by fungal culture method, respectively. There was significant difference between the qualitative
results detected by both assays(P<C0.05). The moderate agreement was observed between both assays(Kappa=
0.538 8). The positive percent agreement and the negative percent agreement were 100. 00% (59/59) and 50. 00 %
(21/42) respectively. The overall agreement was 79. 21 % (80/101). Conclusion: The nucleic acid detection kit of

three kinds of Candida had good performance with high precision and good specificity, and exhibited moderate a-
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greement with fungal culture, and could basically meet the clinical needs.

Key words candida; real-time fluorescent polymerase chain reaction; precision; limit of detection; perform-

ance evaluation
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