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nucleic acid detection kit
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ABSTRACT: Objective To develop national reference materials for Enterococcus faecalis nucleic acid detection
kit. Methods Nine strains of Enterococcus faecalis and 8 candidate strains of non-Enterococcus faecalis reference
samples were cultured under their respective suitable culture conditions. Fresh cultures were collected for counting,
inactivation, dilution and packing, and the reference samples were evaluated for homogeneity and stability. Three
laboratories were organized to calibrate the developed reference. Results The coefficient of variation (CV) of cycle
threshold (Ct) of positive reference, minimum detection limit reference and repeatable reference were all less than
5.0%, and the distribution uniformity was good. The stability of the reference components was good (P<0.05); the

cooperative calibration results showed that the coincidence rate of positive reference and negative reference were
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100%, the Ct value of repeatable reference was less than 5.0%, and the minimum limit of detection reference was

1x10°/mL. An Enterococcus faecalis reference product was prepared, which consisted of 9 positive candidate

reference products, 8 negative candidate reference products, repeatable reference products and minimum detection

limit reference products. Conclusion The developed reference material can be used for the quality evaluation of

nucleic acid detection reagent for Enterococcus faecalis.

KEY WORDS: Enterococcus faecalis; nucleic acid; national reference materials; uniformity; stability; collaborative
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Table 1 List of medium for 8 strains of non-E. faecallis
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Table 2 Uniformity of the candidate reference
ez 51 H P1 P2 P3 P4 P5 P6 P7 P8 P9 RN TR
27.35 24.24 28.41 24.73 26.62 32.24 28.66 28.74 28.22 25.28 26.54
27.27 24.08 28.04 27.18 2597 32.20 27.24 28.87 28.55 26.02 26.56
26.95 23.78 28.25 25.93 24.25 31.45 25.32 28.16 27.85 26.58 27.33
27.13 24.51 27.11 2691 26.08 31.47 25.68 29.03 27.81 25.43 27.09
Ct it 27.68 24.50 28.44 26.05 26.06 32.29 26.62 29.38 27.06 25.69 27.02
27.44 24.37 28.04 26.13 26.04 31.79 27.10 28.43 28.13 25.79 27.80
28.02 24.27 28.37 26.22 2591 32.34 26.55 28.57 28.04 26.36 27.35
26.70 24.56 29.01 26.52 27.03 32.02 26.08 29.11 27.65 25.80 26.93
28.25 24.42 28.73 27.13 25.21 31.70 26.89 28.32 28.31 26.18 27.27
26.18 24.43 28.25 28.16 27.29 32.11 28.42 28.42 28.26 26.51 26.87
¥ifE 27.30 24.32 28.27 26.50 26.05 31.96 26.86 28.70 27.99 25.96 27.08
SD 0.61 0.24 0.50 0.92 0.87 0.34 1.08 0.39 0.42 0.44 0.39
CV/% 2.2 1.0 1.8 3.5 33 1.1 4.0 1.4 1.5 1.7 1.4
®3 ZKiESERVARMEEERMERELLER
Table 3 Stability results of freeze-thaw test and accelerated test for candidate reference
CtfH
& VRl 2~8°C 25 °C 37°C
20 °C —20°C
3, 5 3d 7d 3d 7d 3d 7d
P1 26.41 29.42 26.54 26.41 29.35 27.85 31.08 273 28.99 27.60
P2 23.43 25.61 24.47 23.43 26.19 2431 26.66 23.87 25.98 24.17
P3 26.14 31.36 30.24 26.14 29.70 27.50 29.30 25.1 28.76 25.82
P4 28.14 33.89 29.24 28.14 28.36 30.37 33.09 30.00 33.03 29.57
P5 29.09 33.81 31.50 29.09 29.94 31.60 31.17 32.01 31.37 31.01
P6 33.45 35.30 33.73 33.45 34.10 33.08 33.06 34.02 34.22 33.69
P7 29.63 31.62 32.00 29.63 32.60 31.93 32.27 32.83 34.53 33.21
P8 30.23 29.39 30.15 30.23 29.79 29.93 29.09 30.12 30.41 29.82
P9 26.59 27.60 29.15 26.59 28.78 28.52 28.01 28.34 28.15 28.06
R 27.74 27.66 27.34 27.74 27.57 27.42 26.73 28.15 27.46 26.89
S1 28.60 32.10 30.41 30.55 30.28 30.48 30.43 30.47 30.12 31.25
S2 32.32 34.69 33.70 33.39 32.96 3243 34.07 34.24 33.05 34.89
TR AEEVESH N ST, S2 43 B B ARK: H BR S5 T LM R AL BUR W 1.0x10*4~/mL . 1.0x10° 4~/mL AYRE R
F4 RESERMEFESER
Table 4 Collaborative calibration results of candidate reference
TR PE(CV/%)
Hs P1~P9 NI~N8 S1 S2 S3
R1 R2 R3
1 +/+(9/9) -/- (8/8) 0.39 0.68 1.22 + + -
2 +/+(9/9) -/- (8/8) 0.96 0.92 1.73 + + -
3 +/+(9/9) -/- (8/8) 0.43 0.54 0.86 + + +

TE: H R R R AR o R1, R2, R3 Fll ST, S2, S3 23 s B 4 225 it Rl AIRAS: 1 BR 2225 1 10 15, 100 4, 1000 R B i o
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