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Studies on National Reference of HIV-1 P24 Antigen
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Abstract: To develop national reference of HIV-1 P24 antigen and establish the corresponding standard,
specimens collected from normal population, HIV cultivated cell lysates and patients infected with HIV
or suspected infection, were detected for HIV antibody, HIV P24 antigen, HCV antibody and HBsAg.
21 specimens positive for HIV P24 antigen, from patients infected with HIV or suspected infection,
were detected for HIV RNA and, at the same time, HIV genotypes of these samples positive for HIV
RNA were analyzed. The national references of HIV P24 consisted of 20 negative samples, 10 positive
samples, 10 sensitivity samples and 2 precision samples, were developed. After analysed the p24
references with the P24-detecting reagents from different manufactures, the corresponding standards
were established. It also showed that 3 times freeze-thawing did not affect the stability of the references.
The national references of HIV-1 P24 antigen would provide important guides on quality control of HIV
P24-detecting reagents.
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Table 1 The genotyping results of p24 positive samples
2.2 HIV p24 = JenCypIn P=F <
0.0
a Derivation of references Genotype
HIV-1 P24 env V3 terences yp
P1 Sample 34# from PCR serum pool AE
HIV p2 Sample 106# from PCR serum pool
1 P3 Sample 116# from PCR serum pool
23 P4 Sample 119# from PCR serum pool B
231 . P5 500 fold-diluted Sample A ND*
h ’ P6 1000 fold-diluted Sample A ND*
44 HIV-1 P24 P7 1000 fold-diluted S p| L B
old-diluted Sample
10 P1L P10 20 )
P8 10000 fold-diluted Sample L B
N1 N20 10 :
L1 L10 5 HIV P24 cvV P9 50 fold-diluted Sample P AE
HIV P24 cvV P10 WHO Standard B
*ND: Not done
2
P2 0.5mL/ 2392
1.0mL HIV
p24 50 / 2 3
2 p24
Table2  The detecting results of p24 references by HIV p24 antigen assay
Assay 1 2 3 4 5 6
Negative Reference(20 samples) 20/20* 20/20 20/20 20/20 20/20 20/20
Positive Reference(10 samples) 10/10 10/10 10/10 10/10 10/10 10/10
Sensitivity Reference(U/mL) 1.25 0.625 0.625 1.25 0.625 0.625
Precision reference(CV: %) 6.6 12.3 8.6 5.70 7.10 2.50
R [** 0.9997 0.9906 0.9982 0.9984 0.9949
Note * numerator indicated the numbers of detected samples according with the standard, denominator indicated the numbers of detected references samples

** Assay 1was a kit for detecting P24 qualitatively

s0 R value analysis on assay 1 was not done.

3 HIV Ip24
Table3 The detecting results of p24 references by HIV antibody/p24 antigen assay
Assay 1 2 3 4 5 6 7 8 9 10 11 12 13 14
Negative Reference  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20  20/20 20/20
(20 samples)
Positive Reference  10/10  10/10  10/10  10/10  10/10  10/10  10/10  10/20  10/20  10/10  10/10  10/10  10/10  10/10
(10 samples)
Sensitivity 10 5 25 1.25 1.25 25 5 5 10 10 5 1.25 1.25 1.25
Reference (U/mL)
Precision eference  3.60 9.90 ND 7.10 ND 7.8 7.6 2.7 4.90 2.90 4.70 ND ND ND
(CV: %)
ND Not done
20 2.3.3 HIV P24
10 10
Ccv Cv <15 20
HIV P24 P24 HIV /P24
0.625 1.25U/mL R >0.95 HIV /p24 10U/mL  HIV P24
P24 1.25 10U/mL 2.5U/mL HIV
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