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Abstract

Background and Objective: Several days after infection with HIV and before serum
changes in the stage that there is RNA HIV in the blood, the antigen p24 of the HIV is meas-
urable in the blood. The studies done show that in the primary stages of the infection, antigen
p24 appears sooner than antibody; therefore, the evaluation of antigen p24 can be an appropri-
ate index for diagnosing the infection in the first stages of the disease.

Materials and Methods: 300 negative samples from blood donor were tested with the third-
generation kit for determining the antibody against HIV. 30 positive samples were collected
from the AIDS Research Center and the patients confirmed with Immunoblot and NAT meth-
ods. All the samples were investigated with the designed kit for antigen p24 in ELI1SA method.
From among the samples, the samples of serums the antibody test of which were positive, pre-
treatment with different solutionsincluding 1.5 molars of Buffer Glycin with pH 2, hydrochlo-
ric acid 0.5 N, Trition X-100 with a concentration of 0.1% , alkaline buffer No.1 and 2 for
removing the probable interventiona effect of antibody against antigen p24.

Result: From among 30 positive samples, 21samples of antigen tests were positive in the
kit designed by human monoclonal and 18 casesin the kit designed by mouse monoclonal anti-
body before pretreatment samples with Glycin (the diagnostic sensitivity is 70% and 60%
respectively). After pretreatment, 28 samples in the kit designed by human monoclonal anti-
body and 27 samples in the kit designed by mouse monoclonal were positive.( the diagnostic
sensitivity were 93% and 90% respectively). In the kit designed for detecting antigen p24, the
cut off was determined on the basis of optical density of the negative samples 0.15(equal to 2
pg/ml of antigen p24). The difference between the average of optical density of the positive
and negative samples in antigen test was significant statistically(p<0.005).(1.6 optical density
against 0.08). By using human monoclonal antibody,1 unit in per milliliter of WHO antigen,
and 2 picograms in per milliliter of recombinant antigen, the analytic sensitivity of measure-
ment was obtained. If the mouse monoclonal antibody is used, these values are 4 and 8 respec-
tively. According to results gained from the negative samples, the measurement specificity is
100%. In pretreatment the samples of serum positive and the samples of BBI panelsfor which
the antigen, antibody, and PCR tests were positive; the glycin buffer of 1.5 molar and pH 2
increased the diagnostic sensitivity(70% against 93%).

Conclusion: This test has high sensitivity and specificity in diagnosing HIV and is more
simple, fast, accurate, and economical in comparison with other diagnostic methods. This test
may be used for screening newborns from the mothers with positive HIV and the taking deci-
sion about the cases for whom the fourth-generation of ELISA Tests are positive but Western
Blot Test has not confirmed it.

Keywords: ELISA Test, antigen p24, Immunity Measurement, HIV
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