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NEW ENZYME IMMUNOASSAY "DS-EIA-HIV-AG-SCREEN' FOR EARLY DIAGNOSTICS OF HIV INFECTION 
Objective. The problem of early diagnostics of HIV infection still remains very important and can be solved by using highly sensitive tests for detection HIV-1 p24 antigen. Improvements in assay sensitivity have been achieved constantly since introduction of the first commercial test. The

mostly sensitive current EIA for the detection of HIV p24 have an analytical sensitivity equal 
3 pg/mL. Despite the high performance of screening assays, transfusion-associated HIV infection is still reported. The aim of this present study was to develop and evaluate EIA test for p24 detection

with analytical sensitivity equal 0.5 pg/mL. 
Methods. New EIA one-step diagnostic test based on biotin-streptavidin amplification. Sensitivity of new test was estimated by testing serial dilutions of the HIV 1 ANTIGEN STANDARD (Bio-Rad Laboratories, Hercules, CA, USA) and serum samples from HIV Antigen Sensitivity Panel No. 801 (Boston Biomedica Inc. (BBI), West Bridgewater, MA, USA). Seroconversion panels No. 62238

and 64578 (ZeptoMetrix Corp. (ZMC), Buffalo, NY, USA), No. 931, 939, 942, and 948 (BBI) have been additionally tested. To challenge the specificity of the new assay, serum samples of healthy blood donors (n =1,990), pregnant women (n = 400), patients with other infections (n = 256)

and patients with noninfectious diseases (n = 305) were investigated.

Results. Analytical sensitivity of the «DS-EIA-HIV-AG-SCREEN» assay was estimated equal 
0.5 pg/mL. All positive samples from commercial panels demonstrated much higher signal to cutoff ratios than with alternative tests. The results obtained during the study of sera samples from seroconversion panels No. 64578 (ZMC, USA), No. 931, 939, 942, and 948 (BBI, USA) showed that the test "DS-EIA-HIV-AG-SCREEN' able to detect p24 antigen either simultaneously or two days later (ZMC, USA, panel No. 62238) than HIV RNA by PCR, but on an average 3 days earlier

than lower sensitive tests. General specificity of the new test among different samples cohort was equal 99.95%. 
Conclusion. Development of EIA tests for detection an HIV p24 antigen in concentration lower than 35 pg/mL is not technically insuperable problem. The obtained results showed high diagnostic efficiency of the "DS-EIA-HIV-AG-SCREEN' test which can be used for blood donor screening and examination of patients from risk groups of with the aim of early diagnostics of HIV infection.

17-th European Congress of Clinical Microbiology and Infection Diseases.

- March 31-April 3. - 2007.- Munich
