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HIV 1+2 Test is a rapid chromatographic immunoassay for the 
qualitative detection of antibody to Human Immunodeficiency Virus 
(HIV) type-1 and/or type-2 in whole blood or serum/pla ma. It is 
intended for use in medical institution as an aid for the diagnosis and 
management of patients related to infection with HIV and for screen-
ing of blood donors, or blood products as well.

HIV 1+2 Test is a rapid test to qualitatively detect antibodies to HIV-1 
and/or HIV- 2 in whole blood or serum/plasma specimen. The test 
utilizes a combination of recombinant HIV proteins- coated gold 
conjugate and recombinant HIV proteins to selectively detect 
antibody to the HIV-1 and HIV-2 in whole blood, serum or plasma. 
The genes for envelope proteins (gp36/41) encode the recombinant 
HIV proteins that are used in the test kits.
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1. Diagnostic Sensitivity
A multi-center prospective study was conducted to evaluate the 
diagnostic sensitivity of HIV 1+2 Test in whole blood/serum/plasma 
specimens. A total of 520 positive samples from patients clinically 
diagnosed as HIV infected were tested with the HIV 1+2 Test and the 
comparedwith that of a CE marked HIV 1/2 test. Of the 520 HIV 
positive samples, 518 were tested positive and 2 were tested 
negative by the HIV 1+2 Test. The two samples that were tested 
negative were further confirmed positive by CLIA. The diagnostic 
sensitivity of HIV 1+2 Test was 99.61% (51 8/520).

2. Diagnostic Specificity
A multi-center prospective study was conducted to evaluate the 
diagnostic specificity of the HIV 1+2 Test. A total of 1710 negative 
samples were collected from different populations including blood 
donors, inpatients, pregnant women, and patients with potentially 
interfering diseases. These samples were tested with the HIV 1+2 
Test and the results were compared with that of a CE marked HIV 
1/2. Of the 1710 negative samples, 5 were tested positive by HIV 1+2 
Test. The diagnostic specificity of HIV 1+2 Test was 99.71 % 
(1705/1710), and the false positive rate was 0.29% (5/1710).

3. Analytic Sensitivity
Reactivity with Anti-HIV 1/2 Performance Panel and Worldwide 
Panel 
A  Anti-HIV 1/2 performance panel consisting of 15 members and a 
Worldwide panel consisting of 20 members derived from multiple 
geographics representing ten HIV-1 Group M subtypes (A， B，C, 
CRF01_ AE，CRFO2_ AG, D,F, G, H, and J) and two HIV-2, were 
tested with the HIV 1+2 Test and CE marked HIV 1/2 tests. Study 
results demonstrated that HIV 1+2 Test was capable of detecting HIV 
1+2 and its sensitivity was similar to that of the CE licensed HIV 1/2 
tests.
4. Analytic Specificity
In order to evaluate the specificity of the HIV 1+2 Test, 115 normal 
negative specimens and 85 negative specimens containing the 
following seromarkers were tested: hepatitis C virus (HCV)，hepatitis 
B virus (HBsAg, anti-HBc lgG/IgM, and HBsAb), hepatitis A virus IgM 
(anti-HAV), herpes simplex virus lgG (HSV), cytomegalovirus (CMV) 
lgG/lgM, Epstein-Barr Virus (EBV) IgG/lgM, human T-Lymphotrophic 
virus (HTLV)，rubella lgM (RV)， anti-E. Coli, Helicobacter pylori (HP) 

lgG/lgM, syphilis reagin (RPR/TPPA), mycoplasma lIgM， C-reactive 
protein (CRP)， antistreptolysin O titre (ASOT), rheumatoid factor 
(RF). Two tests from each of the two lots of HIV 1 +2 Test were 
carried out for each of the panel samples. Results demonstrated that 
HIV 1 +2 Test  has no significant cross-reactivity with the seromarkers 
listed above.
5. Interference
The following substances and conditions were found not to interfere 
with the test. List of potentially interfering compounds (chemical 
analytes and biological analytes) and concentrations tested are as 
follows:

6. Reproducibility
Three lots of the HIV 1+2 Test were tested with both positive and 
negative samples to evaluate its precision. The resultant data indica 
ed that all three lots of the test were able to produce accurate and 
consistent results.
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