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The RED DOT HIV-1&2 (Cal-Test Diagnostics; distributed by Catalina) bhas been
cvaluated by WHO in the fourth quarter of 1994, From this evaluation we made the
following conclusions:

The RED DOT HIV-1&2 is a dot immunoassay test for the detection of
antibucdies to HIV 1 and 2. A volume of 25 pl of secrum or plasma is required 1o
perform the test, The test is very casy to perform and does not reguire sophisticaled
equipment.  Reading of the results can be done visually. This lype of assay can be
performed in laboratories with limited facilities,

In this limited evaluation on a panel of 600 samples rom dilferent origin
(African, Asian, Eurapean, Latin American), including 1HIV-1 and HIV-2 positive
specimens we found a sensitivity (95% CL) of 100% (99.89% - 100.0%) and a final
specificity (95% CL) of 94.88% (92.51% - 97.25%). In this stdy, 1E% of the resulis
were recorded as indelenminate.

Results were interpreted independently by three technicians, the inter-reader
variability was 9.5%.

In addition, 8 commercially available scroconversion panels (BBI) were
screened with the RED DOT HIV-1&2, The RED DOT HIV-1&7 became positive, on
average, 0.6 days later than the reference test (Abbott HIV-1/HIV-2 3 gen ELA),

The detailed data of this evaluation will be published in the WHO report 10 of

the Operational characleristic of commercially available assays lo detect anlibodies to
HIV-1 andfor HIV-2 in human sera, :

Dr Gaby Vercauteren

. -
ESSERY e P

- -
= - —— e

Clinical Research and Product Uevéluﬁiumnl
Division of Rescarch and Intervention Developiment
Global Programme on AIDS



