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Nucleo de Doengas Infecciosas
Universidade Federal do Espirito Santo

World Diagnostics, Inc.
16250 N.W. 59" Avenue, Bldg. B
Miami, FL. 33014

. DearMr Fotier,

Enclosed you will find results from the evaluation performed by us on the Smart Check HIV
1&2 Rapid Test supplied by World Diagnostics, Inc. (Catalog #: 06021004IRT)

Performance Results of WDI’s Smart Check HIV 1&2 Rapid Tests.

Objectives: To evaluate the performance (specificity and sensitivity) of the World Diagnostics’test
(HIV Smart Check) and compare it to Abbott's test (HIV Determine).

We tested 137 sera from HIV positive patients; all tested sera had high anti-HIV antibody
titers (the lowest observed reading was 17, cut-off = 1). Serum samples from 49 HIV-1 negative
patients (determined serologically) were used as negative controls. The elected gold standard to
perform this evaluation was the AXSYM ELISA System fromi Abbott. CD4 T cell counts and HIV-1
viral load were also determined for every HIV-1 patient.

Below ybu will find the calculated sensitivity and specificity for both the Smart Check and
the Determine assay (Table 1). As can be\observed, WDI’s Smart Check outperformed the Abbott's
Determine Test

Table | — Sensibility and specificity of the HIV-1 Smart Check

Data %
WDI Smart Check Sensitivity 1371137 100
- .Specificity - - 49/49 . 100 |
Abbott Determine Sensitivity 135/137 98.54
Specificity 49/49 100

, Although preliminary, data presented here demonstrated that the sensitivity of WDI's
Smart Check HIV test outperformed the Determine test from Abbott, and support its use as a
rapid test in laboratories, clinics and in rural areas of developing countries, without the need of
sophisticated laboratorial infra-structure.

Sincerely,

il
Reynaldo DietzeM.Dy PhD
Director
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