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Notes

EmbeddedFile3.xlsx (Attachment)

As the Geenius HIV antibody test is Negative, in a clinical trial, this would be eliminated so the HIV-2
sensitivity would be 100%. This is minor.
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2% of invalid results are relatively low and this is mainly due to flow issue as the testings were done with

repository specimens.
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Imagine if CDC would still be in charge of CLIA Waived, based on their evaluation we are approved.
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