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CD4 T-cell counts needed for HIV treatment initiation (until 2016) and still important:
Initial lateral flow product concept, 2007 (CD4 Initiative grant application)
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Visitect® CD4 (2014) and Visitect® CD4 Advanced Disease (2017)

.....
.....

.....

""" 3. CD4 cutoffs!

|+ =200/ mm?3 (initial design brief)

conpe”] © <350 / mm3 from 12/2009

e ¢ Treat all” in 2016 (but many countries stuck with 350)

D4 —>7 restineis) | *  INCreasing recognition of HIV Advanced Disease (<200 /
\ mm?3), recommended 2020 for newly Dx / re-engaged

S 2. Selective detection of full-length CD4 (not soluble CD4)
(ecto/cyto MAbs) and high correlation with CD4 counts
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1. Retention of monocytes and RBCs - RosetteSep




Visitect® CD4 (2014, 350 cutoff) and Visitect® CD4 Advanced Disease (2017, 200 c/o0)

 Visitect® Advanced Disease achieved
WHO Prequalification in 2020

 Omega Diagnostics partnered with
CHAI and UNITAID for programme
rollout in 7 African countries in 2022.

* Inuse in >70 countries

 Visitect® CD4 will be used for nearly
all CD4 testing in Nigeria as of 2022
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Validated two important principles for future lateral flow tests

» Capacity for selective cell depletion (RosetteSep)

« Use of Visual reference line for semi-quantitative tests (WHO
prequalification and programmatic validation)
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Pregnant Women
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