HIV 101: FDA-Approved Rapid HIV Antibody Screening Tests

Sensitivity

Assay by Specimen Type* Manufacturer (95% Cl) Specificity Window Period for
(959 Result Validityt
Whole Blood (finger stick or venipuncture)
Inverness Medical 99.7%
Clearview HIV 1/2 STAT-PAK Professional Diagnostics 98.9 180 99.9%
(www.invernessmedicalpd.com) (98.9-100) (99.6-100) 15-20 minutes
) Inverness Medical 99.7%
Clearview COMPLETE HIV 1/2 Professional Diagnostics 98.9 16’0 99.9% )
(www.invernessmedicalpd.com) (98.9-100) (99.6-100) 15-20 minutes
OraQuick ﬁDtVt;M\cliCI'EI' R?é)id HIV-1/2 OraSure Technologies, Inc. 99.6% 100%
ntibo es . o .
y (www.orasure.com) (98.5-99.9) (99.7-100) 20-40 minutes
i ; Trinity Biotech 100%
Uni-Gold Recombigen HIV Test (www.unigoldhiv.com) (99.5-100) 99.7% 10-12 minutes
(99.0-100)
Serum or Plasma
! . BioRad Laboratories 100% :
MultiSpot HIV-1/HIV-2 Rapid Test (www.biorad.com) (99.9-100) (9893?1‘%0) Iﬂ??ﬁ?ﬁyrsto
Reveal G3 Rapid HIV-1 MedMira, Inc. oot 98.6% Must be read
Antibody Test .medmira.com .0- o0 ust be rea
ntibody Tes (www ira.com) ( ) (98.4-98.8) immediately

* When tests may use other specimen types, it is listed as a table footnote.

1 As measured from last step of testing process

_ Can also be used with a serum or plasma sample
§ Can also be used with an oral fluid specimen or plasma sample

Data adapted from References 11 and 12 of the Main Article.




