
Characteristics

Available Rapid HIV Tests

OraQuick Advance Reveal G3 Rapid HIV-1 Multispot HIV 1/2

Manufacturer OraSure Technologies MedMira Laboratories Bio-Rad

Detection HIV-1 and -2 HIV-1 HIV-1 and -2

Specimen Oral fluid, whole blood, plasma Serum, plasma Serum, plasma

Sensitivity (95%) 99.3% (oral fluid); 99.6% (whole bloodb);
99.6% (plasma)

99.8% 100%

Specificity (95%) 99.8% (oral fluid); 100% (whole bloodb);
99.9% (plasma)

99.1% (serum);
98.6% (plasma)

99.93%

Complexitya CLIA waived for oral fluid and both 
venipuncture and finger stick whole blood only

Moderate Complexity:
No waiver

Moderate Complexity:
No waiver

CLIA, Clinical Laboratory Improvement Amendments.
a Information regarding CLIA waivers of HIV tests is available at www.cdc.gov/hiv/topics/testing/resources/factsheets/roltCLIA.htm.

Information about or assistance with completing the CLIA waiver application can be obtained by calling Centers for Medicare & Medicaid
Services toll-free at: 877-267-2323.

b Finger stick or venipuncture.
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Characteristics

Available Rapid HIV Tests

UniGold Recombigen Clearview HIV 
1/2 Stat Pak

VITROS Anti-HIV 
1+2 assay

Clearview Complete 
HIV 1/2

Manufacturer Trinity Biotech Inverness Medical Ortho-Clinical Diagnostics Inverness Medical

Detection HIV-1 HIV-1 and -2 HIV-1 and -2 HIV-1 and -2

Specimen Whole blood, serum, plasma Whole blood, serum, plasma Serum, plasma Whole blood, serum, plasma

Sensitivity
(95%)

100% (whole bloodb);
100% (serum and plasma)

99.7% (whole bloodb);
99.7% (serum and plasma)

100% 99.7% (whole bloodb);
99.7% (serum and plasma)

Specificity
(95%)

99.7% (whole bloodb);
99.8% (serum and plasma)

99.9% (whole bloodb);
99.9% (serum and plasma)

99.58% 99.9% (whole bloodb);
99.9% (serum and plasma)

Complexitya CLIA waived for both
venipuncture and finger
stick whole blood only

CLIA waived for both
venipuncture and finger
stick whole blood only

Moderate Complexity:
No waiver

CLIA waived for both
venipuncture and finger
stick whole blood only

CLIA, Clinical Laboratory Improvement Amendments.
a Information regarding CLIA waivers of HIV tests is available at www.cdc.gov/hiv/topics/testing/resources/factsheets/roltCLIA.htm

Information about or assistance with completing the CLIA waiver application can be obtained by calling Centers for Medicare & Medicaid
Services toll-free at: 877-267-2323.

b Finger stick or venipuncture.
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