FDA-Approved HIV supplemental tests for laboratory use only (CLIA Moderate or
High Complexity Tests)®P [For use with: serum, plasma, oral fluid, dried blood spots
or urine]
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Aptima HIV-1 RNA Qualitative Assay
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http://www.bio-rad.com/en-us/product/geenius-hiv-1-2-supplemental-system
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm420713.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm420713.htm
http://www.hologic.com/products/clinical-diagnostics-blood-screening/assays-and-tests/aptima-hiv-1-rna-qualitative-assay
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm149922.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm149922.htm
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Fluorognost HIV-1 IFA
(CLIA high complexity assay)
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http://www.bio-rad.com/prd/en/US/CDG/SKU/25228/Multispot-HIV-1/HIV-2-Rapid-Test
http://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm091384.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm091384.pdf
http://www.bio-rad.com/en-us/category/retrovirus-hiv/retrovirus-hiv-mdash-western-blot?pcp_loc=catprod
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm091151.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm091151.htm
http://www.sanochemia.de/fluorognost/references_technicalresourcesforfluorognosthiv-1ifa_top10reasonstousefluorognosthiv-1ifa.php
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http://www.mbidiagnostic.com/viewitem.php?itemID=98002&categoryID=10
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm093507.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm093507.htm
http://www.mbidiagnostic.com/img/insert/pr98078.pdf
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm093507.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm093507.htm
https://orc.orasure.com/default.aspx?pageid=282
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm091471.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm091471.htm

a The Clinical Laboratory Improvement Amendments (CLIA) sets criteria based on complexity levels of tests. Briefly, there are three levels of complexity: 1) Waived — simple, low-risk tests that can be performed with minimal
training that do not require centrifugation of specimens for testing, 2) Moderate Complexity — simple tests that use plasma or serum specimens (must participate in external proficiency testing program) 3) High Complexity —
tests that require trained lab personnel, involve multiple step protocols, frequent quality control, and participation in external proficiency testing program. For more information about CLIA regulations go to
http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/CLIA_Regulations_and_Federal_Register_Documents.html

b For more information about using HIV tests in multi-test algorithms see “Laboratory Testing for the Diagnosis of HIV Infection: Updated Recommendations” Link to Recommendations and a companion quick reference
graphic is available Link to Quick Reference Guide.

¢ Volume for initial test. Repeat testing of reactive tests may be required based on manufacturer’s instructions.
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http://stacks.cdc.gov/view/cdc/23447
http://stacks.cdc.gov/view/cdc/23563



