FDA-Approved HIV screening tests for laboratory use only
(CLIA Moderate or High Complexity Tests)a.P
[For use with: serum, plasma, oral fluid or dried blood spots]

p24 Antigen (Ag)/IgM/IgG antibody sensitive assays recommended for laboratory-based screening

Manufacturer web

Time to Approved site
1st test Target analyte Sensitivity Specificity specimen types Assay formatd FDA product inserts
Test Name result (%) (95% CI) (%) (95% CI) and volume*
Plasma/serum
HIV-1: 100 (99.63-100)
. HIV-2: 100 (98.2-100) Link to Abbott
HIV-1 p24 antigen and Pl Pl Chemilumi e e
<30min  antibodies to HIV-1/2 HIV-1 p24: asmay/serum asmay/serum emiluminescent
99.8 (99.6-99.9) 150 pl microparticle Link to FDA-Approved
100 (94.3-100) at . CMIA p
ol 18.1 pg/ml immunoassay ( ) product insert
Abbott Architect HIV Ag/Ab Combo (range 17.8-19.7).
Assay
(fully automated CLIA moderate assay)
' ; Serum Serum
'. -t Antibodies to HIV p24 HIV-1 HIV-1 Chemiluminescent Link to Siemens
<1 hour Ag, HIV-1 including 100.00 (99.61-100.00) 99.72 (99.56-99.84) Serum/Plasma microparticle
group O, and/or HIV-2 HIV-2 immunoassay (CMIA) Link to FDA-Approved

ADVIA Centaur HIV Ag/Ab Combo
(CH1V) (fully automated CLIA moderate
assay)

100.00 (98.18-100.00)

product insert
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https://www.corelaboratory.abbott/int/en/offerings/brands/architect/architect-i1000SR
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm216291.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm216291.htm
http://usa.healthcare.siemens.com/clinical-specialities/infectious-disease/infectious-disease-hiv
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm450386.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm450386.htm

Simultaneously detects Plasmajserum
| and reports: Plasma/serum HIV-1
m— . :iels\(ﬁg_Ab ezl 100 (235%—100) 99.92 (99.82-99.97), Plasma (K2 EDTA, K3 Link to Bio-Rad
= - 7 \ HIV-2 EDTA), lithium Multiplex flow -
[P o 45 minutes with HIV-2 ; X . Link to FDA-Approved
99.97 (99.89-99.99) heparin, sodium immunoassay .
N _ HIV-1 p24 Ag 100 (98.12-100) HIV-1 p24 Ag heparin, serum product insert
HIV-1 Ab HIV-1 p24 Ag 99.91 (99.80-99.96) !
(groups M & O) 5.2 pg/ml (5.0-5.4) ) ) ’
HIV-2 Ab
Plasma/serum
HIV-1: 100 (99.7-100) . .
HIV-1 p24 antigen and HIV-2: 100 (98.1-100) Plasma/serum Plasma/serum Enzyme immunoassay e
>3 hours antibodies to HIV-1/2 ) micro-well format - ;
HIV-1 p24: 100% at 99.9 (99.8-99.9) 75 ul (EIA) Link t;‘l;lll)a il:zz:ctwed
product insert
. 14.8 pg/ml
Bio-Rad GS HIV Combo Ag/Ab EIA B
. (range 13.2-15.9)
(manual or semi-automated
CLIA high complexity assay)
Plasma/serum
HIV-1 p24 antigen and Link to Ortho Diagnostics
48 minutes antibo%ies to SIV-l 12 HIV-1: 100 (99.6-100) Plasma/serum Plasma/serum Immunometric 2-stage
HIV-2: 100 (98.4-100) 99.6 (99.4-99.7) 80 pl reaction
HIV-1 p24: Link to FDA-Approved
96.2 (86.8-99.5) product insert
Ortho VITROS HIV Combo Test
on the VITROS 3600
Immunodiagnostic System
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http://www.bio-rad.com/en-us/product/bioplex-2200-infectious-disease-panels/bioplex-2200-hiv-ag-ab
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm455818.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm455818.htm
http://www.bio-rad.com/webroot/web/pdf/cdg/literature/P-143.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM266211.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM266211.pdf
https://www.orthoclinicaldiagnostics.com/en-us/home/products/vitros-3600
https://www.orthoclinicaldiagnostics.com/en-us/home/products/vitros-3600
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM588975.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM588975.pdf

Plasma/serum
Link to Roche

HIV-1 p24 antigen and HIV-1: 100 (99.7-100) Electro-
27 min antibodies to HIV-1/2 HIV-2: 100 (98.3-100) 9F;Iags Tgag/ze_"luona) Plasn;g/ s?rum chemiluminescesnce Link to FDA-Approved
HIV-1 p24: ’ ’ H Immunoassay (ECLIA) roduct insert
product insert
96.3 (81.0-99.9)

Roche Elecsys HIV combi PT
on the cobas e 602

IgM/IgG antibody sensitive assays on next page
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https://www.roche.com/products/product-details.htm?productId=29316038-58ce-4a19-bda8-40a91990383a
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM564206.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/UCM564206.pdf

IgM/IgG antibody sensitive assays

Ortho Vitros ECi/ECiQ
Anti-HIV 1+2 Reagent pack
(fully automated
CLIA high complexity assay)

L A I . .
S : Plasma/serum Chemiluminescent Link to Siemens
1 <thour ~ AntibodiestoHIV-1/2- 1y 1.7100 (99.7-100) 9'39'395?1939/58‘2_3“0"8) s microparticle
HIV-2: 100 (98.5-100) ’ ’ H immunoassay (CMIA) Link to FDA-Approved
produce insert
ADVIA Centaur HIV1/0/2
Enhanced (EHIV)
(fully automated CLIA moderate
assay)
Link to Bio-Rad
S : Plasma/serum Enzyme
>3hours  Antibodiesto HIV-1/2- yry 1100 (99.8-100) QF;""‘QSTQ"“Q/ oy Plasma/Serum  immunoassay micro-well Link to FDA-Approved
HIV-2: 100 (99.8-100) ’ ’ H format (EIA) product insert
Bio-Rad GS HIV-1/2 Plus O
(manual or semi-automated
CLIA high complexity assay)
- -~
-y
= - Link to Ortho Clinical
<1 Antibodies to HIV-1/2 Plfasma/ serum Plasma/serum Plasma/serum Ch_emllumlnescent Diagnostics
\‘g _— hour HIV-1: 100 (99.7-100) 99.6 (99.1-99.9) 80pl immunoassay
HIV-2: 100 (98.2-100) ) ) ' (CIA)

Link to FDA-Approved
product insert

IgG antibody sensitive assay on next page

UPDATED 03/15/2018 -


http://usa.healthcare.siemens.com/immunoassay/systems/advia-centaur-xp/assays
http://www.fda.gov/downloads/Biologicsbloodvaccines/Bloodbloodproducts/Approvedproducts/PremarketApprovalsPMAs/UCM091286.pdf
http://www.fda.gov/downloads/Biologicsbloodvaccines/Bloodbloodproducts/Approvedproducts/PremarketApprovalsPMAs/UCM091286.pdf
http://www.bio-rad.com/en-us/sku/26217-gs-hiv-combo-ag-ab-eia?ID=26217
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm091151.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm091151.htm
https://www.orthoclinicaldiagnostics.com/en-us/home
https://www.orthoclinicaldiagnostics.com/en-us/home
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm092018.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm092018.pdf

IgG antibody sensitive assay

Plasma/serum, DBS

or oral fluid collected . )
i Link to Avioq
with the OraSure Link to Avio

- : Plasma/serum/ Plasma/serum/ 3 . Enzyme-linked
>3 hours ALIBIRIES 2 dried blood spots: dried blood spots: collgclt\i/oi g:/lil“dls | immunosorbent assay Link to FDA-Approved
100 (99.6-100), 100 (99.9-100), lasma serum’ or“ (ELISA) product insert
oral fluid: 99.1f oral fluid: 99.6 P ! !

oral fluid; dried blood
spot %" punch

Avioq HIV-1 Microelisa System
(manual CLIA high complexity
assay)
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 Criteria for Laboratory Testing and Diagnosis of Human Immunodeficiency Virus Infection; Approved Guideline (M53-A) available for purchase at
http://www.clsi.org/source/orders/Product_Display.cfm?section=Shop&task=3&CATEGORY=MIXPRODUCT_TYPE=SALES&SKU=M53A.

¢ Volume for initial test. Repeat testing of reactive tests may be required based on manufacturer’s instructions.

d As antibody assays evolved with different mechanisms of detection the terminology to describe this group of tests is now commonly referred to as “Immunoassays” or “IAs".
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http://avioq.com/hiv-1/
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm185249.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/PremarketApprovalsPMAs/ucm185249.htm
http://upload.wikimedia.org/wikipedia/commons/c/cf/BioTek_ELx405_Washer022310.jpg

