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1. FDA Guidance Female No Reflex 6. FDA Guidance Female With Reflex No CT/NG 
Test Name Test Name
HBsAg HBsAg with reflex to confirmatory neutralization assay
HBcore Total HBcore Total with reflex to IgM
HCV HCV
HIV-1/HIV-2 plus O HIV-1/HIV-2 plus O with reflex to HIV-1 WB
Syphilis (T pallidum IgG) Syphilis (T pallidum IgG)
CT/NG NAA HIV-1/HCV/HBV Ultrio NAT
HIV-1/HCV/HBV Ultrio NAT

2. FDA Guidance Female With Reflex 7. FDA Guidance Male No Reflex No CT/NG 
Test Name Test Name
HBsAg with reflex to confirmatory neutralization assay HBsAg
HBcore Total with reflex to IgM HBcore Total
HCV HCV
HIV-1/HIV-2 plus O with reflex to HIV-1 WB HIV-1/HIV-2 plus O
Syphilis (T pallidum IgG) Syphilis (T pallidum IgG)
CT/NG NAA HTLV I/II
HIV-1/HCV/HBV Ultrio NAT CMV Total

HIV-1/HCV/HBV Ultrio NAT

3. FDA Guidance Male No Reflex 8. FDA Guidance Male With Reflex No CT/NG (
Test Name Test Name
HBsAg HBsAg with reflex to confirmatory neutralization assay
HBcore Total HBcore Total with reflex to IgM
HCV HCV
HIV-1/HIV-2 plus O HIV-1/HIV-2 plus O with reflex to HIV-1 WB
Syphilis (T pallidum IgG) Syphilis (T pallidum IgG)
HTLV I/II HTLV I/II with reflex to Immunoblot
CMV Total CMV Total with reflex to IgM
CT/NG NAA HIV-1/HCV/HBV Ultrio NAT
HIV-1/HCV/HBV Ultrio NAT

4. FDA Guidance Male With Reflex 9. FDA Guidance Female No Reflex plus HTLV 
Test Name Test Name
HBsAg with reflex to confirmatory neutralization assay HBsAg
HBcore Total with reflex to IgM HBcore Total
HCV HCV
HIV-1/HIV-2 plus O with reflex to HIV-1 WB HIV-1/HIV-2 plus O
Syphilis (T pallidum IgG) Syphilis (T pallidum IgG)
HTLV I/II with reflex to Immunoblot CT/NG NAA
CMV Total with reflex to IgM HIV-1/HCV/HBV Ultrio NAT
CT/NG NAA HTLV I/II
HIV-1/HCV/HBV Ultrio NAT

10.FDA Guidance Female With Reflex plus HTLV (139069)
Test Name

5. FDA Guidance Female No Reflex No CT/NG (139036) HBsAg with reflex to confirmatory neutralization assay
Test Name HBcore Total with reflex to IgM
HBsAg HCV
HBcore Total HIV-1/HIV-2 plus O with reflex to HIV-1 WB
HCV Syphilis (T pallidum IgG)
HIV-1/HIV-2 plus O CT/NG NAA
Syphilis (T pallidum IgG) HIV-1/HCV/HBV Ultrio NAT
HIV-1/HCV/HBV Ultrio NAT HTLV I/II with reflex to Immunoblot
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