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ANALYTES TESTED:
HIV-1 p24 antigen, HIV-1 antibody, and HIV-2 antibody.
USE OF TEST:
The HIV Antigen/Antibody Multiplex Flow Immunoassay Screening test is a qualitative immunoassay used for the detection of HIV-1 p24 antigen and antibodies against HIV-1 and HIV-2 in human sera. This assay is routinely performed as a screening test for all specimens ordered on the HIV Ag/Ab panel. All equivocal or reactive specimens will be reflexed to the Geenius HIV 1/2 Supplemental Assay.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:
Test Request Form: MDHHS-6084.
Specimen Submission Guidelines: DCH-0812.
Transport Temperature: Refrigerated with frozen ice packs (2-8°C) or frozen with dry ice (≤ -20°C). DO NOT send at room temperature.
Patient Preparation: None.
SPECIMEN TYPE:
· Specimen Required: Serum.
· Minimum Acceptable Volume: 2 mL serum.
· Container: Use 5.0 mL screw capped polypropylene tube provided.
· Shipping Unit(s): Unit 8A.
SPECIMEN REJECTION CRITERIA:
Critical Data Needed for Testing:
· Name.
· Patient Date of Birth.
· Specimen Source.
· Date Collected.
· Submitting Agency.
Incomplete test requisition information may lead to testing cancelation or a delay in testing and reporting.
Plasma, lipemic, icteric, grossly hemolyzed, or contaminated specimens are unacceptable for testing and will be reported as Unsatisfactory. 
Specimens will also be rejected if:
· The specimen was collected >7 days prior and is received un-refrigerated OR the specimen was collected >28 days prior.
· Specimens lacking two unique patient identifiers (i.e., full name and date of birth, patient number or specimen number) will not be tested.
· The specimen container is received leaking or has been contaminated by another leaking specimen in the same bag. 
· The specimen is not properly labeled or the test requisition not completed.
· The specimen label does not match the test requisition.
· The collection device was expired on date of collection.
· Specimens received outside of appropriate transport temperature may not be tested.
TEST PERFORMED:
· Methodology: Immunoassay (IA).
· Turnaround Time: 1-3 business days.
· Reactive or Equivocal specimens are automatically referred to the Geenius HIV 1/2 Supplemental Assay (see AZ.085).
· Testing is performed at the Bureau of Laboratories, Monday-Friday.
RESULT INTERPRETATION:
Reference Range: Non-Reactive.
FEES: 
Not applicable.
NOTES:
· This test does not determine the direct presence of HIV nor the clinical diagnosis of AIDS or ARC.
· Repeatable reactive or equivocal IA specimens are automatically referred without request to the Geenius Supplemental Assay (AZ.085) for differentiation between HIV-1 and HIV-2 antibodies before reporting. No preliminary results on reactive or equivocal IA testing are reported.
· Results of this test are not reported by telephone. All results are reported only to the sender. 
· Specimens will be rejected if not in compliance with submission requirements. 
· The performance of this assay has not been established for individuals younger than 2 years of age.
ALIASES: 
Human Immunodeficiency Virus Type 1 and Type 2; Bio-Rad Bioplex Ag/Ab IA.
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