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HCV Antibody Screening Enzyme Immunoassay (EIA)
ANALYTES TESTED:    Hepatitis C Virus (HCV) antibody
USE OF TEST:    The Hepatitis C Virus antibody (HCV) assay is utilized in the serologic diagnosis of hepatitis C.  The Ortho IgG HCV Enzyme Immunoassay (EIA) is a three-stage test carried out in a microwell coated with a combination of recombinant hepatitis C virus antigen (c22-3, c200 and NS5).  All reactive specimens, if shipped frozen or on cold packs, will automatically receive qualitative HCV PCR testing.  Individuals at high risk for HCV infection include intravenous drug users, transfusion recipients (prior to 1992), dialysis patients and health care workers.  In 2012, The Center for Disease Control and Prevention (CDC) recommended one-time HCV testing for all persons born between 1945-1965.  
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:


Test Request Form DCH-0583 


Specimen Submission Guidelines

Serum Specimen Collection DCH-0811
Transport Temperature:  Frozen or refrigerated using frozen cold packs.

DO NOT send at room temperature.
SPECIMEN TYPE:

Specimen Required:  Serum 
Minimum Acceptable Volume:  1 ml
Container:  3 or 5 ml polypropylene tube with skirted cap.

Shipping Unit:  Unit 8A
SPECIMEN REJECTION CRITERIA:
Specimens lacking two unique patient identifiers (i.e., full name, date of birth) will not be tested.  
Plasma is not acceptable for testing by this method.

TEST PERFORMED:

Methodology:  Enzyme Immunoassay (EIA).

Turn Around Time:  Non-reactive – 5 days.  Reactive – up to 2 weeks.

Where/When Performed:  Lansing, Monday through Friday.
RESULT INTERPRETATION:


Reference Range:   NON-REACTIVE (No antibody detected).
1. Non-reactive Result:

A nonreactive anti-HCV antibody result does not exclude the possibility of exposure to hepatitis C virus.  Antibody levels below detectable limits may be due to early infection or weakened antibody response in immunocompromised patients.  HCV antibody generally develops within 2-8 weeks following exposure however, in some individuals antibody may be undetectable for up to 6 months.  If early infection is suspected or the patient is immunocompromised and there is clinical evidence of HCV disease, HCV RNA testing may be warranted.  HCV RNA testing on HCV EIA non-reactive specimens is available only after consultation with the Virology Section Manager at 517–335–8099.  
2. Reactive Result:

A reactive HCV antibody result is consistent with current infection, previous infection, or biological false positive.  If the serum specimen is received frozen or refrigerated, HCV RNA testing will be performed to identify current infection.

FEES: 
None.
NOTES:
1. Anti-HCV testing is available free-of-charge to local health department clients and centers that perform testing associated with MDCH that meet recommended testing criteria and have no financial means of accessing testing at private sector laboratories.

ALIASES:  HCV screen
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