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ANALYTES TESTED: 
Hepatitis B Virus (HBV) Surface Antigen.
USE OF TEST: 
Chemiluminescent Immunoassay (CLIA) technology is utilized for the detection of Hepatitis B Surface Antigen (HBsAg) in human serum. 
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:
Test Request Form MDHHS-6084.
Serum Specimen Collection and Submission DCH-0812.
Transport Temperature: on frozen cold packs or dry ice, (<8°C).
No special patient preparation is required. 
SPECIMEN TYPE:
Specimen Required: Serum.
Minimum Acceptable Volume: 1 mL.
Container: 3 mL polypropylene screw capped tube or serum separator tube.  
Shipping Unit: Unit 8A.
SPECIMEN REJECTION CRITERIA:
Specimens lacking two unique patient identifiers (i.e., full name, date of birth) will not be tested.
Specimens received outside of appropriate transport temperature may not be tested.
Specimens are leaking.
Plasma is unacceptable for testing by this method. 
TEST PERFORMED:
Methodology: Chemiluminescent Immunoassay (CLIA).
Turnaround Time: Within 5 days.
Testing is performed at the Bureau of Laboratories, Monday-Friday.
RESULT INTERPRETATION:
Reference Range: ABSENT (no antigen detected).

HBsAg Absent:
· The absence of detectable HBsAg rules out current hepatitis B infection however, false negative results may occur if the quantity of HBsAg is below the detectable limits of the assay or if the specimen is collected too early following exposure. The timing of specimen collection in conjunction with clinical signs and symptoms should be considered.
· Specimens that contain biotin (vitamin B7 or vitamin H) at a concentration of >10 ng/ml may cause a false negative result.
HBsAg Present:
· The presence of HBsAg in this assay indicates the patient is actively infected with hepatitis B virus however, recently vaccinated individuals may exhibit transient HBsAg reactivity for up to 18 days.
FEES: 	
Not Applicable.
NOTES:
Hepatitis B surface antigen is one of the earliest indicators of current HBV infection. Approximately 95% of immunocompetent adults will eliminate HBV from the bloodstream within a few weeks to several months following acute infection. The disappearance of detectable HBsAg and appearance of anti-HBsAg is an indication of such clearance.  
Chronic HBV infection is defined by the continued presence of HBsAg in the blood for longer than six months. Infants and children are at the greatest risk for developing chronic HBV.  
Only a small percentage of patients (approximately 1%) will simultaneously test positive for HBsAg and anti-HBsAg.  
[bookmark: _Hlk171435723]This testing is offered as part of the Hepatitis B Panel which includes HBV surface antigen (HBsAg), anti-hepatitis B surface antigen (anti-HBs or HBsAb) and anti-hepatitis B core antigen (anti-HBc or HBcAb).  
The addition of HBcAb is following CDC’s 2023 recommendations for hepatitis B screening and testing and will provide information regarding previous or current infections with hepatitis B and immune status of patients: Hepatitis B - FAQs, Statistics, Data, & Guidelines | CDC.
[bookmark: _Hlk171436168]The following interpretation guide will be provided at the end of each patient report when the Hepatitis B panel is ordered:



	HBsAg
	HBsAb
	HBcAb
	Interpretation
	Action

	Present
	Absent
	Present
	Acute or Chronic Infection
	Link patient to hepatitis B care

	Absent
	Present
	Present
	Resolved infection
	Counsel patient about HBV infection reactivation risk

	Absent
	Present
	Absent
	Immune due to receipt of prior vaccination (if documented complete series)
	If no documentation of full vaccination, then complete vaccine series per ACIP recommendations. 

	Absent
	Absent
	Absent
	Susceptible, never infected (if no documentation of full vaccination)
	Offer patient HepB vaccine per ACIP recommendations

	Absent
	Absent
	Present
	Possible interpretations when only HBcAb is present:
1. Resolved infection where HBsAb levels have waned.
2. Passive transfer of HBcAb to an infant born to an HBsAg- positive gestational parent.
3. A possible false positive, thus patient is susceptible.
4. A mutant HBsAg strain that is not detectable by laboratory assay.
5. Occult infection.
	Possible corresponding actions when only HBcAb is present: 
1. Counsel patient about HBV infection reactivation risk.
2. No action. 
3. Offer patient HepB vaccine per ACIP recommendations.
4. Link to hepatitis B care.
5. Link patient to hepatitis B care.



Immune if anti-HBs concentration is >10 mIU/mL after vaccine series completion.
Anti-HBs concentrations might wane over time among vaccine responders. People with a documented, complete HepB vaccine series typically do not need to be revaccinated, except for special populations like patients on hemodialysis or health care personnel.
Hepatitis B surface antigen=HBsAg, Hepatitis B surface antibody=HBsAb, Hepatitis B core antibody=HBcAb Advisory Committee on Immunization Practices=ACIP.
Source: CDC; Division of Viral Hepatitis, National Center for HIV, Viral Hepatitis, STD and TN Prevention.
ALIASES:  
HBV, Hepatitis B virus, Hepatitis B surface antigen, HBsAg.
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