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ANALYTES TESTED:  
Antibody to Hepatitis B Surface Antigen.
USE OF TEST:  
Chemiluminescent Immunoassay (CLIA) technology is utilized for the detection of antibodies to Hepatitis B Surface Antigen in human serum.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:
Test Request Form MDHHS-6084.
Serum Specimen Collection 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 Volume: 1 mL.
Container: 3 mL polypropylene screw capped tube or serum separator tube.  
Shipping Unit: Unit 8A.
SPECIMEN REJECTION CRITERIA:
Specimen 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.
When Performed: Daily.
RESULT INTERPRETATION:
Reference Range:   
For unvaccinated individuals: ABSENT (no antibody detected)
For vaccinated/previously exposed individuals: PRESENT (antibody detected)
· [bookmark: _Hlk171498380]Antibody Absent: Result indicates no serologic evidence of previous exposure to HBV, and the patient may lack immunity. HBs antibody levels (anti-HBs) < 10 mIU/mL.
· [bookmark: _Hlk171498420]Antibody Present: Result indicates serologic evidence of previous exposure or vaccination to HBV. A positive test for anti-HBs may be a useful adjunct for assessing immunity to hepatitis B virus post HBV infection (clinical recovery) or post vaccination. HBs antibody levels (anti-HBs) > 10 mIU/mL.
[bookmark: _Hlk171498542]ALIASES:  
Anti-HBs, anti-HBs Ag, HBsAb.
NOTES:
This assay may be ordered as a single test and is also a test included in the Student Immune Panel (for immune status purposes) and the Hepatitis B Virus Panel (for diagnostic purposes).
This assay does not distinguish vaccine-induced immunity from HBV infection-induced immunity.
Patients who have received blood components or immunoglobulin, or neonates of mothers with antibodies due to vaccine or past HBV infection may have a positive anti-HBs result for 3-6 months due to passive antibody transfer.
The presence of antibody to hepatitis B surface antigen in exposed individuals indicates immunologic response and potential viral clearance.
Student Immune Panel (immune status determination):
Tests included are anti-hepatitis B surface antigen (anti-HBs or HBsAb), measles, mumps, rubella, and Varicella-Zoster virus (VZV) IgG. 
To request testing, pre-purchase the Medical/Nursing Student form (DCH-0459) by contacting Stacy Groff at 517-248-9370 or email request to groffs@michigan.gov. Please indicate on form which tests are desired.
The cost for the form is $26.00.  
Hepatitis B Panel (diagnostic for HBV):
Tests included are anti-hepatitis B surface antigen (anti-HBs or HBsAb), HBV surface antigen (HBsAg), and anti-hepatitis B core antigen (anti-HBc or HBcAb). There is no fee for this panel.
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.
The following interpretation guide will be provided at the end of each patient report when the Hepatitis B panel is ordered:
	[bookmark: _Hlk171495266]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.gov/hepatitis-b/hbv/interpretationOfHepBSerologicResults.html
Division of Viral Hepatitis, National Center for HIV, Viral Hepatitis, STD and TN Prevention.

AZ.022	Page 1 of 2	Rev 01/29/2025
