Elecsys®” HBsAg Il immunoassay
Reliable and consistent results for patient
oriented decision making

HBV infection accounts annually for 1 million deaths worldwide from cirrhosis, liver failure, and hepatocellular carcinoma. After
infection, HBsAg is the first inmunological marker detectable in serum and is usually present weeks to months before the onset
of clinical symptoms and the appearance of other biochemical markers.' Screening tests require high levels of sensitivity to detect
HBsAg early during the course of disease as well as the ability to recognize HBsAg mutants.?

High specificity in clinical routine and blood donors for
less retesting

A literature review on the specificity of the Elecsys HBsAg I
revealed equal or superior performance as compared to
competitors in the majority of study sites worldwide.?®

Table 1: Seroconversion sensitivity: comparison of Elecsys HBsAg II, ADVIA
Centaur HBsAg and AxSYM HBsAg (V2) using the PEI calculation model.
* Differences between Elecsys HBsAg 11 and all other immunoassays were
statistically significant (Wilcoxon matched pairs test; P < 0.05).*

Excellent seroconversion sensitivity for early detection
of infection

Elecsys HBsAg Il showed statistically significant better
sensitivity in seroconversion panels to the compared tests.

Seroconversion Total number Mean number

panel of days of days
Elecsys HBsAg Il 51 3.19*
AxSYM HBsAg (V2) 85 5.31*
ADVIA Centaur HBsAg 71 4.44*
HBV-DNA PCR 0 0*

Excellent clinical sensitivity and reliable detection of relevant HBV mutants and genotypes
The Elecsys HBsAg Il shows a high sensitivity for the detection of all stages of HBV infection and HBsAg mutants and can
therefore be recommended for clinical diagnostic laboratories and for blood donor screening.

Clinical Sensitivity

Recombinant HBV mutants
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Table 3: Recombinant HBV mutants.* Mutations are located in the highly
variable ‘a’ loop of the HBsAg and reflect the clinically most relevant
native mutants found in patient collectives from all over the world described
in the literature. Y = positive test result, N = negative test result.
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