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Figure 1: Outline HBV-RNA high sensitivity RT-qPCR assay. Conversion factor copies/qPCR into copies/mL: 5.5 Figure 2: Outline HBV-RNA RT-ddPCR assay. Conversion factor copies/ddPCR into copies/mL: 5.978
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Figure 3: Region of HBV-RNA amplification

For assay characterization, a dilution series of HBV in vitro transcribed pregenomic RNA were tested by
both HBV RNA assays. For determination of the LOB Armbruster’s approach was used, 95% LOD by
probit analysis, LLOQ and ULOQ according to FDA-guidelines. See Table 1.

Conclusions

Results show a clearly improved sensitivity and quantification of HBV RNA by the HBV-RNA RT-ddPCR assay. Due to the
higher sensitivity in quantification of low HBV RNA concentrations, the response to treatment can be assessed for a
longer period. This makes the HBV-RNA RT-ddPCR assay highly suitable for monitoring patients during antiviral

treatment in clinical trials.
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