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1. Background 3. Results

Hepatitis B virus pregenomic RNA (HBV pgRNA) has been proposed as a
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An HBYV clinical sample was serially diluted to the expected concentrations shown on the x-axis and tested with (A) HBV RNA v1.0 An HBV clinical samp!e was Sef_'?l"Y diluted to two concentrations (5 and 2 L0_g U/mL)
2 M eth Od S and (B) HBV RNA v2.0 with the measured concentrations reported on the y-axis. Numbers above each concentration indicate the and stored under various conditions for the indicated amount of time (x-axis) before

number of positive detections at each tested concentration. testing with HBV RNA v2.0. Baseline and Freeze/Thaw samples were stored at -80.

» A Research Use Only (RUQ) fully automated real-time PCR assay for
the detection and quantitation of HBV RNA (v1.0) was developed for

the Abbott m2000 (Abbott Molecular Diagnostics, Des Plaines, IL, i i Comparsan of i t0 V20 8L 4 ‘ OnCI UusSions
USA) platform and previously described [5]. Briefly, targets in ' .

Figure 2. HBV RNA v2.0 Linearity and comparison of reported results from v1.0 and v2.0
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conserved regions of the HBV x and core genes are used to ensure 5.5- - - HBV RNA v2.0 is ~15 fold more sensitive than v1.0 and detected 100% (20/20) of
robust detection in the presence of mutations, and the assay is _ 501 Rr2=0.9995 e tested replicates at 10 copies/mL concentration.
standardized against a WHO secondary DNA standard. An internal E as- E 501 vio . f
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measured by Probit analysis to be 1.65 log U/mL (~152 copies/mL) e € 40- - Results reported by v2.0 are within the standard deviation of those reported by v1.0
using a 0.2 mL sample volume input and 95% detection threshold. ‘i-; :: %;.5- showing good concordance between assay versions.
+ Modifications were made to the reagent formulation, cycling § 201 $0 - Increased sensitivity of the HBV RNA v2.0 (0.6 mL) assay yields tangible increases in
parameters, and sample input volumes (0.6 mL) which improve 157 25 detected and quantifiable results in low RNA copy samples from patients on therapy.
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made. Target HBV RNA concentrations ranged from 1.00E6 log U/mL (A) Reported HBV RNA v2.0 results show strong linearity across the dynamic range of the assay. (B) Comparison of v1.0
(~3.41E6 copies/mL) down to 3.13 U/mL (10-11 copies/mL) and either and v2.0 quantitated HBV RNA results showing reported results are indistinguishable between the two versions.
3 or 20 replicates at each dilution were tested with both assays. Refel’ences
Longitudinal samples from 3 on-therapy patients were also tested.
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