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Monitoring Drug Resistance in Chronic Hepatitis B Virus
(HBV)-Infected Patients during Lamivudine Therapy: Evaluation

of Performance of INNO-LiPA HBV DR Assay
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DISCUSSION

The performance of the LiPA HBV DR assay for detection
of mutations associated with lamivudine resistance was com-
pared with that of direct sequencing for 33 chronically HBV-
infected patients who had developed resistance to lamivudine
treatment. The results show that the LiPA is at least as sensi-

tive as sequencing in detecting treatment-resistant mutations
and more sensitive in the early detection of mixed viral popu-
lations. LiPA may thus be able to detect a disappearing mutant
population after treatment cessation for a longer period of
time or to detect the emergence of a mutant earlier during
antiviral therapy.

In this study, LiPA detected the mutant population earlier
than sequencing in five of nine patients, where LiPA detected
both mutant and wild-type viruses while sequence analysis
found only the wild type. This was confirmed when both se-
quence analysis and LiPA subsequently detected the mutant
virus in samples taken at a later date. LiPA also detected the
persistence of mutant virus for at least 5 months longer than
sequencing in one patient who had stopped treatment after
emergence of the M5521 [M204I] mutation. LiPA might there-
fore also be a valuable tool for monitoring patients in drug
interruption programs. With numerous candidate antiviral
agents for hepatitis B in late-stage clinical development, the
availability of a sensitive and reliable drug resistance assay
could assist in optimizing patient treatment.
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