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Fundamental performance and clinical utilities of
LumipulsePresto® iTACT® HBcrAg, a novel highly sensitive
immunoassay for hepatitis B core-related antigen.

Shintaro Yagi

Summary Hepatitis B core-related antigen (HBcrAg) measurement provides information on the
total amounts of HBeAg, HBcAg, and p22cr, protein products of two distinct mRNA types
transcribed from cccDNA. These proteins are released into the bloodstream and would indicate
intrahepatic Hepatitis B Virus (HBV) activity. Lumipulse® HBcrAg was introduced as a reagent,
although certain problems emerged concerning its HBV carrier detection sensitivity after HBeAg
seroconversion and the necessity for a time-consuming and laborious pretreatment procedure. To
overcome these obstacles, we developed LumipulsePresto” iTACT® HBcrAg, without any off-
board pretreatment procedure exhibiting approximately 10-fold higher sensitivity and specificity
than Lumipulse® HBcrAg. iTACT HBcrAg is anticipated to broaden the scope of HBcrAg clinical
applications. This includes early HBV reactivation detection in patients undergoing steroid
treatment for rheumatoid diseases and individuals subjected to immunosuppressive therapy.
Furthermore, iTACT HBcrAg is poised to reduce clinical-laboratory workloads to expedite clinical
timelines by allowing premedical assessment, reducing patient burden.

Key words: iTACT, Hepatitis B virus (HBV), Hepatitis B core-related antigen (HBcrAg),
Hepartitis B e antigen (HBeAg), Hepartitis B core antigen (HBcAg)
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