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Abstract

Pentavalent vaccine (DPT-IPV-Hib) has been included in the Japanese routine
vaccination schedule since April 2024. Limited clinical data are available for infants who
initially received vaccination with quadrivalent vaccine and Haemophilus influenzae
type B vaccine (DPT-IPV +Hib), and then switched to DPT-IPV-Hib midway through
their routine vaccination schedule. This study enrolled infants aged 10 to 60 months who
had received 3 doses of DPT-IPV +Hib as their initial immunizations. An interchangeability
between groups was assessed by comparing the immunogenicity (anti-PRP antibody)
related to Hib and safety between those who received DPT-IPV-Hib (GOBIK) as a
booster immunization and those who received DPT-IPV +Hib (TETRABIK and
ActHIB") simultaneously. The anti-PRP antibody prevalence rates 4 to 6 weeks after
vaccination at a long-term protection level (1ug/mL and higher) were 100% both in 21
participants of the DPT-IPV-Hib group and in 20 of the DPT-IPV +Hib group. Geometric
mean titers of anti-PRP antibody showed favorable increase with 72.913ug/mL and
30.292 ug/mL in these groups, respectively. The incidence of adverse reactions after
immunization were similar at 52.4% and 52.2% without serious adverse events. The
study results indicate that the new pentavalent vaccine, GOBIK, is interchangeable
with DPT-IPV +Hib, and there are no concerns about switching between them during

routine vaccination schedule.

(ZFH : 2024412 H19H)

44 (136)



