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No. v M A= =% el arn WA & R2** D (%) **
1 E s A b [TOSOH]J 1I PO —pra st adr IEMA 1.298 0.9982 1332
(HBsAb) 1.338 0.9992 129.7
2 IV — ¥ A3k Oy - YATTI)ATA VTR ad +ay ECLIA 1.165 0.9991 133.3
Anti-HBsII Mt 1.225 0.9992 138.0
3 ¥ b A HBs $itfk 11 =V IV =Z IV TAT T ad +ay CLEIA 0.8828 0.9991 87.3
AT 4 v 7 ARk & 0.9048 0.9996 97.2
4 <A+ anti-HBs SR 7 SR LI ey ad PHA 1.000 1.000 100.0
1.000 1.000 100.0
5 F—H7 TRy b TRy bV NGRS ad +ay CLIA 1.057 0.9965 112.1
(7—=%727 1) 1.189 0.9982 128.3
6 F—=H%7 TRy b TRy bV xS EEE ad +ay CLIA 0.8966 0.9993 97.3
(Alinity 1) 1.064 0.9995 1151
7 A7A4 Y7 CLEIA Ml &t LSI A 71 =0 & ad CLEIA 1.461 0.9997 1517
HBs Hifk 1.695 0.9989 172.1
8 LA T ) AR V=RV ANVRTTEAT T ad +ay ELISA 1.122 0.9953 94.8
Anti-HBs IT*** AT A 7 ABREHL 1.078 0.9949 88.7
9 4 3)V 3 HBs difk 1T V=R VANVRTTEAT T ad +ay CLIA 0.7152 0.9984 72.3
AT 4 7 AR S 0.8037 0.9977 81.3
10 HISCL HBsAb ik TR Ay 7 ARG ad CLEIA 1.169 0.9997 122.0
1.127 0.9986 1134
11 VI 7%V A HBsAb-N Bl Lt pkaliatt adr CLEIA 0.8813 0.9991 95.7
0.9937 0.9997 1014
12 WIVNIWVAT VA b B LV et tkAatt adr CLETA 0.8676 0.9994 924
HBsAb-N 0.9287 0.9994 96.5
13 WINNIVAT LA B BhL et tkAstt adr CLETA 09135 0.9996 90.1
HBsAb-IIT 0.9663 0.9995 94.3
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EVALUATION OF IN VITRO DIAGNOSTIC KITS FOR ANTI-HBs QUANTITATIVE
ASSAYS USING THE INTERNATIONAL STANDARD AND JAPANESE NATIONAL
STANDARD.

Haruka Momose", Takanobu Kato” and Isao Hamaguchi"
"Department of Safety Research on Blood and Biological Products, National Institute of Infectious Diseases

“Department of Virology II, National Institute of Infectious Diseases

Abstract:

Hepatitis B is caused by hepatitis B virus (HBV) infection. Hepatitis B vaccine has been given to infants of HBV
carriers to prevent mother-to-child transmission in Japan. In 2016, Hepatitis B vaccine was introduced into universal
vaccination. An anti-HBs titer of 10 mIU/mI or higher after vaccination is considered to indicate the acquisition of pro-
tective immunity against HBV. Many in vitro diagnostics kits for anti-HBs are available to measure anti-HBs titer but
observed titers may differ among kits. In 2008, anti-HBs quantification kits were evaluated using the Japanese Na-
tional Standard for anti-HBs immunoglobulin. Results suggested greater than three-fold differences in observed titers
among kits. Some kits were subsequently improved, and new anti-HBs kits have been introduced into the market. In
this study, we re-evaluated anti-HBs quantification kits using two reference materials. The differences in observed

titers among Kkits has decreased, to 2.1 times or less.
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