EE£FEREMRAERSE (FREZRBERMRESR)
BH4-6FE HREMREES
SEBIEDOHFR T A )L ARFRADIBER VA LA elimination (Z[EF 7z
AROWEILICET 2RFMRE

ERIME J7R— N TO HBV iR ZEEE & HBs KM DRSEICET 2T

mESEE B EE BAR+F P RMERFTRR

MRES

HBs MMM ENEFHNIL HBV Bz mn 2%, BAL OTAMZ R DEEIINE z 8T 52 & TH
S5MCUK S e MTc, BIMMER Y U —ZV VRAREEBRIEEINDEID 2014 N5 2019 FD 4 F 9
MARBE. ZEEERD 2020 N5 2024 FD 4 F 4 HARED 2 BIFEICE W T, HBV DNA 2. HBs HURFEME.
HBc AR DEHEEIME (XEF/ZEE £ 340 AA/# 300 FA) ZISRIC HBVDNA BEEIEIEICL
foBEHDSHERT 2EIAENIR— MK E LU T, HBV BEENY —H—D#HBEFE L. FHERZEE D HBVDNA
FZE5AID HBs MMz & & Hic, FRRLOREHMEZRE L c, TDFER. HBV DNA 1585 U I #
HRGRERIE 159 A/116 A, HBMEZRIL 0.0059%/0.0039%. 10 A AFEYD OFFRELREEE(L 2.38 4
/1.67 - TH o> Tc. MBABEIBICH T 2FHRBRREIIEET 275 B B0, 2ENBEAIOBIEF D HBs FiiA M
|& 10 mIU/mL K& TH > feo

B EDHERM S, HBs FLKMH 10mIU/mL U ETH 2 2 &HYHBV BERBHEIL NI & S TWIgEANEIE
THDIENBERI N,

A. tTRREN LEOEHEBIMEFD >S5, HBs FIREEME. HBV
HBs Al & HBV BEB5iHIEE & DR Z. KRR DNA (2. HBc MIAZ RIEBEZHEWRE L. BE
Mz E 9 2BERNEZEMAE TS TH  EELEMROMEARECH LT, HBVDNA OFE{L
ST B, COEREAVWTI I/ FrEEroE  ZHEEE LT BEAIED HBs UK. HBc filkDH
Y073 HBs MKl DIBZEZHILL . "2EREDOFAY |, HBs MAENMICLDEERT—I 2058 - 5
AN ARBRERITOEBERTY 1)L A HEFA U7z (3R 1) HBs FifffiAY 10 mIU/mL B k% HBs
elimination ([C[EF e ARDHEILICE T 2 EZIAE, PiEGE & U, HBs FUidiD 4 EUEER UGS

ICRILT %0 ZHREBELEDHD. TNUTZREIGERZRUVEERL
feo

B. tARAE

BAIMMBER RV ) —Z > JREHEEN 2019 FICE (fREEEA\DERE)

+L E A%k CL4800 (CLEIAK) DS TRy hE7— MIIMEDORET — 5 ZHRICERT S LieD

*7 U~ (CLIA ) CEBEInfcfet, TEH (2014 WK INTORMAEICEACTRAREZRTHD. =
E7BHS2019F 3 B, 4.7 F) ETHE (2020 & 5(CZ DMREFTEIFBARFR+FHOMRREBEES
7 BHS 2024 % 10 B. 43 %) OHEF—v &AL BRTERBEBTND, o  FRY—H—DORET
<. BEHISEBT B AR— NFEE T I — Y2 IDMRTHEABIZIEICOVTIRE, AT K
7o NOEXTRBME ICHARL TR D, BHEHPIC
REBDOHRUEFED - fo
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1. REARZFHROJ/REBER DGR HEHRE

©0.8%

0.6%

* HBcUA I EA R
(HBcAb(+) & HBsAb<200 mIU/mL)

e

2015 2016 2017 2018

2019

Study 1
Jul 2014 - Mar 2019 (4.7 years)

® HBsIURISITH o HBAPIEREE o HOVIAABITE
& HIVIARBMEE o HTLVIARRIESE ® B19jUEIBIE
L R

CLEIA = CLIA
Apr - Jun 2019

2020 2021 2022 2023

Study 2
Jul 2020 - Oct 2024 (4.3 years)

# 1. HBVDNA BBE5E D HBV ¥ —H—IC LK B RRSHAD 248

Enrollment

Infection category/phase

HBV

DNA HBsAg

Pre-HBsAg WP

HBV
DNA

Pre-conversion HBV DNA conversion

HBV
DNA

anti-
HBs

anti-
HBc

anti-
HBs

anti-

HBsAg HBc

HBsAg

.New . HBsAg conversion NA + + NA
infection
Post-HBsAg WP NA + - + NA
Anti-HBc- With immune NA + + (24x)
. response
negative Without immune
OBI NA + + (<4x)
response
Anti-HBc- <200
positive OBI mIU/mL * NA
+ B — B anti-HBs B%: >10mIU/mL, With immune response (&5 &% D) : HBV DNA BER D a-HBs AfNE

BRI AN S 4 EUEER L THBEE B 1358,

Without immune response (%&ENE7% L) : HBV DNA IREalF D a-HBs Affint

ERRIMEH S 4 FRBTHOBNSBHETH > fima, NA ZEBL

C. MRER

ZTERZOKXATHR™ICT Y MY — T = 48O
m#FFZh2h.3,435653 AH K 2,962,041 AT,
BIREHK 849 HAFEH LUK 694 HAFEICEL o,
FREARI AR (C HBV DNA HYB5Ex U fcBRIME (& 232 A
&V 123 AFEFE L. HBVDNA $HB5HEZRE 0.0068%
BLT0.0042% 2D, EEHID 61%ITHDU e,

F 1> THRAEHMEICEH TS HBV DNA [FEx
HEDORLBEHEHET DL, K 2-1 (TFER). &2
—2 (EBH) OLSICHFETE, FIEEFEEER
SN2BMEHITZENZN 202 ABLV 116 AT,
FARREEORAEEIL 10 FAFHD 238 HELT
167 FE D, BFRET 70%ICHRA U, 25
FIRRRLEE S 2B D SRR O BRI T & HBs HiikH' 10
mlU/mL A FTH > 1,

¥ 7o  HBc FUABGEH D HBs HL{K{HHY 200 mIU/mL
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RECHIEEEZB LI RVWENTEBTENZN
4,377 A LV 1,151 ALWfzhHY, HBV DNA B (&
11 BZHELT 1 HT. ZOEFD HBV DNA G MR
H 0.2513% D5 0.0869% D#J 3 2D 1 ITIEA L TL
feo

HBV DNA [5#s/FIC HBs $T/R & HBc TUAHEER L.
HBs FTAD G TH > fcBRILE (A4 /1)L b HBV Rk

(OBI) 25WEDVF Y TL—URIN—EEZ 55,
COXSHBENER>IERELFR S EORERBEICH
WT. ZN2N 30 B8 KV 7 BFE LTz, HBs HLiK
ffint 4 FEUEERUTEYE (10 mIU/mL BLE) &7
STERBIDEFNZENZN 7 BE LV 3 & HUik(l
ZEMN4ERTTEEL TWBRERILEFIN 234
BLT1BEFN T\, BEL4ZOFERT—Y%
R3IICRT, IS5 4 RIFBEHE3I R KiE1LT.
BHDOFHIERIL 59 M TH o fco WITNEBERRTD



HBs FU{Affi & 10 mIU/mL BL 3 - fehY. HBs TR IE @ HBs FLiAMEIZ#9 3 FE/ICH 7z > T 200 mIU/mL %
B2 D F F HBVDNA D HDEEE L. HBs FiiERZED BATRELTED, Ffz. HBc HUiAffilE 0.3~0.5
TOFVTL—URN—RBEHUIF 0Bl EEZS S/CO THEB L TV e,

N7fco CaseNo.4 @ 38 iXZ (L. HBV DNA P35 LLH]

F2-1. BAMF(CH |2 HBVDNA B5Ens  (GAZEHAR : 2014.7-2019.3, AIEZFH)

Anti-HBs- PY Incidences
: : Number of e Number of Prevalence
Population Infection phase positive at (person-  per 100,000
converters . donors (%)
preconversion years) PY
New infection, total 202 0 3,435,653 0.0059 8,498,247 2.38
Pre-HBsAg window period 72 0 0.0021 1.35
HBsAg conversion 115 0 0.0033 0.85
Anti-HBc-negative o\ ypoas window period 15 0 0.0004 0.18
repeat donors
Anti-HBc-negative OBI 30 23 3,435,653 0.0009 8,498,247 0.35
With immune response 7 1 0.0002 0.08
Without immune response 23 22 0.0007 0.27
Anti-HBc-positive o ppe bositive OBI 11 5 4,377 0.2513 7,958 138.22

repeat donors

% 2-2. BAMFICH(F 2 HBVDNA GEnE  (GEEHEIR : 2020.7-2024.10, REELZFER)

Anti-HBs- PY Incidences
. . Number of o Number of Prevalence
Population Infection phase o positive at ) (person-  per 100,000
converters . donors (%) )
preconversion years) PY
New infection, total 116 0 2,962,041 0.0039 6,943,905 1.67
Pre-HBsAg window period 40 0 0.0014 0.58
HBsAg conversion 70 0 0.0024 1.01
Anti-HBc-negative o ypoas window period 6 0 0.0002 0.09
repeat donors
Anti-HBc-negative OBI 7 4 2,962,041 0.0002 6,943,905 0.10
With immune response 3 0 0.0001 0.04
Without immune response 4 4 0.0001 0.06
Anti-HBc-positive ; pip. hositive 0BI 1 0 1,151 0.0869 1,675 59.70

repeat donors
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% 3. HBc 2% - HBs J{RBEMERRINE @ HBV DNA 5ExE4] (FAEHIR : 2020.7-2024.10, 4 #1)

ALT
(IU/mL)

Age DEVA HBV DNA

HBsAb
(mIU/mL)

HBsAb
increase fold

90 53 0.2 0.2 + 18.7
188 46 0.2 0.2 + 19.2
1 Male 65
365 62 0.1 0.3 + 20.8
456 57 0.2 0.3 + 16.7
593 46 + 0.1 0.3 + 22.0 1.3
0 26 0.1 0.2 + 198.1
246 19 0.1 0.1 + 213.0
2 Male 61
330 18 0.1 0.1 + 188.3
420 19 + 0.1 0.2 + 252.0 1.3
0 19 0.1 0.2 + 70.9
389 13 0.1 0.1 + 63.8
3 Male 52
549 18 0.2 0.1 + 72.0
858 28 + 0.1 0.1 + 102.6 1.4
0 17 0.1 0.3 + 197.4
394 16 0.1 0.3 + 206.9
510 14 0.1 0.3 + 209.0
4 Female 38
763 13 0.1 0.5 + 249.4
1007 12 0.1 0.3 + 204.1
1147 13 + 0.1 0.4 + 258.0 1.3
D. &8 HMEHEICE W T, FRRELEEITEE. HBVDNA

B MMROREAEZEICHVWVAEOREMED:E
Wk D, ZEBRIEIRTOBREBEBICEWTE
MEN—FNICER U (RI1), Do, BEE
BROABEHEBEZEEFERAULANILITEEE W
2020 F 7 B SoRRI BT EE LT,

BAIMEFIENRALUS. BIER 500 FAT. FEEF—TE
THDH. £ AR— D HBVDNA HBEERH L OH
RRREORERESEELEFERT 6 FIREEICHD
Ulco SNIIEEZRICLZ DD TREL. ERERE
D HBV BEENAKEL AL TETVWSE I & Z RIR
LicbDEEZ SN, #FEIMEREFD HBV NAT
BBHERIE, 2014 FIL 0.129% TdH o foh', 2024 £FIC
I& 0.061%NFERHL TWLW B,
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FZE5E1(D HBs FLAMAY 10 mIU/mL K\ TH o7zl
EH S, HBV BREATHID HBs FLiAlIL NILEEINT
W3 10mIU/mL ETHZ EWSEEHIEETH S
CENBERINC. —H. bIH 4 BTHBIH.

HBV DNA FZEx LRI A 5 RHEAIC e o T HBe AR M
T. HBs #i&ffiH 10 mIU/mL MU E (55 2 AlEH
200 mIU/mL DEE) TIREIEFZHLTLWERLWIZ &h
5, DUVFVEREDTL—U A —RBEOTREME
bHERIN, LML, CDSEEMN 3 AFERT
HO. FHZMH 1 Al HBc UMD M & (FWA
FTEHOEZERLTWSZ ENS, HBV BREEE
OHEEH(COTEES H D, 15D HBVDNA H'E5
RUCBmMEICIE. Z0ROBMZEFRL TWi



< ED@EM DX
=9, JL—VZ)—
£TH5,
Flo. ERBEMIE HBc MIABEENbREEI N
%0 ZDELSBAICHEEDLSITASHDEHEBFTE
DEBHHREE L TEM U - REEEENRRATIE T
5000 ABED W, AEZBRIIEEFMORERD
13 ICKELSBAULEED, ZDOFT 1 ADH HBV
DNA WGEsUTco TNIFIEICRREBEEE OFEMEL
THD.ZDIAR— D 10 A AFEH =D D HBVDNA
<(SHTRRRLE (TEAK 35 B EED 5 Teo

EffEhdficoH, Z0HBT7A0—NT
RENEEE M IETRBED X

(Sl

E. &

HBV % BHfEHl S 2 O [T RIEMHE /R HBs TTAE|
wmwmmtgbnfm%;&bﬁﬁ@énto—
A T. HBs #ifk% 200 mIU/mL U BT ZEMET
HBV DNA D'[Bi#r1b U I Bl b ERBIFEL. VI F >V
TL—0 AN —RBREODEFEREETE AN oI,

F. RERERER
ANV

G. fAERER

1. FMXFER
(1) Transfusion-transmitted HBV infection with
isolated anti-HBs-positive blood. Satake M
Yamagishi N, Tanaka A, Goto N, Sakamoto T,
Yanagino Y, Furuta RA, Matsubayashi K
Transfusion. 2023.
Marked reduction in the incidence of transfusion-
transmitted hepatitis B virus infection after the
introduction of antibody to hepatitis B core
antigen and individual donation nucleic acid
amplification screening in Japan. Tanaka A,
Yamagishi N, Hasegawa T, Miyakawa K, Goto N,
Matsubayashi K, Satake M. Transfusion. 2023.
Incidences of new hepatitis B infection and anti-
hepatitis B core-negative occult hepatitis B
infection among Japanese blood donors in relation
to anti-hepatitis B surface antigen levels. Satake M
Sugiyama M, Mizokami M, Tanaka ]. ] Med Virol.
2024.
The first case of transfusion-transmitted hepatitis
B virus genotype I in Japan. Yamagishi N, Ando N,
Yoshimasa T, Toda S, Sobata R, Goto N,
Matsubayashi K, Satake M, Tani Y. Transfusion.
2025.

(2)

(3)

(4)
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2. FRREK
(1) HER, WERC, NERTF, REET, 14
£, EMIERE, @5 NAT RHRRE T O MK
ICL2EmMmk HBV RERPIDHEFERICEDL
ITeBRABEAECOVWTOER, £ 71 BIHK
wmim - MlRARPRZMS (2023 F5 8 11
H T
A unique cluster of HBV subgenotype A2 is
responsible for the residual risk of transfusion-
transmission after the implementation of
individual donation NAT screening for HBV in
Japan. Tanaka A, Yamagishi N, Kojima M, Goto N,
Matsubayashi K, Satake M, 33rd Regional

Congress of the ISBT (June 17-21, 2023,
Gothenburg, Sweden)

HrhEEZ, HHEE WHEZ EMES 8B
2, ERINAT R U —Zv 7B A%OEHIMAI
TRELEIC & 1F B HBV, HCV, HIV-1 O Mm%
FURX7, %72 ARG - HiERFRFM
Be (2024%F5830H, ®ER)

RHERERET, \LEMC, SKE SXHEXET,
BEBEET, WMEDZ, EMEE SEBEZ, #E5
NAT EBAZA) D FRMEREIHE (T &%}BV@m$
B, £ 72 EHA®KIM - HEEEFRFMRS
(2024 £5 B 31 H, #EX)
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(4)

H. MKMEEDLE - 2R
(FEZET.)

1. FEFER
U



594





