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Rz WRET 5,

Tk ARREE O T BN E L, RHIDEE
FE S NIIER 2 R E LT, AFIE I A B G
F5UZ TENE L, Electronic Data Capture (EDC)
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DX, THEREAAE) 80.8% (1475/1826 ),
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HROLALDE ) 55.1% (1007/1826 i), TFs#h, 42.1%
(769/1826 fl), T57, 41.7% (761/1826 ),
TG, 40.6% (742/1826 f51), THRJE, 32.6%
(596/1826 f§il) ¥ X OF MHE,; 19.8% (361/1826
W) ThHoto, MELIM 1 HlOEEFEDIIHE T
T HEETHD, WEBMOEEHMND, 20
B EWIE & 2ot F R ReWBETRET
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fim - AREOBIE TORR LD, KFD
HEZRICE T 2 EHERT TOLEMEICH
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&Fﬁ%/n\ u!u&) Eﬁ’tﬁfﬁo 71:_0

iU &I

HIREZE DAY A4 VA%, KEH RS Y
A VA (Varicella Zoster Virus LA T, VZV) T&%
D, A E LRI LI L 725 S VZV A
FAIRRER ISR T 2V, HPRIEE 13, AR
IR L T 7z VZV 3 EEL L RIET 5
b DT, MAN IR E LU TR Z ) BEDS
FA D B3> CHIRT 5, i, R
F 72 IZEAIAN AT & D MM ST
2 &, WINEZOFIEY A7 EE 5 2 L3
STzl

OEIC BT B EEEIGETIE, 50 % &
IRFGEFAERIIRIM L, 70~T79 MOERTH -
EHEL I G INTWL Y, SREIL
L HDENZE T, WIRIEE O P I ERE
27 5%,

v )y 7 AfER (BN, AAD 1%,
Mt & X ORI RIS E 2 HE T 5 X )
GlaxoSmithKline Biologicals #:ic X v #%&F - B
FxN, VIV D™ A )L AEH FICHEIET 284
VUEE (gE) PR E 7Y 28+ (ASO1B)

ZilAaGbE T, iz 722y b s F v
THh 5, 50 b I (ZOSTER-006 24E4)> & 70
UL (ZOSTER-022 itBR) Y D i % xfgk &
L Tf7 o ZEBR L FSE MAHER ARG O 53, R
H D 50 K LA L DHPRIEZE I 2 TR E
Y OREWEITREN, ZNSDFERDS, b
BENZE VLT 20184E3 H, THIREE DT
ZANEEE 73BN & U CHELERFE AR 2 HUS L
71':5)0

F 7z, PP Z ORI LD QSR MET
L 725 3R O FIE S L CFEIE(RY R 728
B EMHIS TV B 709, Skl g
WEE OGN BT 2 KK ORRAEZ I T %
TR, REEEE L OLetEFHET 5 2
EERHEME LT, BFREIMEHRESmHEETH
(ZOSTER-002) 7 %> 658 i il i 3 988 vhh o i 55
H#% (ZOSTER-039)¥% % MR & L 72D
RS EN S 7210, Zh s DRz 5 %

Z, HDETIX 2023 4F 6 HIZHIRIEE IR T
ZVRAIBEVEEZSND 18HL EDF A~
DDA R S WY,

7 U F v EAEIRE %iﬁﬂ“ 2 A ReED B 5 HIH
ELT, vavy, TF747F% > —%2&4H
BHEDSH 5, FINWICT Y 2NV M E2ED
77 F Tk, BEREOESWEANIBWTHRE
DB 5038 b 5 P B (Potential Immune-
Mediated Disease LA, pIMD) DFEB% %5
THREEDH 2, 2o OBRFHEIZ OV
T, 20 EFRIE S MAHE KRS (ZOS-
TER-006 ¥ £ U8 ZOSTER-022) D& fiETics
WTZ DR FHli SN TE D, RAEREE
14,645 il (HAN 544 % &5) CHEH 30 H

TICHBL, AFIEMLEBED D LI N
THEELT ST 74 7F—EB1HE LN
FEEEIE 2 2EEBOEDS 3 BlE S, Ths
DIFBUEFNCENOEEH LR, 47T
T4 7% =pEIn 1L Ty, 7
FAMVYFEIZED TS 7 4 7 X2 —DIEHIE
BIZIEAK L 2w s, 72, pIMD
DOFBRME LT, V7 F U EMEBEEH D &
HW S 47 pIMD 1, AFIEMEET 1661, 7
7 & R C 18 IR I N, MR BT
RELEFHD SN D712,

—J7, FEER ETIERGB TR E &S
o, EERELIHAELHAL TV
LREG 2 N RICARI D ERE I NS 2 L3 TR
n, ENOREHNICBET 2% T—2i3E7 1
FTIRE, £, WREBICRETZY RS
BEVEEZEZ SN D 18K EDF~DERD
ARINLI Lo, WIREZBICRET Y X
7R EFEZ SN BIEFNIR L TOERF D
035885 2 aligtEasd b, 20 k9 HiE
Bz B 2 RIBCFEBURDLE O 2 MG %
UNCERBEENAZE T 2 0 H D H 5, AFIDEK
IR SN EHRG ) R 7 EHEHE] I 3D
&, HIHFEETICEBT 2 %22t 5720
WSS A (GSKID : 212853 BUT, A3
/) 2EEFTH 5,

S, AFEDHHEFHT DR R 2 T 5,
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s BARTIE, WIRERER I H 2 PRRTC & > T
S FHE IS 5 B 2 A T 2 0ER, B
S ORI E 2 ST L 2 50 2 5K /5
B2 St LR S RERIC B 1T 2 Rl
JEFBLRIUC DOV THHET 5,

I WREAE

1 NRELVBEHE

AR, AHIDOREE - BIFTH 2RI
ZBOFHiZHNE L, AR CERI N
FER & U7, SRE T EREGIE LR T 15,000
BT ORI DS TIRE & 22 % & 5, TEEFIE
% 7,500 LA R & B L7, ARFHE G hye sk
JizCHEME L, EDC (Electronic Data Cap-
ture) ¥ AT ALEHWT, EHIERE X 07—
FINERIT- %, BRI, &Rlov 75
PR30 HM & L7z, B e L Cmi
WEOEM (SR BT 2 LR, R
ISR RIET EEZ 6N 5 3A, HEICH
BERITT EEZEZSNDEER) 2O THINE
L7z, 5ENZ 202048 H& D 2022410 H £ T
IR S DS RE S L7 FEA T o o BTG 2 s
T3,
2 HEHRIEH

BlERIHH & LT, HiElEE R, Aok
R, BRI S SN EAPEmMI
TIRESZRE L, AHEEBICREINE
FHHRRICOWT, i, HEMEESXOERF LD
BLHME S OFEMEIRZINE L 72, ¥, KHlE
fht% 7 HRI(BiH%Z 1HH: LC7HHZ )
WCHRBLL R ERR QEERAR,
TROLFEAR, ESHBMIER) B &K OegtEES
R (Wi, BE57, S, TESE, BN, HE
RCEG, W6, TR, R 2REAEER
ELTUNEE L 72, F 72, AKIERE 30 HRH (B
HHZ1HHELT30 HHE T IICHEL 5
EAHFRRUNOEHERS (FREE 7 HH XD
BICHBLL 72 EROREDRTE X O H s
FEHRLED) 2RENMEEFFRE LUNEL
7,

WM FEEE LT pIMD) 8L O

avy, 7774 7% —) 2&%E LT,
3 BFAE
BEVEIZO VT, REEMITRERICE
JBREIRE (KA L OBEENRE ShzwE
FHRR) OFBLRDLZE FHM L 72,
4 HALDEBETF, HWRHEEZELFSLVEENE
A, THEIEHSOBEGERTEHOHFHEKR N
RO EOEEMEICEIT 285 (K 16 4F 12
H 20 HIEEF @A 171 5) 0 ICHID FEhi L
Too ARFHAEIL, BEEEE AL LT 329
M EZB S OER UKRES © GSK07005)
ZECHEME NS, £, APFIZREIPSD
CEHIC K B FEBER IS L CHEML 7%,

I i xR

1 FEGERK

FEGIRSR 2B 1 1R T, AFEICERINL
FEFNZ 451351 TH D, DI b 2442 BlOFE
TEAS[EIN X 41, 1835 B D FH A A3 E X iz,
ConnlefE H DU 2 Ly o 9Bl %2R <, 1826
il % e VERRT R SUER & L 72,
2 HEEEERSLUCFRFEERR

LAV SRIE B 1826 412 35 1) 5 AHI D
BRI 2 3R 1 ISR L 72, VRN SRAER)
DI b, 84.3% (1540/1826 1) 2RI SIEASEE 0
SNtz, 2[BH %8R L 7 5ERNIE 98.5% (1798/
1826 ) TH v, 2 [HHZ R L 20> 7hiEp]
1.5% (28/1826 ) D ¥ b 2B Tk
#We (THEERBH, 8L NEh2 5, Kb
Ly ZBL) Thot, &8, THERERRE
Wy EHO 2 FEHZE/ L 2o IERNICE
WCHELAEEREIBD oNmdr o7, HlE
M B o0 S ¥ il 1% 75.0+23.8 H (£ 42 HE {2
[SD]) TH o7,

e E OREBIRE L Z R 2 ISR L 7,

RN T2, 2368.5% (1251/1826 ), 4E#
DVt IF 66.7+£10.1 5% TH > 72, 50 A D
FEFIZ 0.5% (10/1826 %) THH, ZDIH b
PRI EEREH & TA4E) ot LA TR
FIR Rl RR G D AR WG 1 5 49 % & 72 > T\ % 84
&S, 3A~49 IFDIERITH o 7o, THEEHEE,
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BRI 455 HEE%
BEREDI 4513 41
SAEZREIUTES 2070 i
R B EES % 1451
SAEZREINEEY 319 f&&%
S ZE EYNE S 2442 5
| BEERE TS 607 fl |
AEEE T R 266 HEEX
AEZREEES 1835 1§
| BEMBITRRIMES] 9%l |
TR I R IEEY 266 FEE%
TR REESI 1 1826 5l
MEEE o[ Bk ERRRE
1826 13 1798 15l 3624 151
20 B #1E R MMATERIMERES] 28 15l
- AFl2E B kiEE 28 1§
X1 fEFIER
R SRS AL V2 R & A
1 HEEEER (EERR
HE | RERES | ARG Bl S
KEGIEL | (%) | FEBUEGIE | FEEE (%)
BERERE % 1826 100.0 1540 84.3
2 [o] Bl %L 28 15 21 75.0
HY 1798 98.5 1519 84.5
2R TR o7 | HEHKIH 5 0.3 5 100.0
Hih WS, Kb L 6 0.3 5 83.3
DS DRSS | 17 0.9 11 64.7
B DA o [ il o0 I T 1 0.1 1 100.0
AHIBERERRE [H] <55 8 0.4 7 87.5
FEGIEL : 1798 55=~<83 1357 74.3 1139 83.9
SEEMi£SD 1 75.0+£23.8 | 83=~<111 260 14.2 220 84.6
/Mt 26 111=~<139 102 5.6 91 89.2
FhLfil : 64.0 139=~<167 54 3.0 49 90.7
BOKA ¢ 212 167=~<185 14 0.8 11 78.6
185=< 3 0.2 2 66.7
2EIHERE A L 28 1.5 21 75.0
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®2 REEERBEIRISERNT (1)

FEAEHR RENEEER BSOS (4x4k)
Rl B o | s | mss | mst | sl | mBOE | WBOG
FEGIE | HE (%) | B | #HlE (%) | iEEIE | #a (%)
it 1826 | 100.0 | 1535 84.1 195 10.7 | 1540 84.3
T W 575 315 475 82.6 40 7.0 476 82.8
% 1251 685 | 1060 84.7 155 124 | 1064 85.1
RO A Tk A 7L 1251 | 100.0 | 1060 84.7 155 124 | 1064 85.1
bHh 0 0.0 0 — 0 — 0 —
i 1 U] <15 0 0.0 0 — 0 — 0 —
SEEMEESD 1 66.7£10.1 | 15=~<50 10 0.5 9 90.0 3 30.0 9 90.0
KA © 96 50=~<65 761 41.7 653 85.8 92 12.1 654 85.9
FhoLfiE : 67.0 65=~<75 632 34.6 538 85.1 64 10.1 540 85.4
/Ml 34 75=< 423 23.2 335 79.2 36 85 337 79.7
AHIDANOHIRIEE 77 | =L 1720 942 | 1439 83.7 180 105 | 1444 84.0
F RS Hh 27 1.5 21 77.8 3 11.1 21 77.8
N 79 43 75 94.9 12 15.2 75 94.9
HIRIEE O TR L 1467 80.3 | 1222 83.3 148 101 | 1226 83.6
bHh 223 12.2 186 83.4 28 12.6 187 83.9
NG| 136 74 127 93.4 19 14.0 127 93.4
PRSI EH O%Y L 1813 99.3 1522 83.9 195 10.8 1527 84.2
Hh 13 0.7 13 100.0 0 0.0 13 100.0
g B L 1632 89.4 1363 83.5 171 10.5 1368 83.8
Hh 194 10.6 172 88.7 24 12.4 172 88.7
L R (S R Bl | 2 L 1635 89.5 | 1365 83.5 171 10.5 | 1370 83.8
T 5 IR ) Hh 191 10.5 170 89.0 24 12.6 170 89.0
Tl A (S 1o % | 7L 1644 90.0 | 1374 83.6 173 10.5 | 1379 83.9
FIET EEZLNDIHEAD) | Hb 182 10.0 161 88.5 22 12.1 161 88.5
i FEME (I % | kL 1823 99.8 | 1532 84.0 195 10.7 | 1537 84.3
RIET EEZoNDHE) | HD 3 0.2 3 100.0 0 0.0 3 100.0
Jkpbpe 7L 827 453 637 77.0 59 7.1 640 774
bHh 999 54.7 898 89.9 136 13.6 900 90.1
HpEp il (B L 1798 985 | 1511 84.0 191 10.6 | 1515 84.3
bHh 28 15 24 85.7 4 14.3 25 89.3
il (AFlpE ) L 1789 98.0 | 1505 84.1 189 10.6 | 1510 84.4
bh 37 2.0 30 81.1 6 16.2 30 81.1
R TIERE ) I3 R AT I T B AR, B, IR, 2oz ET,
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®2 REEERBEIRISERRT (2)

A EHER Rt e E g BISG (4fk)
Rl B o | s | mss | mst | sl | mBOE | WBOG

FEBIE | Ha (%) | EBE | #Ha (%) | ERE | #a (%)

at 1826 | 100.0 | 1535 84.1 195 107 | 1540 84.3
HEpEpE (2 0fth) AL 832 45.6 641 77.0 59 7.1 644 774
Hh 994 54.4 894 89.9 136 13.7 896 90.1

W L 1664 91.1| 1386 83.3 177 106 | 1390 83.5
Hh 162 8.9 149 92.0 18 111 150 92.6

WIE R Y 25> | &L 1730 947 | 1444 835 185 107 | 1448 83.7
(KA DT 7 F ) bHY 96 5.3 91 94.8 10 10.4 92 95.8
2 [l HE R ER Y 7 F | 5L 1742 954 | 1460 83.8 184 106 | 1464 84.0
v O(BHIS DT 2 FY) | B Y 84 46 75 89.3 11 13.1 76 90.5
WA R Y 7 | L 1794 982 | 1505 83.9 193 108 | 1510 84.2
5 Hh 32 1.8 30 93.8 2 6.3 30 93.8
2 bl HEEREF R BERE Y | 22 L 1811 99.2 | 1521 84.0 194 107 | 1526 84.3
v F v Hh 15 0.8 14 93.3 1 6.7 14 93.3
{5 FH A L 957 52.4 748 78.2 60 6.3 751 785
Hh 869 47.6 787 90.6 135 155 789 90.8

Fhtayert: GERILAE L 1816 99.5 | 1525 84.0 194 10.7 | 1530 84.3
Hh 10 0.5 10 100.0 1 10.0 10 100.0

ZH T 2IERIF 54.7% (999/1826 %) TH -
oo 209 L, SRR ORELHT HREHIE
10.6% (194/1826 fil) TdH b, " Hafe B I B
T 2 HEEpE 2 G T 2 EHNE 10.5% (191/1826
) ctH-ot,
3 &2t

1) LM GREGNIC 31 % RIS FE B

R

Bt 2 2R O RIS BRI 2 &R 3 1T
L 7o, LA SRER] 1826 (12 BT,
EAHFRR, FMENMERRZ2EOAIGD
FEHEI A1 84.3% (1540/1826 ) TdH - 72,

AHINDHARKE 7 7 F > Beffiftlid b o
FEH T ORIBCFEIE G 1% 77.8% (21/27 #1),
PERRREER e LT3 84.0% (1444/1720 1), HEf
BRI 13 94.9% (75/79 ) TH - 72 (R 2),
FEREE /B 7 L O fE B T o Rl BOIG F B E 4 1%

904 Therapeutic Research

77.4% (640/827 f5l), FEEEERLSD D TIX 90.1%
(900/999 #) TdH o7, F7z, BB
FH U 72 3650 7 L ORER T 0 Bl S F BLE A4 1%
78.5% (7517957 #), fHEHFEHIDH b Tix 90.8%
(789/869 fl) TH -7,

A TERRNT R SRAER 1826 Flic BT, 1%L
oG CHER S M RIRGFBRDUC DT
RIWWRLT, BIKIGDOED RbDix, THEH
ARG 80.8% (1475/1826 f4l), MEEfERALHE
My 57.8% (1055/1826 #1]), T EEREE A7 FLET
55.1% (1007/1826 f5), T¥&#h, 42.1% (769/
1826 ), 97, 41.7% (761/1826 %), THiA
Jii1 40.6% (742/1826 i), TUHIE ) 32.6% (596/
1826 ) & kv THIFE 19.8% (361/1826 #il)
Th-o7,

HENEERFRDI L, EELZREIKIEE LT
2 HOEMEH S 18 HHC TR, 1 41
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®3 BEIRNHERRSA

FrEAERR | FENEERR | BIRE (&)
EERERAIESS
1826 1826 1826
Bl S5 o> FEERRE B $ 1535 195 1540
BRGS0 FEEE (%) 84.1 10.7 84.3
il S N5 o Rl FEBUEHIE (%)
—fi - EHEEE L ORSHMORE | 1531(83.8) 91(5.0) 1533 (84.0)
7 7 F v R AR 1474(80.7) 2 (0.1) 1475(80.8)
7 7 F v R IR 1055(57.8) 1(0.1) 1055(57.8)
7 7 F v BERETRALALSE 1007 (55.1) 1(0.1) 1007 (55.1)
FHEN 769 (42.1) 0 (0.0) 769 (42.1)
it 759 (41.6) 2 (0.1) 761 (41.7)
e 361 (19.8) 0 (0.0) 361 (19.8)
7 7 F BRI 2 9 R 0 (0.0) 55(3.0) 55 (3.0)
MEtERE & OOk EE 742 (40.6) 40(2.2) 754 (41.3)
i A 742 (40.6) 0 (0.0) 742 (40.6)
Eofiped 0 (0.0) 23(1.3) 23 (1.3)
et R 596 (32.6) 22(1.2) 604 (33.1)
R 596 (32.6) 0 (0.0) 596 (32.6)
5 o 183 (10.0) 12(0.7) 191 (10.5)
L 96 (5.3) 1(0.1) 97 (5.3)
A 88 (4.8 1 (0.1) 89 (4.9
iz 72 (3.9 0 (0.0) 72 (3.9
FERG & & OB T i ks 0 (0.0 44(2.4) 44 (2.4)
% 9 FEE 0 (0.0 30(1.6) 30 (1.6)

MedDRA/J (25.0)

1% DL EOHEIE TR S U I IS D W CERER, EEAREIRIG E LT TR I

1flHsid St

g I N, ZOERIEEETSH > 7,
WTNOEIE b ERIIFAIE D L  IZB T
HoTz,
2) BEfERE L OFEBREH B o Bl KOG FE LR
D
BV SUER] 1826 il 12 B\ T, fInlEE
fHH 6 B RISHR £ Tolf &k 412, 214
HEREH 2 6 BISOCAEIR £ COMZ &R 5 1T
L7, 28, &4, ®5 EHIT1%L LoHEE
THERR S L7 B ROGFEBLIRPLIC D W CEEEk L
oo MIRIBAEREG] (1826 B1) Tk, RrEfiEH

RIEBUERH 81.3% (1484/1826%1) D 5 &, 84.6%
(1255/1484 i) H3Eefd4 HICRISUG 2 FEBL L,
Pefditt 2 HH £ TI2 R 99.3% (1473/1484
) OREFIDEISOGZEFEHL 72, F 1, FrEst
A EFRIFEBIER] 7.8% (142/1826 i) D ) 5,
PR 7 HHDINIZ 91.5% (130/142 1) DH%E
BASEI SIS % S L 72,

2 [0 HEERERERT (1798 #) 123\ T b FlnlHE
i L RBRDBHIAITH > 7, TN OB
BOTYH, FREAEFRICEUYTIRHIKIEDS
COMEREM H B X OBHICHE L, HeEsaE
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x4 BIRBERITOHE (VIEEE n=1826)

RIRIEFEBL % COMR (H)*!
e AERR
A%«l—
1 2 4 . .
3 > 6 T | semEn (%)%
il SR 55 o R 4 il IS s o e A1) S B 91
—f - EEEEL X OBRGE | 1235 | 227 8 1 0 1 1 1473(80.7)
IVAQLIN; =
7 7 F R A 1156 | 214 10 2 0 0 2 1384(75.8)
7 7 F AR IR 508 266 34 5 2 0 2 817 (44.7)
7 7 F v BARETAALDE 358 324 72 7 2 5 1 769 (42.1)
FEEN 212 318 6 1 0 0 0 537 (29.4)
W 250 269 13 1 0 1 0 534 (29.2)
e 117 94 1 0 1 0 0 213 (11.7)
7 7 F RN % 9 FEK 0 0 0 0 0 0 0 (0.0)
R s L Ok AMLSEE | 348 184 10 2 1 0 0 545 (29.8)
3 P 348 184 10 2 1 0 0 545 (29.8)
PR 170 221 13 1 4 2 0 411 (22.5)
i 170 221 13 1 4 2 0 411 (22.5)
1 s 52 49 6 3 1 0 0 111 (6.1)
L 31 25 0 0 0 0 0 56 (3.1)
T 18 19 12 2 1 0 0 52 (2.8)
i 18 14 5 1 0 0 0 38 (2.1)
SR B & OB T ARk 0 0 0 0 0 0 0 0 (0.0)
Z 9 FEAE 0 0 0 0 0 0 0 0 (0.0)
BISOSFBEGIE (%) %° 1255 | 218 8 1 0 1 1 1484(81.3)
(84.6) | (14.7) | (05) | (0.1) | (0.0) | (0.1) | (0.1) - -
RIS SR S FBUERI% (%) 6 | 1255 | 1473 | 1481 | 1482 | 1482 | 1483 | 1484 - —
(84.6) | (99.3) | (99.8) | (99.9) | (99.9) | (99.9) | (100.0) - =

LSRRI B T, EARE (PT) 25 & 4 2 RIS EEIRSER L 2356y, WIFRIBOERE £ TR
H#z T8 L 72,

HL BREX B K CRIBISOREIC BT 2IEFI O BRI Z RS LI L%,

I BIBOSTEBLH SR ZRE B D\ TR, BIBOGTEH £ oMM & L TR L7,

H41% DL LoF A CHER S e FIURIE IS D T

52 (R BB FEBIAE B A A HEBIEL) X 100

61 (RIBOS SR H R BUE G/ AR HEEIE) x 100

HRICEEY T 2RIICDE MR 7T HUW  WoREZAT 2 &l S 7Ep] 194 flic s

ICTEBLL 72, W, 1% M EoEIE THER S M EHI OB FE B
3) fuEEEOREZ G HEH WKz FR 6 128 L7, BISOGTEBIHEI A3 88.7%

AR & o T, IR I g (172/19460) TH o7, FEAFRRITILY T
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RIRIEHBLE TOMM (H)*!

e ERR BSOS (&)
7< 15< . 7< 15< .
= INS
S I i %ﬁﬁ@?g(%“ i T B ?éi%ﬁ{;*:;@/)“
=15 | =30 ’ =15 | =30 A
Bl S o TR AU FE ORI 5L Bl S o FEAEUA FE BURE 5L
59 3 1 0 63 (3.5) 1474 1 0 0 1475(80.8)
0 1 0 0 1 (0.1) 1384 1 0 0 1385(75.8)
0 0 0 0 0 (0.0) 817 0 0 0 817 (44.7)
0 0 0 0 0 (0.0) 769 0 0 0 769 (42.1)
0 0 0 0 0 (0.0) 537 0 0 0 537 (29.4)
0 1 0 0 1 (0.1) 534 1 0 0 535 (29.3)
0 0 0 0 0 (0.0) 213 0 0 0 213 (11.7)
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Safety of Freeze-dried Recombinant Herpes Zoster Vaccine
in Clinical Practice

Interim Report of Drug Use Investigation

Kazunari Umezawal), Naomi Hasegawal), Yuki SuzakiZ),
Takahiko Imaig), Takako Hattori3), Yoriko Morioka“),
Tomoko Sugiyama®, Momoka Toyama® and Naohiro Takahashi?
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Objective: To evaluate the safety and reactogenicity of recombinant zoster vaccine
(RZV; Shingrix), via intramuscular injection, in subjects who received this vaccine for
the first time for the prevention of herpes zoster, in clinical practice. An interim analysis
was conducted with data obtained from August 2020 to October 2022.

Methods: This investigation included subjects who had received RZV for the pre-
vention of herpes zoster, followed for 30 days period after each of 2 doses. It was con-
ducted using a central registration method, and case registration and data collection
were performed using the Electronic Data Capture system. In this safety analysis, we
evaluated the incidence of adverse vaccine reactions (AVRs) in subjects who had received
RZV.

Results: 4513 subjects registered, 1835 case report forms were reviewed. AVRs
occurred in 1540 (84.3%) of 1826 subjects included in the safety analysis set, excluding
9 subjects who had not visited the hospital since first vaccination. The most frequent
non-serious AVRs were vaccination site pain (80.8% ), vaccination site swelling (57.8%),
vaccination site erythema (55.1%), pyrexia (42.1% ), fatigue (41.7%), myalgia (40.6%),
headache (32.6%), and chills (19.8%). One case of retinal hemorrhage was reported as
a serious AVR that was causally related, which the subject recovered from. For safety
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specifications, no AVRs were reported for potential immune-mediated diseases
(pIMDs). Based on standardized MedDRA search queries, 1.0% corresponded to ana-
phylactic reactions and hypersensitivity.

Conclusions: The results of this interim analysis suggest that safety profile in Japa-
nese subjects in real world settings is consistent with known safety profile.
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