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BEXSERO is a vaccine indicated for active

immunization to prevent invasive disease caused by
Neisseria meningitidis serogroup B. BEXSERO is
approved for use in individuals aged 10 through 25
years. Approval of BEXSERO is based on demonstration
of immune response, as measured by serum bactericidal
activity against three serogroup B strains representative
of prevalent strains in the United States. The
effectiveness of BEXSERO against diverse serogroup B

strains has not been confirmed.
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Administer 2 doses (0.5-mL each) of BEXSERO at least

1 month apart.
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Bexsero is indicated for active immunisation of

individuals from 2 months of age and older against
invasive meningococcal disease caused by Neisseria
meningitidis group B. The impact of invasive disease in
different age groups as well as the variability of antigen
epidemiology for group B strains in different
geographical areas should be considered when
vaccinating. See section 5.1 for information on
protection against specific group B strains. The use of
this vaccine should be in accordance with official

recommendations.
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Table 1. Summary of posclogy

Age at first dose Primary Immunisation Intervals between Booster

Primary Doses

Mot less than 1

Yes, one dose between 12 and 15
marith

manths of age with an interval of at
least B months between the primary
series and booster dose  ©

Three doges each of 0.5 ml
Infants, 2 months to §
months *

Mot less than 2

Two doges each of 0.5 ml
ranths

Yes, one dose in the second year of|
life wiith an interval of at least 2
manths between the primary series
and booster dose ©

Infants, 6 months to 11 Twa dases each of 05 ml Mot less than 2
months rmanths

Yes, one dose with an interval of 12
manths ta 23 manths between the
primary series and baoster dose ©

Children, 12 months to 23 Two doses sach of 0.5 ml Mot less than 2
months manthe

Children, 2 years to 10 A booster dose should be
years considered in individuals at
Two doses each of 0.5 ml Mot less than 1 continued risk of exposure to
marith
meningococeal digease, based on
official recormendatians ¢

Adolescents {from 11
years) and adults®

3The first dose should be given no earlier than 2 manths of age. The safety and efficacy of Bexsera in infants
less than B weelks of age has not yet been established. Mo data are available.

b case of del ay, the booster should nat be given later than 24 months of age.
“See section 51. The need for and timing of further booster doses has nat yet been deterrmined
9gee section 51,

*There are no data in adults above 5C years of age
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Bexsero (GLAXOSMITHKLINE INC)
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BEXSERO is indicated for active immunization of
individuals from 2 months through 25 years old against
invasive disease caused by N. meningitidis serogroup B
strains.

As the expression of antigens included in the vaccine is

epidemiologically variable in circulating group B

strains, meningococci that express them at sufficient

levels are predicted to be susceptible to killing by
vaccine-elicited antibodies (see 10 CLINICAL

PHARMACOLOGY).
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4 DOSAGE AND ADMINISTRATION

4.2  Recommended Dose and Dosage Adjustment

Age at First Dose Primary Doses

Intervals between
Primary Doses

Booster

3+1 schedu

ile:

Threedoses,

eachof 0.5 mL
Infants,

Not less than 1 month

1 boosterin 2™year of lifewith an
interval of atleast 6 months between
the primary doses and booster.”

2 months to 5 months

2+1 schedu

ile:

Two doses,
eachof0.5mL

Not less than 2 months

1boosterin 2~year of lifewithan
interval of atleast® months between
the primary doses and booster.*

Infants, Two doses 1boosterin 2~year of lifewithan
6monthsto 11 ! Not less than 2 months interval of atleast2 manths between
eachof 0.5 mL .
months the primary doses and booster,
Children, Twodoses 1booster givenatanintervalof12 0 23
12 months to 23 ! Not less than2 months | menths between theprimaryseresand
eachof0.5 mL
months booster.®

Twodoses,

and Adults, eachof 0.5 mL

Children, Adolescents ‘
2 through 25 years

Not less than 1 month

1 booster considered inindividuals at
continuedrisk of exposure to
meningococcal disease, based on
guideline recommendations.

*The need for, and timing of furtherdoses has notyet been determined (see 14 CLINICAL TRIALS).

Sufficient data are not available on the safety and effectiveness of using BEXSERQ and other
meningococcal group B vaccines interchangeably to complete the vaccination series, Therefore, it is
recommended that subjects who receive a first dose of BEXSERO complete the vaccination course with

BEXSERO.

4.4 Administration

BEXSERO should be given by deep intramuscularinjection, preferably in the anterolateral aspect of the
thighininfants or in the deltoid muscle region of the upper armin older individuals.

Separate injection sites must be used if more thanone vaccine is administered at the same time. The
vaccine must not be injected intravenously, subcutaneously or intradermally and must not be mixed

with other vaccines in the same syringe.

BEXSERO must not be mixed with other medicinal products.
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Bexsero (GSK Australia Pty Ltd)
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BEXSERO is indicated for active immunisation against
invasive disease caused by N. meningitidis group B
strains. BEXSERO is indicated for vaccination of
individuals from 2 months of age and older.
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Table 1. Summary of Dosages

Age at first dose

Primary
Immunisation

Intervals between
Primary Doses

Booster

Infants, 2 menths to 5
months?

Infants, & months to
11 months

Two doses each
of 0.5 ml

Not less than 2 months

Three doses
each of 0.5 ml

Two doses each
of 0.5 mL

Not less than 1 month

Not less than 2 months

Yes, 1 dose in the
second year of life, from
the age of 12 months or
later, with an interval of

at least 6 months

between the primary
series and booster dose®

Yes, 1 dose in the
second year of life with
an interval of at least 2

months between the
primary series and
booster dose®

Toddlers, 12 months
to 23 months

Two doses each
of 0.5 mL

Not less than 2 months

Yes, 1 dose with an
interval of 12 months to
23 months between the

primary series and
booster dose®

Children, 2 years to
10 years

Two doses each
of 0.5 mL

Not less than 1 month

Need not established®<

Adolescents (from, 11
years) and adults*

Two doses each
of 0.5 mL

Not less than 1 month

Need not established®<

2 The first dose should be given no earlier than 2 months of age. The safety and efficacy of BEXSERQ in infants
less than 8 weeks of age has not yet been established. No data are available
©See Section 5.1 CLINICAL TRIALS.
© A booster dose should be considered in individuals at continued risk of exposure to meningococcal disease,
based on official recommendations.

* The safety and efficacy of BEXSERO in individuals above 50 years of age have not been established

Sufficient data are not available on the safety and effectiveness of using BEXSERO and other
meningococcal group B vaccines interchangeably to complete the vaccination series.
Therefore, it is recommended that subjects who receive a first dose of BEXSERO, complete
the vaccination course with BEXSERO.

Further guidance regarding the use of vaccines can be found in the Australian Immunisation

Handbook.
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(1) EEA LI, K ENERBRE TR D AFELEE L COMERN
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1) Database: Pubmed <to July 17, 2023>

Search Strategy:

1. Bexsero AND (randomized controlled trial)[pt] and placebo (5)

2. Bexsero AND pharmaco* AND "clinical trial" (1)

3. #1 OR #2 (6)

<HEFMT IS T D i R B BR A >
1) Most relevant publications related to the development of Bexsero:

1. Vesikari T, Brzostek J, Ahonen A, et al. Immunogenicity and safety of different
schedules of the meningococcal ABCWY vaccine, with assessment of long-term antibody
persistence and booster responses - results from two phase 2b randomized trials in
adolescents. Hum Vaccin Immunother. 2021;17:4689-4700.

EH: 10~18BMERMRICLIZ2 DD 114 b HERIZKY, MenABCWY DR ER
H-RERBIVT—RE4—NEMNFMSNT. EDHER, MenABCWY [E MenB (2
MLTRERMEZTRL, 2 FAAEI R, T — X9 —EETRVORERICATESR

iz, REM(E 4CMenB ERAFTLEA, 4 AT ATITEWVWT 02y AEERS Do
—ILTOELEITREINEMN T

2. Duffy J, Johnsen P, Ferris M, et al. Safety of a meningococcal group B vaccine used in
response to two university outbreaks. J Am Coll Health. 2017;65:380-388.

B MEFH BHEXE (MenB-4C) VIFUDREMZFMEBEHEL, KFLELRE
[CxLT 2 E#EEZERL SIE-BE-To7—MBRT—2ZAVTEETER
(AE) LEELEEER(SAE)ZHREL. TOHE, VK17 BAIC3IBELEE
LIz 2)kmORERE 1,000 AHT=Y 0.88. 3)2%A BIDEAHOFKEERLED AE
ZEEMICHE, SAEX 34T, 55 1 $MXT7FI745F L —ThHo1=.
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3. Lee HJ, Choe YJ, Hong YJ, Kim KH, et al. Immunogenicity and safety of a
multicomponent meningococcal serogroup B vaccine in healthy adolescents in
Korea--A randomised trial. Vaccine. 2016;34:1180-6.
EN BEORBRELELVEICESITS 4CMenB(B HHEERXREIIFY) DRERMEL
REMEFTMIHLEEMEL, 11~17ED 264 A%, 4CMenB HEFER L HREE (T
SR +MenACWY TIFV)ICSUALIZEIY ST, 1 hARKRT 2 B#ERE, REK
ELEEEREHR LI, TOHRE, 4CMenB BT, FEZRFEICTH T HA(E
(hSBA) IBIRERAH 97~98% £E<, MEBH TIL 16~27% (& EF 0Tz Ff= NHBA
PUKREIX, 4CMenB T 52 fFICLF . BB TRIFFELL, BIREE
4CMenB B TE Mo, EICEE~HFETEARTHY, PFELULOVIFY
HEAEEREA|ESNGMN o=, LLEKY4CMenB TIVFUIEBEOFLEITE
THEWRESEZREL, T2 -MEMELITRIFTHAEN RSN,
4. Riedmann EM. Positive Phase 1 interim results for killed whole-virus HIV vaccine. Hum
Vaccin Immunother. 2013;9:7.
GSK @ Synflorix: REMMAKERREDFHICEVHRERELS.
FREEEIAIAHI DOFUOHPREERNSE | HARTREFLGRERZRLE.
BEAHBV DIUFUARBTOREREEZRET S.
W=D IF AR BRREBRAELE LTS,
JIN)LTARAD MenB TUF 2 Bexsero B, EFFAERESRZERDE E M
=GR RNEYVRRGAOTIVIVT D IFUORBEDEHERT.
HRARVIIRIV D IVF UL YRR THELGKRZRLE-.
RTS,S RSUTTIOFUNRTIVADIERIZETEIZVTEH 3 HD 1 KD SES.
5. Santolaya ME, O'Ryan ML, Valenzuela MT, et al. Immunogenicity and tolerability of a

i

REFT.

el

multicomponent meningococcal serogroup B (4CMenB) vaccine in healthy adolescents in
Chile: a phase 2b/3 randomised, observer-blind, placebo-controlled study. Lancet.
2012;379(9816):617-24.

FELOEICEBTHMIERED 4 D TUF2 (4CMenB) DR ERIE LT B MEEZETET S
=8, FUD 12 HERT, SUF LI, BIRETR, T3 RGBHAREERKL. 11~
1THROBEHOEERRIZ, 4CMenB O 1 EIEFE, 1 »AFIFX 2y ARRET 2 @
1, F£1(3 3 EEE, FLET5EARD IEEED 5 DOTIL—TIC 33331 TIUH
LIZEIYEToniz. ZOHRER, 24K T1,631 BOFLE(FHER 138 RIZERE
1.9]) 4% 4CMenB DA< EL 1 RIS DEEZERT, 2 @AFIL I EDEER, REED
99~100% M RERHR (R T DEMEAHUIAM 4 UL LZRLEZDIZHL, 1 BEERTIE
92~97% (p<0.0145), TS RE TIL29~50%THo71=. 6 7B, 2@ F=(L3EDHE
BEZITSMED I1~100% N EFHRISHL T4 U LOREMEMHEFLTLA, 11
HEETIL73~76%TLz. 6 YARD 2B F(L 3B BEEER SHRICHT K
MEETERIL 99~100%ICELFEL. BFIMEIUEHMLERGEIE, £ 4CMenB ##
BEHAULTEY, TOROEETENE Y, T3 RLVILEVKEEHELZ. D
FUoBRENPEFEELUEDOAZTREREA/ESIAY, EXLGREMR VT FILIBESIAG
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In addition, several other clinical trials publications are available as well

real-world evidence data from several countries.

< HARIZEB T B R R B >
1) 7L

ICH-GCP #EHL O FFIRABRIZOWTIE, ZTOEREHTHZ &,

(2) Peer-reviewed journal DFRFH, A F « 77 U o R EDHE IRV

1) Kassianos G, eta 1. Infect Dis Ther. 2023;12:2193-2219.
2) Cinconze E, et al. Vaccine. 2023;41:4347-4358.
3) Sohn WY, et al. Expert Rev Vaccines. 2022;21:325-335.

(3) HREFE~OFERERRI E L TORERN

<UFA T BT D HRELE >
1)

<HARIZBIT DHERESE >
1) WIEMERER 2T A RT 42 2014 B EZE S (ERREZESZEE &
H O, fh) RN A KT 4 > 2014, FEILE, AL, 2014, 1-123.

(4) FETHMEOBREIA K7 A v ~OEHIR R

<WIMCBT DA RTA %>

1) EMA @ Sorilis (283 A0 # : *Soliris, INN-eculizumab (europa.eu)

2) EMA @ Ultorimis (Z B9 % i2#L : Ultomiris, INN-ravulizumab (europa.eu)
WAL D 4.4 12 Vaccines against serogroups A, C, Y, W 135 and B where

available, are recommended in preventing the commonly pathogenic

meningococcal serogroups. & Dit#idH U,
3) KE®CDC R/ THEHE ¥ —) [ FTARERE (MRS KE [ C5~
CY, 7m~vy, W+ H, W+ D 7EOXRMEIE], MR E 7o I3MEH] 7 A MR
(HeRARMERIEZ S de)) 2A LY, MikHER (Bl Y)Y 2@ [=7 U X<
7,2 IV AT T Y AT ] E) 2 L T/ b, Neisseria meningitidis
2 H R HCREE S LD MAY MR AT, B BMIEREERIEDOT U M7 LA 73
FELTWDaAI2=2T 4O -BTHLIHE, B HMBEREOY 27 NFmE-T
BYV MemB UV 7 F v O B HEEIKTH DL LEL T WD
( https://www.cdec.gov/meningococcal/hep/vaccine-recommendations/risk-indications.ht

ml ) . Z o % A& . LT o HOEMNH#HRE I LT WS
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(https://www.cdc.gov/vaccines/vpd/mening/hcp/administering -vaccine.html)
BYEEE (X591~ —TJ—X)
® 2 EIEIEHEMEEITVET,
® HHIERERIIED Y X7 @\ 10 LD (B BEREIR R B EBIED T 7 b
T LA 7 REEET) IZiE, 3EER ATV ET,
o F2ml:E RO 1~2 R
o B3 RO 6 A%
® LA EHIIE (shared clinical decision-making) (2553 X | B FERE IR I8 B YL E
DY A7 < MOVEREZRFE - BHEKAN (16~23 %) (1%, 2 MR 21T
D EMTEET,
o B2 1 RIEERD 6 20 H %
WENEE (F—27—)
BEIR R I YE D ) A 7 BNRBIBIC DT 0 mWEHE ISR LT, CDC ZgIE >
—AZETHD MenB U 7 F DM (77— % —) EMEHEL THET,
o MY —XET S 1 ERIC 1 ELEINEERE
s ZTO®RIT2~ZET LB

<HARIZBIFLZTA RT7A4 %>

1) YEANERE DI DT I F o HA RTA ITA XA 2019)

(P #r)

10 iKWY 7 F

1. BEME AR B G E D R {8 & Bl

1 5 7% 7 (Neisseria meningitidis)it. 12 FEEA D MIEFEIC 0 FE I LTV D0, (REEME
BEME S B GE I 1T 5 S0 MIEHEAB,CWYIC L > TlE TS, (FIK)

6.0 E & E PR D AR

AARTIE, AT 7 FIHE A MDY 7 F 8 2015 4 5 A BHRE S 1
TWb, WASCE R, #EdSNRE STy, IRATHEHINTWS
TRMEREY 7 F 0%, SRR 7 F o, #EaMu s F o BRICHT DU
JF O IHEEND D,

PR 7 F o3 MR T 30U B ST E 3, 24M(A,C). 3 1fi(A,C,W),
4 (A, CYW) & 5, (1)

ZHERT 7 F 0% 2 R TIRPURRE DN ELS RN HFETE A, 2%
LEo/WNRIZERT 5, ZOROBREITECHKEAR Y7 F U REHEATY
%, (HH%)

7o, &, MiEHE B B4+ 5927 F 2 Thsd MenB-4C(Bexsero) &
MenB-FHbp(Trumenba) 23 B ¥ S i, —#HOETEBE SN TW5D, BRI L
TIEEHERZRIC LT 7 F U TEHBENESG LIS WD, KX 7 g

FIHL TV,

2) NERBBREDTDODT I F U HA RTA 2 F4 R BHK (B AR
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PER)  BAMEAED 2T - R X A R
(b, D)

==K
1. B

(R EEPEBE R B E X 2 O BE 2 RYE T, FM 30 TANRKIEL, 3
TAMELT EHE SN TV D, ERERITEE, B, HEMEE, ORI,
WL 72 & C, BIENDEIFM CEIE/R - ECICEDL Z R H 5. BIFERE 1T
RN WZ N L CTESL, A-B-C- Y- WHRATEARKEE IS, BAETE
WMo 4 SR Y 7T (A, C, Y, WAIKHS) 1355 2EU ETHEHINTE
D, BARTH 2016 FFENHEAINTNSD.

2. B SRE (5 kLA T)

BEBEAS 1 2 0 5 WFST - A NE S E . BIHUECHI R RIBE, HIVIEREZR S0 H
UR7F. BEIERANL NESOEMTES. BEEMSTRIND EREEE
(R, /DEE, ICU %%).

3. PEFE A Y

HWER, EELRAMEROLLIE. KO TETLVAX—EOH DHHE.

4. BERE TR

0.5mL % 1 [a]7); A 3 5

W7 U722, BN TIE 2~55 % THRIME « 2P fe 38 3 2

5. WhF

EWNRER CEWILRIRAE (SBA-BR Hiikfli 1:128 LL k) MR s, A2t
DRI NIz

6. RIS (ENRERE D)

HEHHERAL &9 30.9%, FIR 2.6%, MEIE 1.0%

EHIS - HRE 24.7%, 1S 15.56%, 9 11.3%, FE 1.5%

(5) EENREITIR DRI T OGRS X OWRMEHFEE (5 (1) 2L
k) 1T oW T
1) R TITEwERREBRIZITHOI TV,

(6) Lo (1) 226 (5) ZEEXBEADZYPEIZHONT

<HERhRE - HIRIZHONT >

1) WHT =2 TEHLIB 0B PN T —2OERERIH Y . D RIL 5
HMfrcxsE582%

<HEEMVE - HEIZS2NWT>

1) BEUANDOIMEHZXSGRETOMEREATY 7 F > (A7 v K7 4 fiiE)
TN L FERDO L - HECTEWNARZ=Z T T Y, WA RO L - HE
THIEZRWEE XD

<FRIRAIALE ST IZ DN T >
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1) RERRREEGYE, & AICHEBLRREMEMHERFEEREICKIT S B HRR
&

7S S G VA S S -1/ = N = G4/ N A S G Ao

i =

|7

( https://www.niid.go.jp/niid/ja/bac-megingitis-m/bac-megingitis-idwr
5/11976-mlst-20230419.html) . HUM AL DB R WEIIED U X 7 %
mOLHZERPLNIRSTEY, TOTHHITHEL TIXR LR VELE

DB L E 2D

2)  AREEMEBERRE AR B EGYE O AT HUIR S NI B W TEMBER & o TV D
[« MR~ DEMC, BRSO ZORRLRE | HIRREY 7 F D b7

NRT =T 7F L LTOLEESLEWD,

4. Efp+ _REABROBELE FDOHER

1) WMt =420, BMORBRIIALELEZ D,

5. fif%5

<HH Y F KA K OEfE o >

O TERFRFPEEFSENRE RN E T
T 260-8670 T HEM P RXZ & 1-8-1

Tel 043-226-2129 E-mail morim@faculty.chiba-u.jp
<ZDfth >

1)

6. 25— %

1) Sohn WY;Expert Review of Vaccines; 2022;21;325-335
2) van den Broek B;Clin Exp Immunol; 2019;198;381-389

3) Federico Martinén-Torres Pediatrics; 2018 Sep;142(3) :e20174250.
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