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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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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

N P Intervals hetween
Primary Immunisation Booster

Age at first dose Primary Doses

ot less than 1

Yes, one dose between 12 and 15
manth

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

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

Mot less than 2

Twa doses each of 0.5 ml
manthe

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

Infants, 6 months to 11 Tw doses sach of 0.5 ml Mot less than 2
months manths

‘fes, one dose with an interval of 12
monthe to 23 monthe between the
primary seties and booster dose ©

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

Children, 2 years to 10 Abooster dose should be
years considered in individuals at
Two doses each of 0.5 ml Mot less then 1 continued risk of exposure to
manth . "
meningocaceal disease, based on

official recommendations ¢

Adolescents (from 11
years) and adults*

3 The first dose should be given no earlier than 2 months of age. The safety and efficacy of Bexsero in infants
less than 8 weeks of age has not yet been established. Mo data are available.

b | case of delay, the boaster should nat be given |ater than 24 months of age
“See section 51 The need for and timing of further booster doses has not yet been deterrnined
9 See section 51

* There are no data in adults akbove 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

Intervals between

! Primary Doses

Booster

Infants,
2 months to 5 months

3+1 schedule:

Threedoses,

Not less than 1 month
eachofo.5mL

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

2+1 sched

Twodoses,

each of 0.5 mL Not less than 2 months

1boosterin 2™year of lifewithan
interval of atleast6 manths between
the primary doses and booster.*

Infants, Twod 1boosterin 2year of lifewithan
6monthsto 1l wacosss, Not less than 2 months interval of atleast2 months between
eachof0.5 mL :
months the primary doses and booster.®
Children, Twod 1booster given atanintervalof12 to23
12 months to 23 wocoses, Not lessthan2 months | months between theprimaryseriesand
eachof 0.5 mL .
months booster.

Children, Adolescents
and Adults,
2 through 25 years

Two doses,

eachof0.5 mL Not less than 1 month

1booster considered in individuals at
continuedrisk of exposureto
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 BEXSERO and other
meningococcal group Bvaccines 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
thigh ininfants 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 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 Intervals between Booster

Immunisation Primary Doses

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®
Yes, 1 dose with an
interval of 12 months to
23 months between the
primary series and
booster dose®

Need not established®<

Infants, 2 menths to 5

months? Two doses each | Not less than 2 months

of 0.5 ml

Three doses Not less than 1 month

each of 0.5 ml
Two doses each | Not less than 2 months
of 0.5 mL

Infants, & months to
11 months

Toddlers, 12 months
to 23 months

Two doses each | Not less than 2 months

of 0.5 mL

Two doses each | Not less than 1 month

of 0.5 mL

Children, 2 years to
10 years

Two doses each | Not less than 1 month Need not established®<

of 0.5 mL

Adolescents (from, 11
years) and adults*

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) 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)
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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.
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(2R L THREIRMEZ R L, 2 FRIPURD Fifse, 7 — A 2 — 4508 TR\ 5005 SO 23
MR STz, LatEid 4CMenB & [R% ThHh > 7203, 4 BT X TIZBWT 0-2 7 /
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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.

) MIERE B B E (MenB-4C) 727 F L OREMOFEEZ B E L, K5
AT LT 2 RIEMZ LT, Bl - & - 77— b -\ — % &
WTHEFRSR (AE) LHERAEFS (SAE) 2##A L7, ZORE. 1) 1.7
N3 GELL B L7z, 2) RMOFEAERIT 1,000 AH72D 088, 3) 2%A
BED I AL ED AE 2 ARMICHE, SAE X 3T, 2B 1 BT 17 4
Txx T —Thol,

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.
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P& ZaMEFMT 22 L 2HME L, 11~175%D 264 A%, 4CMenB 2L &
XIREE (77 EAR+MenACWY U 27 F ) IZT7 »F LIZEID YT, 1 0 ARMKET2
EHEAE, REICEEAEFEFRELBE L, ZTOME, 4CMenB #f Tl1T, FEHIR
(ZXkFT D PR (hSBA) FRERENH 97~98% & @< . XIHRHETIX 16~27%I2 &
EFE oo, F7- NHBA HUARE X, 4CMenB B T 52 {512 L5 5B CIRIZIEA
72 Lo BIBGIEL 4CMenB BECTEZ 0o 7o iy, BICRE~HEE CRBIECTHY |
TEEU LU 7 FUBEAEFRRIIRE SR o7, BLEXY 4CMenB U~
FUTEEOEFEVFEICB W THRWREINE ZFE L, Zat - AL IR
ThdI NI,

Riedmann EM. Positive Phase 1 interim results for killed whole-virus HIV vaccine. Hum
Vaccin Immunother. 2013;9:7.

FH . S N)LT  AD MenB U 7 F 1 Bexsero 8, B NHEEMNEESOEEN
BERZ/T,

Santolaya ME, O'Ryan ML, Valenzuela MT, et al. Immunogenicity and tolerability of a
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.
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6 7 Ht&® 2 [0 H £ 7213 3 [ H B ffite . AR 2 FUARMBGIERIT 99~100% (2
L7, RFeE KOS NI, & 4CMenB #EFEZELIL TBY . 20
BOFEBETHMET, 779 RIV bEWAKEEZMHERE L, V7 F B P%
ELU EOFEREZIIRESNT, ERRREE V7T A BRESh R o T,

< HARICEBIT B g R R BR A >
1) 7L

XICH-GCP #EHLOFFIERBRIZOWTIX, ZOERH T2 &,

(2) Peer-reviewed journal DG, A & « 77 U 2 ZEDERE IR

1) Kassianos G, eta . 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) #HBEF~DOEERNIRR & L TORRBIRN

<A BT D BFREE>

7L

<HRIZBIT DHEFREE>

1) MEEBE KRBT A R T4 2 2014 B EB S (ERZBSEZER &4 B, i) :
VRS R 2RI A R T4 > 2014, FEILE, AL, 2014, 1-123.

(4) 2 UTMBEOBIA A T4 > ~ORBARBR

<WIMCRITDHA FTA E>
1) EMA @ Sorilis (ZB9 2 F2# :  *Soliris, INN-eculizumab (europa.eu)
2) EMA @ Ultorimis (Z B9 % FC#{ : Ultomiris, INN-ravulizumab (europa.eu)
WS 4.4 12 Vaccines against serogroups A, C, Y, W 135 and B where available, are

recommended in preventing the commonly pathogenic meningococcal serogroups. & @ 7.
Wb,
3)  KE®CDC (R TPHIEH Y ¥ —) 3R R (A pl oy KARE [ 0 C5~C9,

13




TrovY ] WA H, KT D 7R EORAE], BRERY E 7o T AER AR R Bk
IRMLERAE 2 & de)) A L720, MiREESR (5 YV Y R® [ ) X<vT7] =
NEIVR® [FT7YX~vT7] 728) M LTV | Neisseria meningitidis 1Z
A B IREE S LD MMM AR, B BRI REEREIED T 7 M7 LA 7 35
ALTVEa33a=74DO—BTHLIEE., BHHMBRERAEOY A7 BmE->TH
D MenB UV 7 F v O#EFEESTHDH ELTWND
(https://www.cdc.gov/meningococcal/hcp/vaccine-recommendations/risk-indications.ht
mD., ZOHE, UTOREMREINA TN
(https://www.cdc.gov/vaccines/vpd/mening/hcp/administering-vaccine.html) .
ByElEfE (774 ~Y)—v U —X)
® 2l E/IF 3 MEELATVET,
® B EEYIED U A 7 3\ 10 3% LL B J5 (B BRI R W GE DT 7 b7
LA 7R aGEe) ([Tid, 3 EEMAITVES,
oHE 2 B RO 1~2 0 A%
*H 3 B MHEERED 6 &
® LA E M E (shared clinical decision-making) (ZH:-3 X | B BEHANE S B B E
DY A7 D IR WRERR T - FAERA (16~23 7%) 12iF, 2 BHEERZAT 9
ZEMNTEET,
o2 51 MHERED 6 2 H R
WENERE (77— % —)
BEMER B AED U A 7 NEMIMICHZ D @0 EF Tk LTiL, CDC IEgE > Y
—XETHD MenB UV 7 F o DM (7 —RA 5 —) HEEHLEL THET,
IS U —XFET D 1 ARERIT | BB NEERE
* X DHIT 2~3 4 T L (TIBINEERE
<HERZBIDHA RTA %>
1) TERBBREOLDDIIF AL RTA4 2 B4Rl (BARBEREER)
(FFE, 2H9)

e =
1.

2 ERVERE IR B X R RO BB R YE T, R 30 TADRRIEL, 3 TAMNEL
CHEE STV D, [ EEVEBER A B AE T (T, RS . B E . Wi BN 4 S AN
b5, BERKEMERER O ERER TSR, B, B E, SORH, REETHD,
HIAEG] TIEFIEN D 24~48 REICANICHROHEIT L, MU RIREEZ1T- T (R
R B G IE IR O B SBIEL 7T~19% . BEME SR B M B IUE O B 1L 18~53% & #tis X
NTW5, BEREREIIRIKSC W 2N LS L, miEHFE A-B-C-W- X BIOY
PNERMBEREEIEDORK Lo TWD, BMBERE Y 7 F ISR Y 7 570 6
RO Fo B Z R 07 F R AN, BUE, WA TEICHEA STV D O
AWMU F UMM LRI T F U THD, ENTIIHER N Y A4 FEHWE 4
MBI R B R AT T 7 F o (A7 T v F7 4O NARESRTWD, AFNIE 4 >0
MEHE (A CW-Y) ICRUSHHEZR D 7 F T, BEICHR 77 DL EoE & s THafE R
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ThiTnsd, RBAARENTH 2 #l2zH025 B BHIZENTH D,

2. BEREXI G

ITFIZREY T 5 R BAGRE

- AT IEE TR 2 O FTREMES & D R MR A B AT O A i F o 3

- BF CRIEREA S TSN D EREARE (B, R BEEL R DESAE, E
B, ICU %, EHEEMW~AX v U o 7 CEREMET 25 2 O M5 B GE O 4
U R BR@EWER CERERTHH),

- MERUE . RRBCVEMT R RKIBE . HIV EY7e EOIR B E A9 5 H O MEE HF] . MSM (men
who have sex with men)

- (2 BEE B S B R Y D FSEME O i WO L (BEIE K L VS ~Ein b
(EfteTlE 5 FUNICHIBERFEM AR Y 7 F o 28 L T\ WIGE ICHERE 2 K5t
T5)

- FERBLE S G5 (BWBIAART 2 AT E COEMMAHELRE I )

3. BERE R Y

WEEEPRONTNNICHY T L5 ERBOONLLGEIIE, HEEEZT-> TR L0,
(1) AN ERLTWDHEHE

(2) EERAMEBRIZHN > TWDEZ ERHL N

(3) AFNOES XITEH SNHMEEERL Ik oTTF 74 F7F v —% 2 LT ¢
DD LML MN e

(4) EFRICEITF2HEDIEN, PRI EITY 2 LA RE Y 20REBICH HH

4. PERE L

1AL TAD, BR05mL & 1 EFRNICERET S,

cERNTEARIN TV D 4lBEEREK ARV 7T (A7 T v R7 4 OH1E) b
RIS RS AR EOFEREHITRIT /e,

o JLIE 2 A LE 51 RRfee MR A AR RIEE . HIV &Y 72 © O IR AE A T 5 8 oM IR B 3R
B Hp T 8 EBILL LRI A H 1) C0.5mL 2 2 [mEEfEd 5, BINEREIX S FmEIC 0.5mL
AT 5, MRz otmov 7 F o L oBEEMEREL BB T 5,

5. %R

AT T v BT ¢ Ok E AR RBRAE R, 2~55 0 B A AP % 52 A A 0.5 mL
ZHERE ML L7, $EM%O hSBAX U 7 FUHLIRIRE (BEfEnl 12 1: 8 RIOLA 138
FEZIZ 116, SUTHEFERTIC 1: 8 ML EOGE TR 4 (55U LodUR) X777
T RX VA REGEERO A MMHERERESY 7 F ookt LS MEEZ R LT,

% : hSBA (Serum Bactericidal Assay using Human complement) t b iK% 7= HLA M HI
TEE (i i B B S PR E 1)

6. @SS

AT T v R7 4 ®OHIED 2~55 e xtg e LEENGE I MERRRICL S &, e
SHBAL BOG DR BLRITE 40.2% ., FLEHE 8.9% ., EIE 7.8%. kS 3.4%., ERfFER2H K
JE DFE BTG AR 21.2% ., BUF 19.0% . BEIK 12.3%,

2) THNEMEDLODOT I F UL RTA U ITA XA 2019 (2024 FERERIR) 1 (H
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AR E =

(k)

M3 RERERE Y 7 T

1. Bl B R YR oD R & Bl

BENE A B (Neisseria meningitidis) %, 12 FEEE O MiEFEIC 0B I LTV 208, (REEMEHEE
JEYLIE L IS 5 DO MIEREAB,CWY)IC L » Tl &E TW5, (1)

6. 1073 [H & EBRAT U 0 72 5

1) 41flifEATBERE 7 7 5 (MenACWY, MCV4) ANEME N EIHERT LU 7 F
YTChDAMKER T 7 F A%, ARE. CHEL WHE, Y BEO IR IERFUR 2 & F &2 3
JEIZREAE LA THL, (PEYBARTIE, 4MMOEERY 7 F o THDL AT NI/
TEMR 2014 10, A7 T v K7 4 iED 2023 AR ST,

3) BiERE BREY 7 F > (MenB, EWARKRE) MEHEBRICHT LIV ZF L THD
MenB-4C (P§ih4 : Bexsero) & MenB-FHbp (ffih4 : Trumenba) 723, —i#B [E THER

NTW5, BREEICH L TSR AT LU 7 F o TIRRENEE LIC WD, HE
PRI BEEFAL TS,

4) SFESTRIBEEARE Y 7 7 (MenACWY-TT/ MenB-FHbp : Penbraya, [E PN ARAGEI)
KETIE, 2023410 A5 51fi (A, C. W, Y BEOBEE) 28 10~25 5kloxt L CiRw
INTWD, #FHEMET0.5mL THWERT S, #EMEEEIX2E (0, 6 2A%) Tho,
3) BBEAERBIZHDBEITHT D FHERRTA FF A2 2024) (BAR/DRBEGIEF
=)

NEP CQS5 #Hiffifk (C5) £/ 7uvt—nAfilk (=7 VX~v7, 77V A=7) EH5E#D
BB BRE IS TP ERIIHE I D2

($k )

fiR AL

(B%) aHUS (I MAIES PR IR BIESEBERE) OB E LTHWHILD K 9127 - o hufiiik
(C5) &/ 7 a—F PRk, Mk OIEMEIETE T CSIZHE L T OMRAZHES
52 IRV KERMIE (C5b-9. MAC) R A B3 23K TH 5, 1HIFEIC K » THE O
BREICEHE TH DM OTEML S IH S v, RIEZHERZ BT 2 ME (BERER . ik
BRisi, 17 R b A ICXBY U 22713 2,000 51272 5,

(%)

4T 7 F AZIFA S TWZRWIMIER B X E N Tl B HEIR R 3R YE (IMD) O 9.4%
ZED DM TIE B OBEERE W OEE L DX TEIAEK 2 » A b Bk (C5)
T/ 7 —FAPEROBREEZ T T DE T, ENRERBOBEIRKE Y 7 5 MenB-4C
(Baxsero) 234#% 1 » A5, Men B-FHbp (Trumenba) X 0 » A 2> 5 Z i U fE ]
BEThDH, MoOmMFERHICHEEL BRY 7 F 3RS OBEEREGLS, $le=r UV X~v7
B EE~OBRITITENH G H Y. AOMEICEL T—EDRMITRY,  (B)

ASP CQ2 MEMUERBE K L THREREY 7 F o BRI N D2

($#r)

Exective Summary

BB
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- MEJRE BB CIE. R IEMEREIE S R YLE  (IMD) R0 % EE YL E  (OPSI) DB
REHEENFE N EDL BTFEDOEDOHA RTIA Ui ETHIEREY 7 F U R n
TW5,

- BYERGYE 2 5 S 2 miERIT 6 fliEE (AL B C. W, X, YH#) T, UVZF 2T
4NREERE Y 7 F > (A, C,L WEBXOQY) & BV IFURENRD D,

(%)

"BHEY 27 F L ThHD MenB-4 X° MenB-FHbp, ftLd> 4 iV 7 F 2 TdH % MenACWY-CRM
XEANRARBY 7 F o ThO, ZOdIs L BERITEZR THoBkt 5,

- MEPRAE R TR, EE R S AN THRRARMET LT W &0, BHIERIED U R
I N —EERES ZEnD, KETITAMU 7 FUIESERBE, BEHUY I F U 2~3ER
TOBEMBEEBHELE I N TN D,

(B%)
T 7 F UK

(B%)
2) BEEU 7 F v

(Bg) BEET 7 F L OWTINDARI I TWAEIL 2021 4 10 ARER TS yEH D |
MenbB-FHbp D in 134 EH & b 10 Wl LA TH 5, A ~DOHEFEIL MenB-4C 23— D
BIRETH D, KETITE BICEBINTWDED, EMERIT 16U EERS TS,
JE[E TIE MenB-4C 72341 2 » H 22 b EMHEERICH AT N TWD, MenB-4C &
MenB-FHbp IZ B HMER 72N Z EIZIEET D, A U R 7 BE~OEFRAEREZ L T 5 21
7 E A TOECREYEBFT ~OBEMA2HEL TS,

(5) EENEITHR DAF T ORISR ORE & OB RM SR (EFE (1) KL
) iz HoNT

1) R TITERREBRIZITHOI TV,

(6) Lo (1) 226 (5) ZEEATBEEADZYPEIZHONT

<ELYRE - DRICHOVWT>
1) BT —Z TEHLIN TR RBFENT =2 OEENH Y . e RIT 5
WrrcTEoLBERD,

<HELEME - HEIESVWT>

1) BEUSIOMEHEZSRETLIMHEREY 7 F > (A7 7 v K7 4 1)
TiIvEs & RERO ML - HETEANAREZZIT TR | o FEKO L - &
THEZRWEE XD

<R PINLE ST 2OV T >
1) SERERERERYE, & < ICEERFEMEBBERERYVEIZBIT 5 B EENRIK
Lo TWBEIGIFD R v,

2
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(https://www.niid.go.jp/niid/ja/bac-megingitis-m/bac-megingitis-idwrs/11976-mlst-2
0230419.html) , FUIHAFRIEDN BEER FIRGIED U 2 7 25 5 2 L3 b I
MoTHBY, ZOPRITMEL IR OBRVWEEOREL EZ D,

2) RIBMEBEIE I R GYE O AT IR/ DNRICB W TEMEE L > TV D
E - M~ DEM L, BRSO FORRR L, #iRREY 7 F D F T T —
RT 7 F e LTOREM.ESE,

4. FEhid XEHBOMEE L £ D HER

1) NSt 7T —203H0, BMORBRIIAELE X5,

5. 5

<HH Y K B OV e >

e El G JEAmbe /NERD

T 420-8623 ] i %5 [X AL 2 HT 23

Tel 054-271-7177 E-mail toshihiro.tanaka.ksz@shizuokakouseiren.jp
< DAt >

1)

6. % LEk—&

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):¢20174250.
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