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DAILATATIADE E T D E(TEEHTH DN, TITHDOER (I5| SRS T DINEN DD,
- UARRIC DUV TIE. B, 22U KRUEBRXNMNREICHDISEIDRIERZ FIHEE - DUF > DRl TFihiEE
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O REQRREIR (FERR29BEM L) BIUIERER3,6142 720 REUVEEBRHRRESE Ib/ MAERERICSWT, EEBHMERELT
{EFR%Z 150X COEBKRERDHIRICKIDEBEMEDZZZE U RS 1)L ABEET VBRI DFEAEHIH (C DUV T =M.
OLRAOEXYTEEITSURBEELEBR U, 60.4%DFRIEIFIZIRN RSN,

O BIRFHMIEE THhDIMFERARI150HBETDORSIAILABEEARICDVWTE. JLAOENTEEITSURBEELEER L. 84.2%
DABRINHEI RN ER SN,

Zar HJ et al. ' (2025)

WRAE :

RERGEER (ERR29EM L) SKLUIEHEIRS, 61487 MRE ULEBRERS A AME_EER T SRMRE I b/ MERER(ICH VT, VLROEY

J'105mgHEOIEREE (2,4124) - TSAREE (1,2024%) (C2:1TEIDMFIFFHEN TONZ, EBHEER & LT, HHA%15080BE TORRAEIR
(RIS, PESIER. & - 228, EBMERMEFOREN1DUL) OHIRICKDEREEDOZZHE LRSI )L A BE T KB REAE DFRAEHIHH T

flicnriz. BIRBFHMIER T(3ERAZ150HE TDRST 1)L ABEABDINE, RUOMEAZ180HB X TOERAKIEIR (5. STk, S8 - 1825,

REERINAEF DIBIEN 1D L) DHIRICKDEEKEDZEZZE UTZRST 1)L ABHE T SUBRE DTNl =N,

ARAER :

FTEUHER THDEARI150BEE TORSTILABETRERRAE(CDUVTIE. L XOEYITEFT2,3984%60& (26%) ThOEDICHUL. TS
tRBETIE1,2018574%4 (6.5%) THD. 60.4% [95%Cl:44.1-71.9] (p<0.00 1) DFEAEINHIZIRN R NIz,

BIREEHMIIER T BEMA%150HB X TDRSTAILABREABRIC DLTIE. 84.2% [95%Cl: 66.6-92.6] (p<0.001)DABINHIZNEN RSN, BU EIX

HIETIIE B T BER% 1808 & TDRS I )L R BHE F SUBRESYAE (C DUV T, 59.5% [95%CI:43.3-71.1] (p<0.00 1) DRAEHNHIFNERN RSN,

A Efficacy through 150 Days (5 mo) after Injection

No. Meadad
End-Point Clesrovimab Placebo to Immunize
RSV-Associated End Point  Designation (N=2398) (N=1201) (953 CI) Efficacy (95% CI)
Total Total
Mo. of follow- Incidence MNo.of follow- Incidence
cases uptime  rate cases uptime rate
mo  percent mo percent percent

Severe medically attended LRI Tertiary 2 113820 o0l 12 590&.4 lo 105 (60-226) ——e 917 [62.9-92.1)

Hospitalization for LRI Tertiary 5 118741 o2 17 SEE2E 23 4% (32-78) = 5059 (76.2-96.5)

Haspitalization Secondary 9 11,3643 0.4 28 5859.0 24 50 (33-24) =+ 847 [66.6-92.6)

Medically attended LRI Posthoc 10 118552 04 41 sslos 35 33 (24-48) e 5.0 [76.1-94.0) 1) Zar HJ et al. N Engl J Med. 2025 Oct
with =2 indicatars
gLl o diceace covarity 2;393(13):1292-1303.

Medically attended LRI Primary B0 116856 L& 74 57105 £S5 16 (18-43) —e— 60.4 (44.1-71.9) v ~ = AA
e RS LR BTG DI F > EHike
oL o fomen sy AID7 oS~ GBI B2

Acute respiratory infection Tertiary 148 113877 &5 143 54673 135 15 (11-21) e 32.0 (39.5-61.9) 1 6

1 1 1T 1
o 2 50 7% loo
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L ZAOEYTEET77.3% (1,816/2,4094) . TStT/RE¥CT77.5%

(932/1,20248) Tdolz. TDD5., ARERNCKDEEES D ¥
FESNEEDEEE. JLAOEIYTEET289% (696/2,409%) .
StREFT28.6% (344/1,2024) ThDTz,

- [FA%36588 (—2&E(I515H8) £TICREUVCEEREE
BERZERDIEEDEISE. VL ROEXYTEET 11.5% (278/2,4094) .
TSREET 124% (149/1,202%) Tholc. CDD5, ARRELMIC
KOBEEMNS D EHESNIEEDEISEOILAOEY TR T <0.1%

(1/2409%) . TSREET 0.1% (1/1202%) THo1.

ST UEFFOLAOEXYTETIH. TSR T3z,
WINEERERCKDEESRL EHFESNI.

1) Zar HJ et al. N Engl J Med. 2025 Oct 2;393(13):1292-1303.
RSOAIABFRIEDIF > EMARERI D 7O S — b~ GBHMR) L2

tEEE Db/ MAARERICHWLNT, L ROEYTE &

WINEEBREMICKDBEHRERRL EHESNT,
Clesrovimab Placebo Estimated Difference
Adverse Event (N =2409) (N=1202) {95% CI)f

no. of infants (36)

Overall adverse eventsi

Any adverse event

=1 Adverse event 1816 (77.3)
Related to clesrovimab or placebo 696 (22.9)
Any serious adverse event 278 (11.5)
Related to clesravimab or placebo 1(=0.1)
Deathi 7(0.3)
Solicited adverse event or fever on days 1-5
after injection
Injection-site reaction 274 (11.4)
Erythema 107 (4.4)
Pain 156 (6.5)
Swelling 77(3.2)
Solicited systemic adverse event 726 (30.1)
Decreased appetite 131(5.4)
Irritability 517 (21.5)
Somnolence 333 (13.8)
With fever 13 (0.5)
Adverse event of special interest on days 1-42
after injection
Anaphylaxis or hypersensitivity 1(<0.1)
Rash 11 {0.5)

932 (77.5)
344 (28.6)
149 (12.4)
1{0.1)
3(0.2)

141 (11.7)
43 (3.6)
96 (2.0)
38 (3.2)

375 (31.2)
73 (6.1)

264 (22.0)

192 (16.0)
14 (12)

4(03)

PEfCentage points

03 (-3.1ta2.7)
0.3 (-29t0 3.4)
0.9 (-3.2t0 1.3)
0.0 (-0.4t00.2)
0.0 (-0.5 to 0.4)

0.4 (-2.6 10 L.8)
0.9 (-06ta2.2)
-15 (-3.4100.2)
0.0(-13te 12)
11 (-43ta2.1)
0.6 (-2.3100.9)
0.5 (-3.4102.3)
22 (-4.71003)
0.6 (-1.4 0 -0.0)

0.0 (-0.3t00.2)
0.1(-0.4t00.5)
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L AO0EXT DELEICDNT

O TERBHBSEMUTORER., ROEBUHMERBRTEZEEXEXREVEEZEIDRTHD. FEDRSTA )L RS
BATOREZMREL, WIEXYTZMBREHELEILRAOENYTOEMBERRCSIFDIEE2UFTMCEVTE. JLXOLE

TIBENVEXTY IR TEEERE R
O FTUULEEFOLROEITITEET8HI.

Zar HJ etal. ' (2025)

ARSI -

TERRBEZB5BUTDRER. KWEMHMEEBEZ(IMTEIREFMICH
BIERMEMEREZB I DR THD. FIEIDRSD)LABIRITEZ
M BIBRUATORZEREL., NV EXIYTZIBEEE UL X
OEXTDEMES > AMELEEHER. UL XOEXT 105 mgEm]
1’5 ENVEXTYTAL1EESZ1: 1 TEEAILEIDFIF LB U,
FEIMBIER & U THRSHIES — X2 (CHIFDREMENTHT SN,

ARAER :

- FRB42HBEETICREUMAISHDBESERZROICEDEIG(L.
L ZAOEYTEET753% (335/445%) . IN\UEXIYTBET79.6%
(358/450%) TdhDlce CDOE, JARERERMICKDEEMES D ¥
ESNEBEESERZROHL %@iﬂ/*(zt OLRAOEYTET31.7%
(141/445%) . J)\UEXNYTE¥T36.2% (163/450%) Tdho Iz,

- BIERE G ARBRTEN,. EEREESREZZRHITEDEIGFE. LR
OENYTEET22.2% (99/445%) . IN\UEXNTEET24.9% (112/450
£) Tholzc. D55, BREMICKDEELESDD SHESNEE
DEIGF. L ROEYTEET0% (0/445%) . IN\UEXTTET
0.4% (2/4504) Tholz.

T UIEEFOLAOERYTE Tl /N EXITEETAHIZER
et WINEAREREEICKDEEMERL EHIFESNT.

1) Zar HJ et al. N Engl J Med. 2025 Oct 2;393(13):1343-1345.

RSOAINABFREDIF> EFHRRBI T 7O M — b~ (BHIAR) Xik4

RHITBDEIG(CE>FIEMN DT,
NV EXRTBETAPIZZRDH TN

WINEBERER(C KD BIE

RMATHIZILER 51

BRI U EHESNT,

Adverse Event

All adverse events
Any adverse event
=1 Adverse event
Drug-relatedi
Serious adverse events
Any
Drug-related
Deathf
Solicited adverse events or fever
Injection-site adverse events
Erythema
Pain
Swelling
Systemic adverse events
Decreased appetite
Irritability
Somnolence
With fever
Adverse events of special interest
Anaphylaxis or hypersensitivity

Rash

Clesrovimab
(N =445)

Palivizumab

(N=450)

number of infants (percent)

335 (75.3)
141 (31.7)

99 (22.2)
0
8(1.8)

69 (15.5)
31(7.0)
35(7.9)
29 (6.5)

180 (40.4)

13.3)

9(

133 (29.9)
8 (19.8)
4

0.9)

0
3(0.7)

358 (79.6)
163 (362)

112 (24.9)
2 (0.4)
4 (0.9)

76 (16.9)
27 (6.0)
51(11.3)
24 (5.3)

195 (433)

g (13.1)

154 (34.2)

103 (22.9)

6 (1.3)
0
1(0.2)

Estimated Difference
(95% CI)§

percentage points

-43(-9.8t01.2)

-4.5 (-10.7 to 1.7)

-2.6(-8.2t02.9)
0.4 (-1.6t00.4)
0.9 (-0.7t02.7)

-1.4 (-6.2103.5)

1.0 (-2.3t04.3)
-3.5 (-7.4100.4)

1.2 (-2.0t04.4)
-2.9(-9.3t03.6)
1(-4.3to4.6)
43 (-104 t0 1.8)
-3.1(-8.5t02.3)
0.4 (-2.1t01.1)

0.0 (-0.8t00.9)

0.5 (-0.6t0 1.8)

18



[1] MRICHIFTDRSIAIARBREIEDFHICDONT

(4) EDMDI 7D b3S —MCHBITDHRFEF

19



BFREDOF > OEEREBMECETIHME

O BFREJIFUVERNSREANDOHAEDBITCE-—EDCHBZET SH. REFAR L. BFREDIFIEERI14BUA
(CHEURZRCEFDIBFRETIF>OBMAEFHEIIL TLEWNESETNTULD,

HBARSDAIWRAITIIF> (PTURKRR) BZAXE (H#)

4. RNEEXTZ(IRNR
OIHIRN\DREEN RS (C L DFTERRUVEIRI(CHITDRSTAMILRZIRE & F D FUEBRBD T

(&BS)

5. MEEFTZ(IRRICEET DIER
<{EIm\DREBN R (C L DIERKRURR(CHITDRSTAMNILAZRA L T D FUBRBRDT >

(&)
5.2 AFID#EEEI4BUAICHE UFZRLRICH I 2B (FHET U TLVRW . AFIOEME(SIEIRN\DEEEI %R (C & D ELE SNTZHUR
BN DHFADIEATH 53 T/RNE]

a’u

MIBRICBITITBCEICEINDESNDCENS., ABIDIFEZI14BMANCHAEURRELBCHWNTIE. B

BEMEN'H D,
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BFREDIF> EHAEHEA (ZILEERD) OHBIRSICHEITIRERELTLEICET IR

O XKEANDSEE TEMESNIEHEREA —T > SNILEIEACLERABROTRIFBICSWNT., BFREDIF > EFAREIDH
A5 (CDVWTRE ENTLS,

O HEfEFICENTIE. B - HBAOWITNOEETHEALRDRSIAILAPHIAMAN S <iiFsNTH D, fHiRaTHWING
g = o PO oA = VA A N B Fal

Christina A. Rostad et al. ' (2026)

WRAE :

KEH 8 fesk CERESNICRIRZTB/IERILA —T > SANLOMIREZEERRER. 18~45DEM - SESHEITIROITIR3 2B~ 36:BDITmE I FRE U,
OBFRBEDUTF > BEMIEE. OQBFREDIF+HERTIILTETYTERE. OBFREDIF S +EEZ3INAR /L CETTEE. OHRERZIL
TETTEMIEED4EE(C1:1: 1 1 TEEAEER TSN, &% 12hBFTORERYE (IEPRSTJLAPFIFUAE) RUOZEMEOFHENTTHONZ,.

THRAER
IMBEHRRST A ILAPIGUMEIC DULTIE, IBREBRE (CHT HIREIRIDOENRO SNZEDD.,. WINDEETHRST1ILAFHGTUAL 3 AR TaiE
Tdoholc,

ZEMECDONT(EF. B - HAVWINEZETH D, BIREVWITNICEEETIEREEEREFIN >, ZILEERTICONTE. AECHITDH
Fir - EBRISEIRTEE~REFE(CEEF DT

e
RHEROP TR CTlE. BFREDIF AR EIEANDODILLEYTES (FEMR - HEOWLINEZE EFHEiTE D,
ZIZU. PRIBITOBR THDIRICERMVETH D,
(C) Infant Neutralizing Antibody (D) Infant Neutralizing Antibody
RSV/A/Tracy RSV/B/18537
—~ 100000 = 100000 )
o o -o- Groups 1A and C (Maternal vaccine alone)
°.,,\° 10000 ) § 10000 -+ Group 1B (Maternal vaccine + Nirsevimab)
% oy % e . -#- Group 2 (Nirsevimab alone)
3 100+ i— 100+
a L LLOD 2 10+
E E ------------------------------ LLOD
& 1 T 1 1 < 1 1 T I
& & & & & & 1) Christina A. Rostad et al. Pediatrics. 2026;157(6):e2025075223.
< & ) &
Q' © S <f © oS

RSOMIVABFREDIF > EFHRBRIT 70 bo— b~ (B .
M) ks



BFREDIF> ENERE (ZILEERD) OBFMHEDLEEICDOWNT

O BFREIIVF>ENAEER (ZILEETT) OBRKNEIMEEZEILRUES > Y AMELLERER (EFTE LU,

O FEBEKRICHBITIDIEMEDHERELT., TS >RADEEFT—AIR—IAZANEIEEI/R— MAFE T, 2024~2025F>—X>
(CHBIFTBRSTAILABEETREREICIDARIRAIMNEEENTHS D, ZIILCEXYTEHIBFREDIIFOEEELLE U TRSD
AIVAEETRERBREICEIDARMNMDRLS, BESSEABULEAR/ \Y— RAT26%END 2.

Marie-Joelle Jabagi et al. ' (2026)

WRAE :

IS XLERBERT —F3 X5/ (SNDS) #FA L. AOR—XO7Rk— MAZE.

ISOARETTHAURRT. OFRMNMHIR32-36BICEBFREDIF > Z2EEURORKRR CTILEENYTRSZZITRBZE[MREL, 1:1TYY
F>O%TD 1. MADFHEZIIZIREBEHE BN CORMAERE. BNERRZI14BKRBICHE UZIRIERS NIz,

FEMBIER & UTRSTILABE T UBRE(CK DAL, BIRFHMBIER & U TCEFAEEAZE., WIREE . BREENmEF ClEESHMicN<.
HRAER :

BFREDOFEE21,280%. ZILEETITEE21,28080D5142,5602 0 7K— MMTHEAANSNZ,

FEMBIER THDRS T ILABE T RUERE(ICLDARRICDVTIE, BIEAEPIMES4ERIICH VT, DILEEXTHEBTFREDTUF B E LU
TRSIAILABEETFRERERIC KD AR XD DiAEERE) \ U — RAI26%EN D 1z, BIRHEHMBER(CDULTH. PICUAE - MIRIEED - BAREEAICD
WTEDILEERYTE CHREL ) XU ERICEN D 1,

&

TS AKRTTD2024~2025F S — X (CHWT. BRAICTILEERY T ZIGESESNZIRE. BB FREDIF O 2B UIIBEHE L. RSTT
JVABEABEY X USRI R IMEN D 12,

AAFR(ETIR— BMAK TH D, IS XA THIINDNANHE THWSNIEISO TDE—X>THDEWDSHTING BTz, M —X> - METORIEN
BLERDITTLD,

No. (%)
RSVpreF Between-group Favors
Nirsevimab  vaccine difference Adjusted HRP Favors RSVpreF
(n=21280) (n=21280) (95%Cl), % HR™ (95% CI) (95% CI) nirsevimab @ vaccine
Primary outcome i
Hospitalization for RSV-associated 212 (1.0) 269 (1.3) -0.3 (-0.5to -0.1) 0.79 (0.65 t0 0.94) 0.74(0.61 to 0.88) —-
lower respiratory tract infection _—
Secondary outcomes
RSV-associated lower respiratory tract infection H
With high-dependency 58 (0.3) 67 (0.3) 0(-0.1to0.1) 0.86 (0.61 to 1.23) 0.87 (0.60to 1.25) -
unit admission®
With pediatric intensive 55 (0.3) 101 (0.5) -0.2 (-0.3 to -0.1) 0.54 (0.39 to 0.76) 0.58 (0.42 to 0.80) S =
care unit admission
With ventilatory support 51 (0.2) 89 (0.4) -0.2 (-0.3 to -0.1) 0.56 (0.40to 0.79) 0.57(0.40 to 0.81) — .
With oxygen therapy* 39 (0.2) 76 (0.4) -0.2 (-0.3 to -0.1) 0.51(0.34t00.76) 0.56(0.38 to 0.81) -
r T 1 1l
0.2 0.5 1 2

Adiusted HR (95% CI)

1) Marie-Joelle Jabagi et al. JAMA 2026;335(9):787-798. RS ILABFREZETIF > EHMAREI D70~ — b~ (GEHIR)

XHR10 22



NERE (CILEETD) ORMNAEHEICEAT SR

O HARHE (DILEENYD) OR5E 2 - X HORITHICHITDIBEMECEALUTE. EHROMROBTHERNA—BELTES
9. BEFRTHEIILTOWEWS . BRMEORRFHRZRET DIHRENDD.

Josefina L Razzini et al. ' (2026)

WRAE :

ARA AV MDA S 7HIRESRIEIRS X T AN S ER{ET —FZEUS Uil E AR — RHEERSRIATT. 2023~2024F>—X>DZ)LEE
N OEEMRIE 12,4928 RIEFITIRE L. 2017~2023FEDIE/ > F v IS — X OIEEBDRERH I/R— b &R U,

FRATEAR (A58 1 = —X> : 2023F108~2024F48. 552>—X> : 2024898 ~2025F48 & L. RRI18HAIAO—-7v U,

FEIHMER & UTRSIILABE T REREE (C K BDHEIARE. BIREEHBIER & U T TFRUERRESMOIILARR. X ARSEMN LEEHTi Nz,

HRAER :

FRIB 12,49220D 551179620 )L EET T DIEERZ (T, 1BIEK(F94.4% CTholc. TEIHMBIER T3HBDRST LA E T SHERRIE (C L DHEA

BRICDLTIE., #EIS—X> T85.9% [95%Cl: 80.2-90.0] . 552> —X > TH55.3% [95%Cl: 22.5-74 3| DiF A SNTc. BIRMEFHEER(CHWTIE. 56
22— BT DT REBIEEARDILCAE MR ARRE FBEREN RN DTz,

f&am
#95% EBVWDILEEY TIEEXRDRLIREHCH VT, 23— EH CDORSTA )L ARERAEIC K D AREDFHRHN AR ERENZ,
EIZUARMRTR(EESRN I/R— N EDLEER TH DR, £EBH TRVMEREERODEM THIRIHFERICEEZET D,
Moreno-Pérez D et al. 2 (2026)
WRRAE:

IS5 ADEEEET —IR—XxHAWEAOR—ZOR— MAZ, 2023FEHLU024FE(CTIILLERTZIRSNEIREIHESREZZNETNLLT

JYFSETHR U, 2023F0/R— bD#H2> —X > BOBERMHEHE U/,

RRAER :

B —EB DRSS )L ADE FRIEREME (CKDABR(CH T DEIM(E. 2023F0/R— b (&S558 MIBEFENTN37,3368) T66% [95%Cl: 61-70] .
2024 0/R— b (858, WIBEEZMNTMNSG7,763%) T72% [95%Cl: 69-75] Tdholc. —FA. 2023FED/R— hDEEE2EEHTIE. RSTTILABET

SUBRRE (C KD ABRICH I BELEIRSH SN o e (AT \B— R : 1.03 [95%Cl: 0.73,1.43] )

&

%5#1>—X>BTRIIILEERTOEMHEN RO SNIEN. 22— B TEERENER SN > I,

FEIE UARATRICHWNT2S — X BICHBITBRSTAILABE FREBERREIC KD ARR(IIRSEE, WEBEEEB(C0.2% B TRVLWRITERZE T 3.

1) Josefina L Razzini et al. lancet Infect Dis. 2026;26(5):e213.2. RSOAILABFREDTIF> EHMARRR T 7O > — ~ (B#AR)  ER15

2
2) Moreno-Pérez D et al. Pediatrics. 2026 Aug 1;158(2):e2025075562. RSI-{)LABFREDTIF > EABEI DT 70 > — b~ GBHMR)  Xfk16 3



MaERA (ZILEETYD) O#EICDODNT

me MMERF (ZILEETT)
O 1TEXD. RICHHNIFEENS/NERICHITDIRSDAILARBRGIIETH & UTHRARA] (D)L
EXD) HNEREBESNIBETE., tOHIETES LI (CEMEEDTVDE, RIFSNT
LD,

X BEBICBSWLWTHREICETZY>I%EITUMER.
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Mm@&ERA (JLAOEXIT) OHBREIEDNT

e MAEHRF (VLZXOETT)

O 1TEXID. RICHHMIEEMNS/NBICHITBARSTA IV ARRPETH & UTHAEEE (LXK
OEYD) WNEREEILSNIEIEETE. TR TERIL S (CHEFEED TULDE. KIASN
TuWd,

¥ BIERETREICKIOTIE. HERMEES(CHENEU DB, THHERE LRI EERFE RS TODEMRE
FHUDD, SEEERBAAESBISEELUEVWECDEBANRESNTLD,

X BEBICBSWVWTHREICETY>I%EITUVMER.
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NERA (CILEERD) OERMNMRICDNT

O #HGREF (DILEEXD) Z 1mKREO/NECHRSIDHED. BFREITIFUEARMELERUEERMMRIZEMLIE &
ZB. DIEEXYTZERAT D5 (FICER 616.5HM/QALYTH Dz,

O HHAHEE (DILEEYD) Z 1 mKREO/NECHSTDIHED, BFRETIFUEAF LR LD

BRED QALYZ4)
738t &H (vs BF5RED QALY (vs BFREDY
DF 2B ARI) F BRI

BFREDIF I EAR (U
BT B UEXTToREm) 0824 1.98212 QALY

TIVEENT ZERTDHE 68,263 M 8,439 H 1.98348 QALY 0.00137 QALY 616.5 ZH/QALY

- Sl 8 FEEEFBRIFEMATT [DUF > OERMMNBOFUmME R D FFEDHEILDZHDIATE] (CKDDIIER.

- RSO )L ADHEEZRK(IKobayashi et al. (2022) OFAL T hS5—AINR—R(CKBH#EETT—4 . RSTAILAEERFDQALYIESK(Z
Roy et al. (2013)DBAMCHITB/NBRST 1)L ABRRAEBEDQALY lossDiE=ER .

« RSOAILARITOZEZEN L. JAMDASEFHILFTFT—INR—ADIT)LFA LARSTA )L A NBBRREHDT—SFZHNT, BZ
& - MRS EDRRERDOEL L > RE#HETUTZ.

s DOF2ONRISEEBRIVIREEEL. FRERICDVNT, BEEEEERET. AT EEEFOQOLKTOHFERE LI,

- FUARIEI(ZEEYIBDRS I 1)L ZAFRITHO2 BRI S 1BE(CHNTTIRE T3 ED E U, FARFIDEER(E100% & Uiz,

- AR (ZILEETT) OBEMEE. Simoes et al.(2023)(CH T D EEME R F2 URKEIREHEDRSI AL ARE(CH T BDE
MEEBEEZ. 65BFEFTIE79.5%,. ZTDOE27ATREIDIEDE U,

- FUARBIOMAIE (L. BEBICHWVWTEEICETUI%ITV. ZILEEITICDUL\T44,100H EEE LT,
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NMAERA (JLAOEXYD) OBEAMRICDONT

O HGREF (JLROEXY) Z1mKa/NECHSITDHED. BFREDTIFOEARMELERUCERMMRSTZEMLT
EZB. JLROEXY T ZEMRT D5 I(FZICER 579.55H5M/QALYTH D Iz,

O HHHEAl (UJLROEXD) Z 1mKa/NR(CIR5T DIHEa0. BFREDIFEAR LR LD

BRED QALYZ4)
738t &H (vs BF5RED QALY (vs BFREDY
DF 2B ARI) F BRI

BFREDIF I EAR (U
BT B UEXTToREm) 0824 1.98212 QALY

L AOEXYTZERI 275 68,653 M 8,829 H 1.98364 QALY 0.00152 QALY 579.5 KH/QALY

- Sl 8 FEEEFBRIFEMATT [DUF > OERMMNBOFUmME R D FFEDHEILDZHDIATE] (CKDDIIER.

- RSO )L ADHEEZRK(IKobayashi et al. (2022) OFAL T hS5—AINR—R(CKBH#EETT—4 . RSTAILAEERFDQALYIESK(Z
Roy et al. (2013)DBAMCHITB/NBRST 1)L ABRRAEBEDQALY lossDiE=ER .

« RSOAILARITOZEZEN L. JAMDASEFHILFTFT—INR—ADIT)LFA LARSTA )L A NBBRREHDT—SFZHNT, BZ
& - MRS EDRRERDOEL L > RE#HETUTZ.

s DOF2ONRISEEBRIVIREEEL. FRERICDVNT, BEEEEERET. AT EEEFOQOLKTOHFERE LI,

- FUARIEI(ZEEYIBDRS I 1)L ZAFRITHO2 BRI S 1BE(CHNTTIRE T3 ED E U, FARFIDEER(E100% & Uiz,

AR (ULROEYT) OB, Zar et al. (2025)(CH T DEFERE %52 UIRRIEIRZ 4 DRS I )L ABR(ICT I DHE
MEEEZ. 658FTIE87.2%,. TDE2-BTREITDIEDE U,

- FUARFIOMAIE (&, BEBICHWVWTEREICETU>I%ITU, L XOEYT(CDL\T45,000H EEELE.
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(8%) BFREDIF> - EHAIMBDEANICHRIERMNHNRICETIHR

O BFRETIF> - ARBEINGDEA (CHRDIERAWHRFMEL T, ERODHT. AMBICHIFTDRST 1)L AR
FHEUTHARRRDHFEAN T BIHEDICER(F15,218,955H/QALY TH > =D (Cx U, BFRETIF > - FLAREINR A

ZEBAUEWD T DIHZEDICERIE10,639,0301/QALYTH D e & T DHENH D,

Hoshi et al. 1 (2026)

HRRAE :
BARCHITD 1 FRIOIEIE;CHEROIR— NEFREL. WILOTEFTILEZERAWT, BFREDIFRUOTIAERE (ZILEEYD) (CLDHA

$hBICHIFBRSTAILABREFLCDVWT., REEEZINEDIIZGNSERX IR Z M.

- RSTAILRDFRITIRNRIE2021FEDOH —RA SO RFT—A=FERL. TiTHE4~9BEFTELUR.

- ORITOFHHEEE (\1UXTBAD/INUEXYT®REDH) . QBFREDIOF > OBFIEE (ITHR28E~36iA(CIEE) . OBFRETIF
S OEEIMERE (RITHIICHEFEDIENTIR28IEA~36E(CIEE) . @Z/ILEEYTDIRS GRITHCHEA UZREHAR SIS L. =Nt
DA (C A U RIERDRITHEA (CI%5 (£ 8NMAMTMWR) ) . OBFREDIF (FEHMHEE) - DILEXTDONAZEA UFE
Wl (FRATHRICHEFEDOmIIBFREDIF > =iEE (212 Lx!ﬁ‘b\!_jrﬁr'jaa"/*}zﬁi@ ENRUOBRTFREDIF AREZ 148AIC
ngbt (i_)btt?j%}x%—-) L/ %hlf/(%ODHHF'EEJ(«_HjEL/?L (;IAODI}IL'fTF?Iﬁ!ZAH (L_)thVj%}R’—T—J’) (ij\t@u—jbto

- BFREDOF - DILEERTDIBEEREZNENT0% - 8% EAREL. BFREDIF> - Z)ILEXT OEMMEEGIBEENTNHE
% - 18586 HA. ZORFHHREIES(CEOCRD ERELL,

BFREDo0F > ofiig®23,948M. ZILEEY T DIfitg%ZE45,000 &EEUTZ. EISIERE3%ERTELR,

fER
INA VU ROBADINU EXRT®REDHFDAEH ELLER L. DI EEXYT®IRS I B5EDICER(IE15,218,955/QALY TH > D L. BF

REDOF> (FENHEE) - DILEEXTDORHGZEAN UEND TS 5EDICER(F10,639,030H/QALYTH D 1z,

Strategies and vaccination/prophylaxis schedule. *If the mother did not receive RSVpreF vaccination. Results of base-case analyses.

Month of birth
Jan | Feb |Mar| Apr | May | Jun | Jul [ Aug| Sep | Oct [Nov|Dec

Strategy
1) RSVpreF _seasonal

pregnant women gestational age|
28-36 week receive RSVpreF

2) RSVpreF_year round | pregnant women gestational age 28-36 week receive RSVpreF Status quo 0 8242 8242 31.45994 - nondominated
- o1 5 E— RSVpreF_seasonal 9483 5913 15 396 31.46216 3 227 850 3 227 850 nondominated
N Receive in - [Receive in the birth month ' -
B) Nirsevimab . e 8 934 o4 4 083 31.46234 _ 6 461 39 i
March of birth ear March = — 2 2
pregnant women Combination 31.46346 23 236 084 10 639 030 nandominated

#) Combination
pregnant women|

Nirsevimab 31.46274 - 15 218 955 abs. dominated

gestational age

28-36 week receive RSVpreF e 0147 e ) €t L3y T e ) o el oy oy e G . Lo T s

) Receive in Receive in the birth month| Receive in next *In a cost-effective s analysis, somel\mes t ategy c h I\mm ite d b ed on its relative cost and effectiveness compared wwth th t ( g‘y A opt ion is
Infants™ g absc\ulely dcrmnated if it both costs more and is Iess effective than a comparator the other is Extended domlnated if 2 or more stralegles (herein,
March of birth year March RSVpreF_s nal strategy and Combination strategy) might be combined t “blended (RSVpreF_year-round)’ strategy that is les: e (and less

effective) than the too costly option. If any of these incremental ratios lurns out to be less than the prewous one in the sequence of mcreasmg\y costly
incompatible alternatives, then the more costly is ruled out by weak dominance (also called extended dominance), and it should never be implemented
irrespective of the amount of resources available.

1) Hoshi et al. Value Health. 2026 Jul;29(7):1192-1200.
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Table 2. Medically Attended Lower Respiratory Tract Infections and Hospitalizations Associated with Respiratory Nirsevimab (N=884) RRR
Syncytial Virus (RSV) through 150 Days after the Injection.* Number With Observed  Number With Observed Faver Nirsevimab Relative risk reduction
Subgroup of Subjects  Events (%) of Subjects  Events (%) e ey (85% CIp
Nirsevimab Placebo Efficacy Hemisphere
End Point and Analysis (N=994) (N=496) (95% CI)t P Value Northem Hermisphere 342 26(13) 666 2o — 761(528.88.4)
Southem Hemisphere 154 0(0.0) 308 0(0.0 NA
no. (%) Age at randomizaben
£3 0 months 285 1242) 577 wnn —_— 88124 828
Medically attended RSV-associated lower respira- 74.5 (49.6 to 87.1) <0.001 30 mants 9 1302) " 2005 ‘ 4 922 (806, 98.8)
tory tract infection
Poisson regression with robust variance
Observed events 12 (1.2) 25 (5.0)
Participants with imputation of dataj}: 15 (1.5) 6(1.2)
Hospitalization for RSV-associated lower respira- 62.1 (-8.6 to 86.8) 0.07
tory tract infection
Poisson regression with robust variance
Observed events 6 (0.6) 8 (1.6)
Participants with imputation of dataj 15 (1.5) 6(1.2)
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RSOUMIARICEHT DARICHT D, MERFIDBECDOVNTODINR 2025 ($707) 108228

OMARFDENECDNTIE, ERERFEDbARERCSVTHERBSN TS,
OMARRA (CMMEZEDDAILAKICE T DIENECEITDME F D TELEVWS BERTEBESNTNS,

o TERRIBER9EL ETHAE URERIZMAUTORRIGELRE (G518,057A) ZXHRE UZERRHRE MR ER X Td, #5180
HE X TDORSVELE T 5UBREYE (C KD A (CX 3 DIARBIDBINEL82.7% (95% Cl 67-8-91-5; p<0-0001). FEH (CEAEIXRSVE]
BT UERGYE (APtz B I DEEREAHIE <90%DIRRE) (CELD AT I DBNMEL75.3%(95% Cl 38-1-91-8; p=0-0013) THD I,

« B C ORI DEETIC LD & A3 00 AT THEAZLUZAFT(E. RSVEDE T SUBRREYIE (C KD A (CX 3 2/30ME(.
90.3% & ZEZROHTTN. Bim3.0nNHZBX THEEUZIE(ICEIEMECHAT DE(FRSNan o7,

o DILEERTRBR(CHNTIE, FUNESHIIEDET (CKDAARRIOBEMMEE T OuJgEENS D S0 FIRTEED THTH
DETNTND,

XHEAH ANEARE ($20228E8 H8H M 520236E2828HTH D, 2022 MRSVOFRITEAEIA48 (32) . 9A11H ({A) . 10898 (f) H520238&F2H28HTH o1z,

5% 180HB X TODARICHT SNAERAIORTEFM (ERIRFSE I biAER)

Nirsevimab No intervention Efficacy (95% C1)
S = n/N (%) n/N (%)
Pyl 95%{SFAX
6] =]
)( 5 =aes Age (months)
=30 5/1962 (0-3%) 50/1953 (2-6%) —n 90-30% (75-82 to 96-98)
>3-0to £6-0 41959 (0-4%) 10/954 (1-0%) —_—t 60-69% (-36-27 to 91:00)
=6-0 3/1117 (0-3%) 81112 (0-7%) 62-83% (-54-88 to 93-65)
‘F B r'— 0] o 0] . -
RSVF*ﬂ | l__”_‘ £ 82 . 7 /0 67 . 8 /0—9 1 . 5 /0 Weight at randomisation (kg)
<5 7/1537 (0-5%) 41/1521 (2.7%) . 8357% (63-01t0 93.78)
E =5 5/2501 (0-2%) 27/2498 (1-1%) —_— 81-68% (51-75 to 94-49)
- \ » M Timing of dosin
= (CEAE/SRSVEE doldedeg |
PN 7 5 . 3 0/0 3 8 . 1 0/0 _9 1 . 80/0 Dosed in RSV season 12/4021 (0:3%) 67/3999 (1.7%) —- 82.48% (67-34 t0 91:38)
F E ]%-} % 171-';‘ Dosed before the start of the RSY % % (446
m IEJ\7|< IE osed before the start of the season 0/17 1/20 (5-0%) | | T 100-00% (-4469-22 to 100-00)
-50 o] 50 100

+— —>
No intervention better Nirsevimab better
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ﬁ {*ﬂ ﬁu @ ﬁ éll‘i (: D b\ T @ *u E 2025 ($#17) #10H22H

ONMAEEFDOLZEMEICDNT., EREEE MAHARYCMIREZABRCHVTHEHRESINTLD,

« 35BN FORMFPERSSUERERZNRE UZERERE IERER(CENT, ARZET IEEULOBESRL. MR
B¥:3.6% - WHREE: 43% CImRESNIC. THUADEAEEMIORERE. FiRk, NRES KOFERSHUARFIET: 0.6% - WEREE: 0.4% L3R
EHSNZ, NUAEFIEFCFIOTXTZRHOIEN. IAREE EOB&EFERDIMN s e LS.

AFBICMR. A—RABSUT « ARADICHEITDIHRERFAER (CHWT. ARBIORS (TS ERREWERFEROEMN DT,

TAAREZ 2 BIDRSVIATHAICDIZ D TIRS UIEHIN, BRRE DO F U AREE [CHAREIZIRS UTIBE DR M (CRAT Dk
(FIRBFRTIIEBHEN DT,

AR & WRBHC BT SR EESH(EFRILRE S M AHHEER) MAERA] (RAIA—HRX) [CHT BHRERABTEDRER

Table 4. Adverse Events That Occurred through 360 Days after the Injection.®
IRGEITE
irsevi g 1 =l
Variable N(.;: z‘;;;b (:la:c::;)) (NT=°;2‘78) HERAA RiFR BE IEEE
o portipons BREDSUSERE R SO AR 1 1
Any adverse event 863 (87.4) 426 (36.8) 1289 (87.2) M ER = 0 1 _ ‘_)
Considered to be related to the trial regimen 10 (1.0) 7(14) 17 (1.2) F7 -t 0 1 A
Occurred =<1 day after the injection 18 (1.8) 3 (0.6) 21 (1.4) —ﬂﬁ-é%ﬁﬁ%ﬁ;[ﬁfﬁﬁﬁﬂﬁﬂ)ﬁﬁ Eﬂgﬁﬁﬂi_ﬁ 0 1 E1)
Occurred <3 days after the injection 36 (5.7) 23 (47) 79 (3.3) ZROIRWERIFNEENLEEREE ICH FIEESEEFESE (MedDRA) OEESE (PT) (CHAMATVET.  (MedDRA/] ver.27.1)
Occurred =7 days after the injection 132 (13.4) 63 (12.8) 195 (13.2) F1) : @E—Efhs0RS
Adverse event of grade =3 severity 36 (3.6) 21 (4.3) 57 (3.9)
Adverse event that resulted in death 3 (0.3) 0 3(0.2) > EF_I HEFEﬁ 2024 £E5 HZZ E’\’2024 £E].]. HZ]. E
Serious adverse eventy 67 (6.8) 36 (7.3) 103 (7.0)
Considered to be related to the trial regimen 0 0 0 > ;&E%&?&*ﬁ%;& . %‘,‘38,444{@]
Adverse event of special interest} 1(0.1) 0 1(0.1)
Adverse event related to Covid-19 7(0.7) 7(14) 14 (0.9)
Confirmed case of Covid-19§ 6 (0.6) 6(1.2) 12 (0.3)
Adverse event suspected to be related to Covid-199 1(0.1) 1(02) 2(0.1)
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BFREDIVFODOERNME : BRI 2025 (#H17) 108228

OBFREDIDIF>OZEATIHBEDERFEFHICDODVNT., BERAMMIESHZEMU .
ORITOAE ELEE LU TDominant Td D 1o,

OBFREDIF>DEANCHRDHEE. BRITOEE LB UTZ S ESOERMZIRDI

skl IR NED QALY QALYZE4Y ICER
BFrIJOF> AR BRIF (vs IR17) (vs 317) (B, vs /17)
"7 AN, AN 54,916 — 1.983345 — —
.51 AN 48,149 -6,767 1.984416 0.001071 Dominant

- RSUAILADREEZR(FIKobayashi et al. (2022) OBRAL T b7 —INR—X(CXDH#ET —4 . RSTAILABERFDQALYHEX (&

Roy et al. (2013)D/B4D/NBRSVEZEFDQALY lossDiEZ{ER .

c JOFUOMRIFEEBBIVDREEEREL. FRICDOWVWT, BEEFEBEEYT. B EEBEFTDQOLKTOHERE LI,

- AKRFZEZ - ABRICHRDDOF > OEMMEICDLTIE. Amy R.5MDF—%4, Kaumpann et al.dPhase 3itE&DRCTF—5FZHE(CL
7=ACIP meeting (2023.9.22)D1¥EDHER =LA,

« DOFUEIR28BNS36BEICINT TIEIET D ED E Uc, DIF > DEERIFB0%E L. TUOF > DREFFARIEERI» A &
IRTE LTz,

- DOFAME(E. BHEBICHENWTEHRECEIY>I%Z1T0\23,948M & LTz, #H#BEMR3,200M ERELT.

- BURIBIEHUTE. EEFERRZAWCSFZADEEZITOEDEL TS (148,366 /total -+ 6 [E#%5. HE(CHRDIERE

1,688MH & L)
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OMAKREIZEAN T DIBEDERMNMREDITEREUI,
ORITDHE LR U T, BOERXMMR (ICER) (F5005H/QALYZEBR BFER TH D T,

OZRFIDEA (CERDHEt=E. RITOHE SR UTZ EEDOERHRIH

sk OXNED QALYZE%Y ICER
BFEIHF kB =SS wsBm) Y sBE) (B, vs B9)
18T AN AN 54,916 — 1.983345 — —
AN . 510 66,315 11,399 1.985116 0.001771 643.8

- RSUAILADREEZR(FKobayashi et al. (2022) OERAL T b —HINR—X(CKDH#EHT—4 . RSUAILARERFDQALYIEK(Z
Roy et al. (2013)DiBHD/NERSVEEDQALY lossDiEZz{ER .

- RSUAILATATDZEEIZEN (L. JAMDASEFHILTFT —HINR—X(CKD2022Fn52025F DY 77)L5 A LARSV/NERRE ST &
FAWT, AZ D L2 RE#Est,

- DOFUOMREBEERIDIREERL. FRICDWVWT, BEBERFEZELET. AT LERPOQOLKTOHAERELU.

- FUARA (FERYIBDORS D)L AFATEHID2BEIN S 1BR(ICNITTIRE T DED L U, FARBIDESE(E100% & L. FLiaRA]

DBENMEL. Simoes et al.(2023)ZHEFX. 6 HETE79.5%CDE25HTHREI 2ED LU,
- FUARBIDffiE (. SHBF/ICHSVWTERZEICETY > TZIT0\45,000m & Uiz, #EEEA3,200MH &FFE LT,
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