FhERIDERPRERD RS

ZEmBA I IUOF> [JILZAB® | 72838 TRE

ROF v /mEEER

Web &£l
2025-3 -1
EODFrvy WMEEES



WebEH]1: R1 A7V T IF U DEE

@ 4 I RAEERIF

RNAHLED T AL RADEER T
NCFRAIEE A TV oY
TAILZDEUEEB LD D,
7ILIRPOIIZDRA T, BRE
BT 5, £FTTCVWDHDT, EE
BIZ, TOFUoHROA TV
PIANRCE LA T7NT Y
EHRIET DI ENH B,

AV TIVIUHFTAIINZENT
NHIZHEE (7Y wy b)) LTz
H D, RNAKTE ¥~ hU v o X
EQARE, @EEYEEATED,
HARICIEZDR A TIEm0WD,
EINC X B B,

ANLTITI7F=
(MAERER)

V2T, BHEE

2y IRX

v /472
=X 4 gVNIE

|II-II|‘

BILFRIECNLT IS F =
X/ 452 R—Eh EOTIR
R EAERR L 7 A L RRLFHRD
BEYIC L7/ RFa2/ERL
TEREd 3, vbu/ﬁzﬁé
'PRNAfd\é: j: ifd\b\o /ﬂy\{\d)
FIA(C ;®ﬂ47b%5

Eﬁ@@%

3CFR9 : Soema PC et al. Eur J Pharm Biopharm. 2015;94:251-63. % JEAIZ AREE TR & I A 72



Web BEI2-A : A Y T7NVI VT IAMILRBEREBEORKE LBRERYER GRfisczsY)

AT)VIIIOAIVAF Y ~
F4ULIF7 1431 Flu A+B

1) DAIIVATEETALOER (BERIRERGRAR)

TANWAGHERREE L Lo L AOFBREICEIT 2 KE, RFRME. —BELRT,
Bl I (%) Bzt (:Ehn) BRE (%) B (%) B
S ARY 63.6% (28/44) 36.4% 97.1% (66/68) 83.9% (94/112) 112
’ BXY 89.7% (26/29) 113% 92.8% (77/83) 92.0% (103/112) 112
R ARl 79.7% (110/138) 20.3% 94.5% (173/183) 88.2% (283/321) 321
B! 73.0% (54/74) 27.0% 96.4% (238/247) 91.0% (292/321) 321
— ARY 90.3% (28/31) 9 7% 96.3% (77/80) 94.6% (105/111) 111
B! 90.3% (28/31) 9 7% 96.3% (77/80) 94.6% (105/111) 111
BRARER UG R 4jii7x
WRARERIL - i iR 1 i
MEFy bOBE 17 %
A NVAGEEREERMRE 2 (EVAlEHBEI ANV Ay Y — RS AT7— )

i fafEHE (B

OtRANT, FENRUTEMUIEEO.

M) &, FMIRKENT—RECEIC. BIEME (%) =100 ZFE (%)




Web EX12-B: 41 V7 LIV FREREORKE L BIEEER G

AVIWIIYTA)IVAFY b

F5-52F Flu A'B

7 A A G EERE R & O (Rt R Ai) (%)

1) ~5) iZz2oW\WTit, BEREZFERHLTWET,

«'
Y\

(FXELY)

AIILNI UYL )LATY b

12347 1770 10¥ RaB-N

ABRRUBE AT Y
T4 I AEREAHE

A 7N FHRRHRAEE EARKE 72 ha— UK

fal2E=16.7%

10.0%

Bt —B0R | Bt —BoR | 26 —30% | AR
83.3 94.7 89.0 _
A FH] -
a | 2% 6578 76) | (137/154) | 4
L AN pa | 900 92.5 92.2 154
(18/20) | (124/134) | 142/154) |
ARl BHY

1)
HrekB i (20034F) (—#k)
e {4l WRAE [% ] 45 R (% ] — B (% ] ik
| EE AT AR 85.3 (64/75) 100 (119/119)| 94.3 (183/194)| 1 94
g BHY 71.6 (48/67) 99.2 (126/127)| 89.7 (174/194) i)
| |
ABl BB

AR =147% 284%

ket (%) =100 REEE (%)




Web&Hl 3A : IniFEBEAS 7LV HF EILIOLEE (Zi#ERCT:Govaert[15] &£ 1)

AEtIL
75K 8.8 14.2%
1;896
7 F 7.2 Y 11.7%
L 6.3%
0 5 10 15

mpgtfiLl oL e (%)

ILL: 4 ¥ 7 VT YRR (Influenza-Like Illness)

ICHPPC-2 (International Classification of Health Problems in Primary Care):

UTFowgInhszimi=d 4

MA Y TILVI Y TAIRREED T A IV ZIFEF 72T MEFRIGEHL.
(@4V7»1yﬁ@ﬁﬁan1(@@f&@v%4ﬁ%ﬁ@é
(3) U T DOFEIRF GIER A B 5 BIADHKIE, B, BEITR) . ¥

=~ N. BB, LEBEDRE A, ﬁME@%®%ﬁu%®ﬁ%@%¢

MR L. REEMEN A 7L VT,

(1) viral culture or serological evidence of influenza virus infection,
(2) influenza epidemic plus four of the criteria in (3), or

(3) six of the following: sudden onset, cough, rigors or chills, fever,

prostration and weakness, myalgia, widespread aches and pains,

no significant physical signs other than erythema of nasal mucous
membrane and throat, and influenza in close contacts.
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Original Article Table 1
Participant background characteristics.

The efficacy and safety of a quadrivalent live attenuated influenza nasal

MEDI3250 Placebo Total
vaccine in Japanese children: A phase 3, randomized, n = 595 n = 290 N = 885
placebo-controlled study Table 1
Participzmt background characteristics.
Tetsuo Nakayama ™, Takuya Hayashi ®, Kentaro Makino ®, Keiji Oe"” =lb.§. ? > s l-J-: ,f S/ |~ @ MEDI3250 placebo Total
* Laboratory of Viral Infection, Omura Sawshi Memorial Instisute, Kitasato University, Tokyo, Japan oFFT 595 290 A = _IE D %Eﬁf; L n=59% n = 290 N = 885
* Daiichi Sankyo Co., Led, Tokyo, Japan ’
Sex
-~y
7 )17 < Z I‘ Male 302 (50.8) 144 (49.7) 446 (50.4)
. Female 293 (49.2) 146 (50.3) 439 (49.6)
P u bl IS h ed pa pe r - Age (years), mean (SD) 8.2 (3.9) 8.0 (3.8) 8.1 (3.9)
P"”""ﬁa:‘;&"“’”ed 2-6 years 226 (38.0) 108 (57.2) 334 (37.7)
7—18 years 369 (62.0) 182 (62.8) 551 (62.3)
Failed screening Influenza infection in the 2015/16 season
/ n=3 Yes 189 (31.8) 95 (32.8) 284 (32.1)
Participants randomized No S 406 (68.2) 195 (67.2) 601 (67.9)
N =911 / Influenza vaccination in the 2015/16 season
Yes 254 (42.7) 130 (44.8) 384 (43.4)
| / No 341 (57.3) 160 (55.2) 501 (56.6)
History of allergy
MEDI3250 Placebo Yes 148 (24.9) 77 (26.6) 225 (25.4)
N =609 N = 302 No 447 (75.1) 213 (73.4) 660 (74.6)
Discontinued Past medical history
n= 1 (withdrawal by Yes 140 (23.5) 80 (27.6) 220 (24.9)
poricipankpny) No 455 (76.5) 210 (72.4) 665 (75.1)
at!ﬁrsl?\:;isrg d Placebo administered Underlying disease
N =608 S M rn 3 N =302 Yes 183 (30.8) 85 (29.3) 268 (30.3)
= = — ) - - :
— VRS T & D No 412 (69.2) 205 (70.7) 617 (69.7)
n= 1?&%?&:&_{, ) 607AV5302A Underlying disease or medical history of asthma or wheezing
¥ ) 5 6 _ Yes 45 (7.6) 28 (9.7) 73 (8.2)
Completed study T a) ‘h Completed study No 550 (92.4) 262 (90.3) 812 (91.8)
N =607 N =302 -
Data are presented as n (%) unless otherwise noted.

; s ; w SD, standard deviation.
Fig. 1. Participant disposition.
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[{ARREAE] (FERECSRVDIEDSSH?
EOEBREFZEM6-8)(C(F. REITEBRT—4
Mo et AFR@wEX[10]1CH DTz, AFERD]

TEIRH 5 HRERRTE -
79 F #389-152=237 (39.0%)
77 & R8200-104= 96 (31.8%)
RLS8%5 : 237/595(39.8%) vs 96/290(31.8%)
OR=1.34 (95%ClI : 1.00, 1.80, p=0.052)

v7ILITUHHRESE (IL])  Nakayama 5[101& Y
Table 2
Incidence of study site/hospital visits, symptom onset, or influenza onset

regardless of influenza subtype (PPS)".

MEDI3250 Placebo Relative risk
n =595 n= 290 reduction”
n (%) n (%) % (95 % CD°

Study site or hospital visit 389 (65.4) 200 (69.0) -

Symptom onset 389 (65.4 200 (69.0) —

Influenza onset 152 (25.5) 104 (35.9) 28.8 (12.5, 42.0)
A/HIN1 2 (0.3) 2 (0.7) 51.3 (—244.3, 93.1)
A/H3N2 127 (21.3) 86 (29.7) 28.0 (9.0, 43.1)
B/Yamagata 16 (2.7) 9 (3.1) 13.4 (—93.7, 61.2)
B/Victoria 4 (0.7) 3 (1.0) 35.0 (—188.5, 85.4)
Unknown subtype 5 (0.8) 4 (1.4) =

CI, confidence interval; PPS, per protocol set.

? Influenza onset was defined as the presence of influenza symptoms with a
positive influenza PCR test (definitions of influenza symptoms are provided in
Supplementary Text 2).

> 100 x (1 — influenza incidence in MEDI3250 group/influenza incidence in
placebo group).

¢ 95 % CI based on normal approximation.
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wogEE D'Ci%ik] & & 0 Summary meta-analysis plot [fixed effects] RR (95%C|)

Weingarten [19] FXA 1988 @ ' 1.07 (0.62, 1.85)

Govaert  [15] &is 1994 @ —— 0.85 (0.67, 1.07)
Nichol [20] Rk A 1995 @ — 1.06 (0.87, 1.28)

Bridges [21] Bk A 2000a @ —HE— 1.07 (0.94, 1.23)

Bridges [21] Bk A 2000b 2@ ——— 0.90 (0.74, 1.10)

Vesikari [14] /MR 2006c @ —— 1.00 (0.81, 1.22)
Vesikari [14] /MR 2006d @ - 0.77 (0.52, 1.16)
Beran [22] Rk A 09(05/6) @ —— 1.06 (0.85, 1.32)
Beran [23] BX A 09(06/7) @ = 0.90 (0.77, 1.05)
Nakayama [10] /B 2025 @ - 1.04 (0.95, 1.11)
BAY R $ 1.00 (0.95, 1.05)

' P=0.986
0.5 1 2 2-0%
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