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Table 1. Criteria for immunogenicity

FDA criteria for noninferiority of immunogenicity (need to satisfy both criteria)

< 1.5 of the upper limit of two-sided 95% CI for the postvaccination GMT ratio (ETIV/ASP7374)
< 10% of the upper limit of two-sided 95% CI for the seroconversion rate difference (ETIV — ASP7374)

FDA criteria for immunogenicity

Age
<65 years >40% of the lower limit of two-sided 95% CI for the seroconversion rate

>70% of the lower limit of two-sided 95% CI for the postvaccination seroprotection rate
> 65 years >30% of the lower limit of two-sided 95% CI for the seroconversion rate

2>60% of the lower limit of two-sided 95% CI for the postvaccination seroprotection rate

EMA criteria for immunogenicity

Age Seroconversion Seroprotection GMT ratio
18-60 years >40% >70% >2.5
>61 years >30% >60% >2.0

CI: confidence interval, ETIV: egg-derived trivalent inactivated influenza vaccine, GMT: geometric mean titer
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Table 2. Disposition of subjects Table 3. Analysis set
Number of subjects Analysis set Number of subjects (%)
Informed consent 1,116 PPS
Randomized 900 ASP7374 447 (99.8)
Not randomized 216 ETIV 451(99.8)
Not eligible for inclusion/exclusion criteria 101 FAS
‘Withdrawal of consent 34 ASP7374 447 (99.8)
Other reason 81 ETIV 451 (99.8)
Treated 900 SAF
ASP7374 448 ASP7374 448 (100.0)
ETIV 452 ETIV 452 (100.0)
Completed 898 ETIV: egg-derived trivalent inactivated influenza vaccine, FAS:
ASP7374 447 full analysis set, PPS: per protocol set, SAF: safety analysis set
ETIV 451 ASP7374: N = 448, ETIV: N = 452
Discontinued 2
ASP7374 12
ETIV 1P

ETIV: egg-derived trivalent inactivated influenza vaccine
a: Withdrawal of consent, b: Adverse event
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Table 4. Characteristics of subjects (SAF)
Characteristic ASP7374 (N = 448) ETIV (N =452) Total (N =900) Test
Number of subjects (%) Fisher: P value
Sex
Male 225 (50.2) 221 (48.9) 446 (49.6) 0.739
Female 223 (49.8) 231 (51.1) 454 (50.4)
Age (year)
20 to 49 321 (71.7) 325 (71.9) 646 (71.8) 0.941
50 to 64 127 (28.3) 127 (28.1) 254 (28.2)
Medical history
No 444 (99.1) 444 (98.2) 888 (98.7) 0.385
Yes 4 (0.9) 8 (1.8) 12 (1.3)
Concomitant disease
No 394 (87.9) 397 (87.8) 791 (87.9) 1.000
Yes 54 (12.1) 55 (12.2) 109 (12.1)
Mean = SD t: P value
Age (year) 40.6 £12.9 40.8+129 NC 0.870
Height (cm) 163.93 =8.79 164.19 = 8.65 NC 0.656
Weight (kg) 60.43 £12.23 60.58 £ 11.66 NC 0.858
BMI (kg/m?) 22.37 +3.46 22.35+3.23 NC 0.944

BMI: body mass index, ETIV: egg-derived trivalent inactivated influenza vaccine, NC: not calculated, SAF: safety analysis set

Fisher: Fisher’s exact test, t: t-test

Table 5. Primary endpoints: HI antibody titer and response rate (PPS)

ASP7374 (N =447) ETIV (N =451)

GMT
Virus type GM (95% CI) Ratio (95% CI)
A/HIN1
Pre 45.92 (41.96, 50.25) 51.15 (46.69, 56.04) NC
Post 368.50 (332.87, 407.93) 192.11 (17341, 212.83) 0.52 (0.45, 0.60)
A/H3N2
Pre 31.11 (27.95, 34.63) 36.03 (32.13, 40.40) NC
Post 306.40 (280.06, 335.22) 127.84 (115.10, 141.99) 0.42 (0.36,0.48)
B
Pre 92.41 (82.82,103.11) 89.09 (80.95, 98.04) NC
Post 366.22 (338.81,395.84) 222.99 (205.82, 241.60) 0.61 (0.54, 0.68)

Seroconversion rate

Virus type % (95% CI) Difference (95% CI)

A/HINI 83.0 (79.2, 86.4) 52.3 (47.6,57.0) —30.7 (—36.4, —24.9)
A/H3N2 79.6 (75.6,83.3) 45.5 (40.8,50.2) —342 (—40.1, —28.3)
B 56.2 (514, 60.8) 35.9 (31.5,40.5) —20.2 (—26.6, —13.8)

CI: confidence interval, ETIV: egg-derived trivalent inactivated influenza vaccine, GM: geometric mean,

GMT: geometric mean titer, NC: not calculated, PPS: per protocol set
Difference: ETIV — ASP7374, Ratio: ETIV/ASP7374, Pre: before vaccination, Post: 28 days postvaccination
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A/H3N2 ¥ T 79.6% 3 & U8 455%, BH#TIE 56.2% 5 X
18359% T&H 7> (Tableh),
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Table 6. Secondary endpoints (HI antibody titer) (PPS)

Endpoints

i ASP7374 (N = 447) ETIV (N=451)
Virus type
GMT ratio (Post/Pre) GM (95% CI) Ratio (95% CI)
A/HINI 8.02(7.30, 8.82) 3.76 (3.38, 4.17) 0.47 (0.41, 0.54)
A/H3N2 9.85(8.73, 11.11) 3.55(3.19, 3.94) 0.36 (0.31, 0.42)
B 3.96 (3.59, 4.37) 2,50 (2.29, 2.74) 0.63(0.55,0.72)

Seroconversion rate

% (95% CI)

Difference (95% CI)

A/HIN1 83.0(79.2, 86.4)
A/H3N2 79.6 (75.6, 83.3)
B 56.2 (51.4, 60.8)

52.3 (47.6, 57.0)
45.5(40.8, 50.2)
35.9(31.5,40.5)

=30.7 (- 364, —24.9)
—34.2(—40.1, —28.3)
—20.2(—26.6, —13.8)

Seroprotection rate (Post)

% (95% CI)

Difference (95% CI)

A/HINI 98.9(97.4,99.6)
A/H3N2 99.3(98.1,99.9)
B 99,6 (98.4,99.9)

96.7 (94.6,98.1)
89.1(85.9,91.9)
99.8(98.8, 100.0)

—22(—4.1, —03)
-102(-132, —72)
0.2(—0.5, 1.0)

CI: confidence interval, ETIV: egg-derived trivalent inactivated influenza vaccine, GM: geometric mean, GMT:

geometric mean titer, PPS: per protocol set

Ratio: ETIV/ASP7374, Difference: ETIV — ASP7374, Pre: before vaccination, Post: 28 days postvaccination

D, TXTOTAINVAKRTHEIIESE L 72IEHTEICE T
% FDA Rt Z57- Lizo 72, $XTOY A )V ARRTHE
722 O 95% FHEX I 0 23 F 2h o7,

FTRTOT A NVARTHANIEFR L 2L HICHT 2
FDA JEHt GRATT- Y uiAl, Prikkmin=e) 2wz L, ASP
7374 ® ETIV (2R3 % 5032 5V B9 % FE P A5tk
SNz,

2)  RIKEHE H

(1) HI Hkiili o Prikpisf =

A 28 H # o HI Uikl o Piik 4 %1%, ASP7374
BB X OTETIV # T, A/HINI # T13989% & X OF
96.7%, A/H3N2 ¥kT1d99.3% B & 10789.1%, Bk TIix
99.6% B LT998% TH D, T XTHTANVAKTIZIZ
100% DHUARA AT B 7z (Table 6)

(2) HI Hihiii O 8AT 4 BuAAh B =8 (4% 28 H
LYRGLE S kD)

HI Poffifli o B~V B B %5 31, ASP7374 #
BLOETIV BT, A/HINI #£Tld 802 3 X 183.76, A/
H3N2 #£Tld 9.85 3 £ 18355, BHETIZ 396 3 & U250
Td -7 (Table6),

(3) HhFIPLAAT D PR s s

rrAIBU MG O BURRS iR ER 1%, ASP7374 #E B X OV ETIV
BT, A/HIN1 Tl 70.9% B X U8 53.2%, A/H3N2 # T
13 732% B X 1°525%, BFETIZ454% B X OF31.9% T
o7 (Table 7)o

(4) HARIPLAAT O PR LA

HHE 28 H 1% o HRITUIRATT O LR A %1%, ASP7374
BB X OETIV# T, A/HINI # T3 812% B X Of
80.7%, A/H3N2 ¥k T3 99.3% B & U796.7%, B TIiX
79.2% 3 £ UV 67.8% TdH -7 (Table 7).

(5) AP O B AT -3 LA

HHE 28 H 1% o HpHIBUARAT o AT SF X PR qii ik, ASP

7374 BB X OETIV BT, A/HINL 4T3 17024 3 &
11957, A/H3N2 ¥R T3 77089 3 X U8 455.11, BHT
138336 BLU5154 TH Y, WENOERERET b HAEHT
W HARPURMIG 25 EH- L7z (Table 7).

(6) HFRIHUAAM 0> 38 AT P X LAl 34 i £ 56

FRORTHT AT 0> B4 S X BU AR 34 I £ 2 1%,  ASP7374
BB L OETIV BT, A/HINL 46 TI3 1229 3 X 18763,
A/H3N2 #TI3 11.05 3 X 05510, B¥ETIZ 411 B X O
271 Tdh -7z (Table7?)o

4. ZAVEREM

1) AEFZOBE

HERL OB E 4, ASP7374 #iB X VETIV #T
ZNZN 609% 3 X UF595%, BISUSOFBE A, Fh
ZN 59.2% B X U 57.7% Td - 72 (Table 8) . ATt B
OGS YERIEOSBIE 4%, ASP7374 BB X Y ETIV
BETZENZN592% 35 X UF575% Th - 720

BRI S S 2 A EHF LA ETIV BECT L (2/d
FI) Aoz, Bk, ZORELAERS L REBRIEE
OREBRIEIBEEINT2, T2, BVt FER
RIIA SN H 572,

(1) AERR

ASP7374 BECTHRBEG2310% U ETH o A EFHS
&, RLBE (404%), WERE (26.1%), & (259%), €9
EE (208%), %9 (203%) TH o7z ETIVHETHH
FEA510% LA ETH o - FEFHRIL, FLBE (39.6%), IE
MR (27.7%), 2% (25.9%), 1395 (21.2%), & 9 FE4E (16.4%)
Toho72 (Table9),

(2) RSB & 04 B P ROG

HBEEGA10% Ll ETHh o 2 RTEE & 4 &k
BB %, ASP7374 B, ETIV #: & & IZKLBE/J8k (ASP
7374 # 40.4%, ETIV # 39.6%), Il (ASP7374 % 26.1%,
ETIV # 277%), #J& (ASP7374 B 25.7%, ETIV ##
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Table Secondary endpoints (Neutralization antibody titer) (PPS)
Endpoint
napotnts ASP7374 (N = 447) ETIV (N=451)
Virus type
GMT M (95% CI) Ratio (95% CI)
A/HIN1
Pre 13.85 (12.30, 15.59) 15.66 (13.91, 17.64) NC
Post 170.24 (145.72, 198.88) 119.57 (104.75, 136.49) 0.70 (0.57,0.86)
A/H3N2
Pre 69.79 (59.76, 81.51) 89.15 (76.21, 104.30) NC
Post 770.89 (714.20, 832.08) 455.11 (410.81,504.17) 0.59 (0.52,0.67)
B
Pre 20.28 (18.05, 22.79) 19.02 (17.12,21.13) NC
Post 83.36 (74.34, 93.46) 51.54 (46.36,57.31) 0.62 (0.53,0.72)
GMT ratio (Post/Pre) GM (95% CI) Ratio (95% CI)
A/HIN1 12.29 (10.66, 14.18) 7.63 (6.52,8.94) 0.62 (0.50,0.77)
A/H3N2 11.05 (9.58, 12.74) 5.10 (4.52,5.76) 046 (0.38,0.56)
B 4.11 (3.66,4.62) 2.71 (2.43,3.02) 0.66 (0.56,0.77)
Seroconversion rate % (95% CI) Difference (95% CI)
A/HIN1 70.9 (66.5,75.1) 53.2 (48.5,57.9) —17.7 (- 23.9, — 11.5)
A/H3N2 73.2 (68.8,77.2) 52.5 (47.8,57.2) —20.6 (—26.8, —14.4)
B 454 (40.7,50.2) 31.9 (27.6,36.5) —135 (- 19.8, —7.2)
Seroprotection rate (Post) % (95% CI) Difference (95% CI)
A/HIN1 81.2 (77.3,84.7) 80.7 (76.8, 84.3) —0.5 (—5.6,4.6)
A/H3N2 99.3 (98.1,99.9) 96.7 (94.6,98.1) 2.7 (— 45, —0.8)
B 79.2 (75.1,82.9) 67.8 (63.3,72.1) —11.3 (- 17.1, —5.)

geometric mean titer, NC: not calculated, PPS: per protocol set
Ratio: ETIV/ASP7374, Difference: ETIV — ASP7374, Pre: before vaccination, Post: 28 days postvaccination

Table 8. Overview of adverse events (SAF)
ASP7374 (N = 448) ETIV (N = 452)
Number of subjects (%) [95% CI] Number of subjects (%) [95% CI]
Adverse events 273 (60.9) [56.2,65.5] 269 (59.5) [54.8, 64.1]
Drug-related adverse events 265 (59.2) [54.4,63.7] 261 (57.7) [53.0, 62.3]
Local or systemic reactions 265 (59.2) [54.4,63.7] 260 (57.5) [52.8,62.1]
Local reactions 253 (56.5) [51.7,61.1] 245 (54.2) [49.5, 58.9]
Systemic reactions 53 (11.8) [9.0,15.2] 64 (14.2) [11.1,17.7]
Adverse events other than local or 32 (7.1) NC 34 (7.5) NC
systemic reactions
Drug-related adverse events other 6 (1.3) NC 3(0.7) NC
than local or systemic reactions
Death 0 NC 0 NC
Serious adverse event 0 NC 1(0.2) NC

CI: confidence interval, ETIV: egg-derived trivalent inactivated influenza vaccine, NC: not calculated, SAF: safety analysis set

25.7%), %3 (ASP7374 # 20.8%, ETIV # 164%) B
X OV (ASP7374 B 20.3%, ETIV % 21.2%) Td - 72
(Table 10) s WFN DI T D, 1T & A LDORFIUGH

X OV B VR RO IR BRI A H A 5 3508 2 HR ISR L
THY, B3 HBUBECHD TRFTLE L a5k
BB HFEBL U 7= 13 7 b o 72 (ASP7374 B 7 44,
ETIV # 3 4) o TG B X U084 5 BSOS o F fot 10 1
&, KEA1~8 HMTH o 720 ASP7374 BETIE, TXC
DOHFLEDFHEHH S 14 HUNIZHFE L 72, ETIVHTI15

HULERRBE L7140, WiE 7 L CHfE 28 H#% F Tl
HL72.

m. = £y
e, EINTEICHEEL TWAERMEA v 7V VW

7o F %, WL TR S R 4 VA9 5B S
NTWDLH, ZOHFEIZIZTWL 20O EI RSN T
Wb, Z0121%, BLEINT 7 F Y BEHOY 4 VR
X, BIRTEMEREEG L TV ALENH LD, T4
VA% FBINCHML S 2L ENH DL THE, 2O
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Table 9. Number and percentage of subjects with adverse events

Table 10. Number and percentage of subjects with local or sys-

(SAF) temic reactions (SAF)
ASP7374 ETIV ASP7374 ETIV
(N=448) (N=452) (N=448) (N=452)
Number of subjects (%) Number of subjects (%)
Any adverse events 273 (60.9) 269 (59.5) Any local or systemic reactions 265 (59.2) 260 (57.5)
Erythema 181 (404) 179 (39.6) Local reactions 253 (56.5) 245 (54.2)
Swelling 117 (26.1) 125 (27.7) Erythema/redness 181 (40.4) 179 (39.6)
Feeling hot 116 (25.9) 117 (25.9) Swelling 117 (26.1) 125 (27.7)
Pruritus 93 (20.8) 74 (16.4) Feeling hot 115 (25.7) 116 (25.7)
Pain 91 (20.3) 96 (21.2) Pruritus 93 (20.8) 74 (16.4)
Headache 36 (8.0) 28 (6.2) Local pain 91 (20.3) 96 (21.2)
Malaise 24 (5.4) 33 (7.3) Induration 24 (5.4) 27 (6.0)
Induration 24 (5.4) 27 (6.0) Systemic reactions 53 (11.8) 64 (14.2)
Myalgia 13 (2.9) 11 (24) Headache 31 (69) 23 (5.1)
Nasopharyngitis 13 (2.9) 10 (2.2) Fatigue 21 (4.7) 31 (6.9)
Diarrhoea 11 (25) 16 (3.5) Muscle pain 12 (2.7) 11 (24)
Chills 6 (13) 8 (1.8) Diarrhoea 9 (2.0) 15 (3.3)
Arthralgia 6 (1.3) 4 (0.9) Chills 4 (0.9) 6 (1.3)
Pyrexia 4(09) 4(09) Joint pain 3 (0.7) 4 (0.9)
Nausea 3(07) 6 (1.3) Nausea 2 (0.4) 6 (1.3)
Upper respiratory tract inflammation 3 (0.7) 2 (0.4) Fever 2 (0.4) 2 (0.4)
Contusion 2 (04) 0 Vomiting 1(0:2) 1(02)
Injection site bruising 1(0.2) 2 (0.4) Hypersensitivity 1(0.2) 1(0.2)
Vomiting 1(02) 102) ETIV: egg-derived trivalent inactivated influenza vaccine, SAF:
Bronchitis 1(0.2) 1(0.2) ’ - ’ ’
Gastroenteritis 1(0.2) 1(0.2) safety analysis set
Rash 1(0.2) 1(0.2)
Eye inflammation 1(0.2) 0
Stomatitis 102 o B HA 2H0URE LCRIITRE R 72, BFARE & O RS
Vialash e WAMET ¥ 5 LA D2V L BE S b, $72, ASP
Enteritis infectious 1(0.2) 0
Oral herpes 1(0.2) 0 737413, BOGIIE 2 ML & UGl R HA 233 X
Decreased appetite 102 0 SRR EMIM AT T ), BRINA ¥ 7
D eltal s Lo LYY F YT BT EHTEDIROAL YT
Musculoskeletal stiffness 1(0.2) 0
Dyspepsia 0 1(02) Iy s FreLTfFEsnTnb,
Cystits 0 102) Lo, bAUbIUL, ASPT374 DAL Z M 5 721
Pharyngltls. streptococc?l . 0 1(0.2) 2 ENA Y I VI T s F vl LCRICREBL T W
Upper respiratory tract infection 0 1(0.2)
Hypoaesthesia 0 1(0.2) % ETIV iz, SGElEMs X et 2 et L
Oropharyngeal pain 0 1(0.2) 770
Skin exfoliation 0 1(0.2)

ETIV: egg-derived trivalent inactivated influenza vaccine, SAF:
safety analysis set

LDBIET Y A NV 2 DBRF AR ZH 2§ REMEAVR
BINTBY, TOME, WLEIT 7 F Rk L ¥
ARROBICHUEMEDENAEL, ZOBNDIET L OF
MRIEELTVDEEILNTVWDEILETHL" £
72, WHALIRIN 2 AW /2BGE T, BUEICH AR D @
W2 25 5 2 &R, I CTOMALEDRED 5§~
TOTANVARTEIENTE 2D TR RV L) HE
bHY, UEFEIN T,

Fiko X9 FUEICE LT, ASP7374 1%, ¥AEKRD
HA B EREETF2ERICHE SN 720, EANIZE
EDEX) A Y TNVIYFTA VA THoTHRETRE
THY, SHICHFAKREFE—OT I BEY %43 54

ASP7374 O % E ML, HI BUMEB X O R FIBTAAM
iR E UCEHli L7zo BRAYE TRIT 7 F > ORRRHER
HARITA KB E, —BIZT 7 F 2 OEIRFHNIC
BT, BEFHIRZZ L FRL Vb ETHIEMN
VFELWEESRTWDEY, FREORAFEIML VA5
BEIETFHIRI R EZAEOZ Y FAEAL Ve LTHRETT
LHIEDVHEERZEDH Y, FIETPiRIR & OB
ML BN TV APiRMiS 2 a sy — by RS Vb &
LCiMEiT5ZEbdHorEEsNTnD,

LAY INVTYHFTrF TR, ZhEToEM»D
ZHBITO/MMREERD S, FIEFRIRIR & RO
FRassnTB Y, HL Uiy — by FRA ¥
FELTHESR TS, HERLERE (WHO) 74 F
FTA VLB E, HIPURMEATA0 LB B &4 VT
VI FRHEIRDIEIE) A 7 % 50% \CHIZ 5 e E 25
NTHBY, FDA # 4 F5 4 27T, HI Juikiinsd@y) 7
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FMEEE TH D E SN TWDH, 72, EMAYB X UFFDA
A N4 2T, HPURBiOTURR IR, Pukfis =
B L OB BUAM RS s = 03 A O R E &
LTHREN TV D, ZD720ARHE T HI Hifkitio
PURRGIESR, PR R B X O g HuAAmig hn i
ZIGHE L L C ASPT374 DR EE M ST 5 2 & &

L, EEFEOELTEDOMIEIZIE, ASP7374 O s kB
THHHENTWB FDA # A T4 o2 fdiH L
720 F 72, HIBUAMILZ N 2 rpAGTAl & 3Rl E & LT
B L7z HFRIBURAMIC O Wit HLBufiiio & 5 7 [
BRI 72 SE S HE DS, ST W WS, 4 Y 7 VI V¥
DO MFEFRZWCIE, S0 & [ oG 2 $RECL
Fiikfis 4 UL E R L2 %2 b o THMEEHII S h
TWBIERERSTAY, HI YUkl & 74k Al 3 i
% FCRHI L 72

ARG E I 5 EEAMEN H TiE, A/HL
N1, A/H3N2, B#ko> HI HoffAflli o G S5k 3l G3fiF-
WHUAI OB LB X OPURB iR OB #%) T, ASP
7374 BEIX ETIV BEICxF LC, FACEsR L% ricH
§ % FDA #£# %072 L, ASP7374 ® ETIV 1265 % %
PRI D IEL AR S 7z F 72, ASP7374 133 RC
DI A NVAKT, HIPUAMIO EMA 8 (Biikbfizes,
PURRA S, ST FIPUMER N E) B L Ot
\ZB99 % FDA #iE (BuikBinss, PuRRA=) iz L
720 ASP7374 @ B ¥ki, EINE 1I/I1 HIEERIC B\ C HI
PUAAT O 380 - X B Al B A 28 B X OBk B din 32 28
A/HIN1 3 X OF A/H3N2 bk & T, RRER 2B W
THFABETD o720 BARIZ A bk & HlE L CHUK RS2
WEDHEEDD DY, BB HI ikl LA L2 w
WREVEDE 2 S 72h%, AMERTIE, ASP7374 1%, ETIV
I L EVREEMZ/RLTE Y, HHEMO EMA
FedE s X OGUEEYEIC S 5 FDA MRz Lz 2 &
Mo, FORGEERZNGTELEEILR, 512,
ASP7374 13§ XTD 7 £ )V ARKT, HAIBAMEIZE S %
FTRCOFEE PRz, JUREASR, M7y
UM, BB A=) €, ETIV X ) & o
720 AIPUAM DG HA 5 B, ETIV 1245 5 7\ 5 5k
AR S N7z,

RRERIZBIT B ASP7374 DRAEIZOWTIE, HE
HYG, RIS S & OGBS TR L 720 — o3k
AT, ZEMICELT, RTES & a8 )E %
BENCIUET 2 2 L3S, T 7 F id, — ok
FlERy, BRI X D0EERICEL, S8R
ISASRFTRG B & g S & LCHMT 5 2 L h%
SNTWB, ZD2D, AV INVIYHT 7 F v DORER
T, AEFLOFHMIIMAZ, RIS X 04K
ISOFEMAEE R G E 2 b, KRB TOREHLB X
CEI BSOS D5 E AL, ASP7374 & ETIV OETH S
BRI SN h o 72 ASPT374 BE 3 L Y ETIV B &

HIZ, EmEBPTHERRIAON P o7z, HEL
Mg SN EHLIE, ASP7374 BT, #IBE, MRS X
Ok, ETIV BET, ALBE, BEIR, A0S, TIRB X OR§
HPTHY, NS MR TSP RERIIASNS
"o 72,

BTG 3 & Ve MRS OFEBLEI A, HHRER T
HO L ERIIA NP o7z, FEEEHE S MR
BB & g RS E, ASP7374 TC, ALBE/FR, IE
MRd & OHlAE, ETIV #ET, ALBE/FEHR, BEME, s X
CTHTH Y, MR CTHO N ERIALN R o 72,
% 72, ASP7374 BT ORI IS B & U4 H PTG D FFise
HIHNE, ZEALENRI~8 HMTH Y, ETIV M & bk
W EI CTIE L7z SO DR LD, ASP
T34 R THIL oA HERRITIE, ASPTSTAH A O
037 <, ETIV#HMCTHRI L - HR L ERP B H &
ELICHL P RERIIEVWEEZ LN,

Dk, s X 02 tEofR L, ASP7374
DA VI NI L FT 7 F IS R RIERIES
LA IV FRT 2 F v & LCHE R Wi ek
HETDHEERON, T72, NELT 7 F ¥ OFRRE
e LT, MANERAT R T M & B L TR o i
PE2RTEDEZPS, FBEIMETILH AN HESE S
NTWBA%, ASP7374 13 THMIZHEWTH W IiEE
PR Z L AHER SNz,

INLDZ MG, ASPT374 IXERNOFEITEA » 7 v
IOHT I F O BERKLE 2D ERHFES N
%o

G

RHBROERICEE L, TEM 7272w Tk oib
BRI IR AT OB R ICIRB A 72 L 3 (BOvRmg, 1EBREE
Tk DFTIR) o

R M S EBIREE A8, BRRE ARG R
KEMUTZ ) = v 7 NHEEM, EFREAHERZEY -
AV =y 7y HEE BERREREAMIEXICLIED &
Bt ORMER, —RMBIEA X 7 4 B AR F
Y=Y — v —iaBuEkE  RIEA

FIREHCA CHE © ARSCOTERIC BV T pkiatt
v T VT HHEESREO e L, TOHEM
E7 AT 7 ABERASEAAME L 72, FHBUE ASP
7374 DIRFEHMR L LToEZH G, 727 5 AR
Bt &) ZEEERE STV %, R IHEIED]IE ASP
7374 OB & L CoEl 2> T 2o MIEDF
—, KRB, TR, KIEEAN, SHEHMORRRE 7
AT I AREMRAZHOHRTH %,
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Comparison of the immunogenicity and safety of ASP7374 (cell culture-derived
influenza vaccine) with the immunogenicity and safety of an approved
egg-derived trivalent inactivated influenza vaccine

Satoshi Iwata”, Kenichi Kato”, Yuki Oizumi”, Tomohiro Kusawake”,
Sumito Ohkawa”, Seitaro Asahina” and Hideaki Nagai”

U Department of Infectious Diseases, Keio University School of Medicine, 35 Shinanomachi, Shinjuku-ku, Tokyo, Japan

? Global Development, Astellas Pharma Inc.

¥ Center for Pulmonary Diseases, National Hospital Organization Tokyo National Hospital

The immunogenicity (noninferiority) and safety of a single subcutaneous injection of a new influenza vac-
cine, ASP7374, were compared with an egg-derived trivalent inactivated influenza vaccine (ETIV) in this
double-blinded clinical study. Adult healthy males and females (age range: 20—64 years) were assigned to a
single injection of ASP7374 45 u g/strain group or the ETIV 15 ug/strain group.

The hemagglutination-inhibition (HI) antibody titer demonstrated that the immunogenicity of ASP7374
was not less than that of ETIV, satisfying the predefined noninferiority criteria. The neutralized antibody
titer also suggested that the immunogenicity of ASP7374 was not less than that of ETIV. The frequency of
adverse events with the ASP7374 injection was similar to that with the ETIV injection. Most of the local or
systemic reactions in subjects who received the ASP7374 injection occurred within 2 days after administra-
tion, and they resolved within 8 days of onset.
In conclusion, the ASP7374 45 u g/strain subcutaneous injection demonstrated noninferiority of immuno-
genicity to an approved influenza vaccine and had a well-tolerated safety profile.



