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1 WHO, 2022. Interim statement on the composition of current COVID-19 vaccines https://www.who.int/news/item/17-06-2022-interim-statement-on--the-composition-of-
current-COVID-19-vaccines [Accessed June 17, 2022].

2 FDA, 2022. FDA STATEMENT Coronavirus (COVID-19) Update: FDA Recommends Inclusion of Omicron BA.4/5 Component for COVID-19 Vaccine Booster Doses
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-recommends-inclusion-omicron-ba45-component-covid-19-vaccine-booster

[Accessed July 4, 2022]. 15
3 https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty, https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax [Accessed August 2, 2022].
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EF)LF(E. 2022 6 A17HDFDABBEZES(ICHEWVWT, 6 A~ 5EO/NRBICH I RIFEREICDLTIE. FHqH]
CEHREUEREREEELZHIEL,. Flo. GMTEXRZ(CDWTEERMRA LR U CTIELSETH>IEEHREL TS,

—— — 2 EHETESOGMRRUMARG (18-258 & DHE)
T )V (FDAFRSERIL) ' ' i Study 204 Study 301
Infants/Toddlers Young Children Young Adults*
6-23 Months 2-5 Y 18-25 Y
. - . Day 57 Analysis, Part 2 ngdA 1273 (tzs )pg) mRN(A-?Z'Ie:’aa ;25 pg) merlA8—12573e(E1"osg )]
ARAE : J1x—X2/3 R TD. £186~235BKU2~4 PSVNA ID50 assay N =230 N = 264 N =295
,"—‘EO)/J A\ (L 3:5075 SARS-CoV- zrsz,n;ﬁg)nb \ﬁuj‘"}? qujl:,fﬂﬁ;(j GMC (Geometric Mean Titer) 1781 1410 1391
95% ClI (1606, 1974) (1274, 1561) (1262, 1532)
%E!(LEBE/\_C\ SARS-CoV- ZEIﬁDGMT(‘:[f[l/ﬁ}iFGTE’fE GMC Ratio (Study 204 vs. 301) 1.28 1.01
ERBEC & (CEF4m. 95% CI (1.12,1.47) (0.88,1.17)
Seroresponse, n/N (%) 230/230 (100%) 261/264 (98.9%) 289/291 (99.3%)
95% CI (98.4, 100) (96.7, 99.8) (97.5, 99.9)
Difference (Study 204 vs. 301) 0.7 -04
95% ClI (-1.0,2.5) (-2.7.15)
ﬁi : 24@}%*@?&57 EI i_C‘GD%j‘bl]%(CEBL VG, EE1§6N237 Success  GMC Ratio: Lower 95% Cl| = 0.67 & Point Estimate 2 0.8
ﬁ (ttiﬁjjﬂﬁg¥l8’\’25ﬁ§) T (3:\ SARS-CoV-2 GMT@J:[:Z{‘_—( Criteria Difference in Seroresponse Rate: 95% CI| > -10% & Point Estimate > -5%
(3:1.28 (950/0CI : 1.12, 1.47) N 2—5/‘%‘5@%}][]%(:33[,\? Per Protocol Immunogenicity Subset; *Samples tested at PPD laboratories CONFIDENTIAL

(%1.01 (95%CI : 0.88, 1.17) T,
2 EliEFEERDGMRODLER (6/%-25/i% & DLEE)

10000 -
1391 1402 1610 1410 1781

1000
Neutralizing

Geometric 100 -
Mean Titer/
Concentration

10 o

1 N= 320 230
Study 301 Study 203 Study 204 Study 204 Study 204
Young Adults Adolescents Children [Young Children Infants/Toddlers
(18-25 Years) (12-17 Years) (6-11 Years) (2-5Years) (6-23 Months)
Dose 100 ug 100 pg 50 ug 25 ug 25 ug
Geometric Mean Ratio
(vs Young Adults) it 2 IeCr e28

S

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 38
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EFINFHONMNR (86 57B~5F) OMBIOFTFDIVFODORETFHHE
EFI)L . 2022&6%17E|OJFDA—'*F‘DEJ§§ (CHEWNWT. 6 5A~5mD/NB(CWITIDEBEDA=IO KR

ITHRICH C¥F U CIE50.6% (95% Cl: 21.4%, 68.6%) . 2~5m(Cx UL
TI336.8% (95% Cl:12.5%, 54.0%) OBEZRL. RADAZ OO KICBITDIENEELEBENER/REL TLD,

2 BHEED 148 EUBR(ICH T I F BT

EF)IFaER (FDASREER!) 65 AN5235 A — 244 AH 550 e
25 Placebo
CDC case definition of COVID-19 = CDC case definition of COVID-19 =
ﬁﬁ’tﬁﬁ j Ir— XZ/B;it%ﬁ_C@ 951&6’\’237% &UZ’\'4 Cases, nN (%) 51/1511 (34%) 341513 (6.6%) Cases, niN (%) 119/ 2,594 (4.6%) 617858 (7.1%)
,J—“EOD/J\ ( LBLT% 2 IEH;#E&@%TEI’J nEﬁE’]ﬁ XjJ |§ﬁ¢;|:ﬁ-—c I Incidence rate per 1000 person-years (95% Cl) 138 (103, 182) 280 (194.391) Incidence rate per 1000 person-years (95% Cl) 175 (145, 209) 277 (212, 356)
Lﬂ | VE (%) based on incidence rate (95% CI) 50.6% (21.4, 68.6) I VE (%) based on incidence rate (95% CI) 36.8% (125, 54.0)
‘lj_\ ﬁ%ﬁi é(gnﬁy:? 1}%73()3: %%gj;]‘%%r\z(k 4’;% (t_Jr%'\f\—J 301 case definition of COVID-19 301 case definition of COVID-19
= 1 ?j—_\ __.C_,_ ‘{E' % = N j /1N - Cases, N (%) 371151 (24%) 181513 (35%) Cases, N (%) 7112,594 (2.7%) 43/858 (5.0%)
593)\‘ ZNSEE_C (;}D’%ﬁ%b\3040)\\ jjt/—r\b\ 1008*'5:'&” Incidence rate per 1000 person-years (35% Cl) 100 (70, 138) 146 (87, 231) Incidence rate per 1000 person-years (95% Cl) 104 (81, 131) 194 (140, 261)
D 'fT_I- ‘lj- ‘5“7:: ) VE (%) based on incidence rate (95% CI) 31.5% (-27.7,62.0) VE (%) based on incidence rate (95% Cl) 46.4% (19.8,63.8)
_— 2EHEEICHBITIDIOF BT (Fiwhl)
s N Kaiser Permanente’ Study 2042
- 2 OB EER 148 UEOREFIHIRE. F£&6~2348 Post-Dose 2 Post-Dose 2
TOVEHTEE(E50.6% (95% CI: 21.4%, 68.6%) T 100% - (14-60Days) (Median ~70 Days)
D. 2~5kICHITDVEHTEEIL36.8% (95% CI:
12.5%, 54.0%) Toho7. 80% A
Vaccine 80% 1 { 50.6%
Effectiveness £20% 36.8%
(95%cly  40% 1 e
20% A
58,185 1,511
0% -
Adults Young Infants/
=18 Years Children Toddlers
2-5 Years 6-23 Months !

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 39




2. XHOD@wR: [2] MR SODEEICDODWNT
(2) ’:‘|54§67H~4;"*£0)'J\E’ © AN, Z=2URUVFHAEFORRICDONT

EFINFTHONMNR (X6 5A~5m) OMBIOFOIFOOELRE
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EE%2 AU EoBEHEE (FRE71H) (CHUVWT. 22Uz ikE LTS,

1ER (S 2 EHEEE DB R USRI
{6 b— H ~ 2 3 b— H ] Mostly grade 1-2, median duration of 2 days

Axlll y5wam g

T TR (FDARRSERL) XRERIGE2A5 A~ o - B

36y AZEED R e

mRNA12T3  60%

MRNE : I —X2/3RTD. E#6~235 ARU2~AFDINEIC =
HlFd2 IEI%%%E&OD%{FE’J;EEEI’JEIJJ Iiﬁﬂ‘ﬁ‘dat\ TEEREE (mRNA— W et 2

: [ ety e 12
%ﬁ%b\ 1 762A jjt/—'—b\593A ZNSF—ET (I %ﬁ%b\304OA j . Irritability / Crying Sleepiness Loss of Appetite
St/RAY 1008 AEI D fFIF 5NTZ,

R TSWRNEER SR U D OF BB T BT - £28RIG
NEOZIFRESNT.

é%’iﬁt_\ _ rede 1 :f-

- Z<NHNBEENSHEET. FHHEIFHEIE1~3BUARNTS 2. [2/%~5i%] P ——

- H_:E‘g’ <HESNZBDE. F&6sHA~3645HT (i%*”)%ﬁ'@/ﬁﬁiﬁ\ XELERISE37 B~ Pain Erythema Swelling Ailiary Sweling
F18375B~5E% CIIMBERTH D =,

— RIS, 245 A~5m C. 2EBEBOHSNZ Moz, (1B i

1&7.7%~11.3%. 2081 E16.0%~18.9%) ;ﬂm o

BRI e

ZNERE T, 245 A~55% Cl3. IEESORHNEERDEIRIED DB
SEEN DI, (76.8%~83.8%) e e e e IR o

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.taa. qov/aowsorv Commlttees/aOVISOrv committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 40
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m) OMBIOFDIFOORERE
J7 A —tt(F. 20228 6 B17THDFDABBIZESR(CHA LT, AR 6 A~ 4RO/NRBICHTH I DIEBRECDNTIE. 2
EHEBEOGREITVUYVS O IODOREZIDNCHIE LN, 3EEBEEEORETVVS O IRE (BERACHT S

2 EFERICTITDED) Zimlz UL TEI
SN > EZRELTND,

tAREENEC & FRIMBEEROAZTOAKRICH I D HFMFUAE

3 EEE#DGMRRUMBRE (16-25i% & D)
I7 Y-k (FDASRSERL)

G#Hb\s 2 a 51':';;:.2?:%":) 6M to <2/ 16-25 years
WRAS : J1—X2/3HERTD. &£1%6~235BRU2~4mD/NE MR ] = ] = = Rt Cotmri
(:BLT% SARS'COV_ZE\I\‘;{%’EODK:J:L \ﬁgﬁlling{mjj‘j.%ﬁ (:BL \t\ SARS-CoV-2 mneutralization 82 1406.5 170 1180.0 1.19 ¥
DUF > DEBRHR SR D LB (USA_WA1/2020) (T35 sl T tmoiesn | T temetiss umie
SARS-CoV-2FFIGMT & MIERIGRZ FHEFC & (M. ' B o
B":;mr;llﬂ Difference in %
R £%6~2358 (LLESIRE16~25%) AD 3 EiEE%1H8 o el S
= — 4 27 . Seroresponse N (95% CI) N [95% CI) (95% CI) (YIN)
L TOSHBCHT, SARS-CoV-2 GMTODLEFE(F1.19 (95%CI : Seroresponse __ e ool
1.00, 1.42) . 2-4EBOSME(CHUTIXL.30 (95%CI : 1.13, assay - NT50 (titer) 0 esswoy | 0 esssms) | (3442 Y

1.50) T&ho/=.

BEFERICHIT S 3 OEEERDGMR 2-5i%

BNT162b2 (30 pg)
— 16-25 years
Me dian time ! ! -
between Dose2 and 12.9 weeks i 106 weeks i 13.0 weeks 1M Post 2 to <5/ 16-25 years
i

Dose 3 (Min, max ) (8.6, 20.0) ! (8.6,13.7) ! (11.9, 14.3) GMT GMT GMR Met Criteria
1000 4 ' ' GMR n (95% CI) n (95% CI) (95% CI) (YIN)
i i SARS-CoV-2 neutralzation . 1535.2 o 1180.0 1.30 -
g ! ! assay - NT50 (titer) (1388.2, 1697.8) (1066.6, 1305.4) = (1.13, 1.50)
(o]
- 139 H 155 Immundbridging & declared if he lower bound of he 95% confidence interval of he GMR is > (.67 and the GMVR is 20.8 and 21 per FDA crileria
113
g I : i £
g 10 T b2 (30 pg)
tE 16-25 years Difference in %
. 1M Post-Dose 2 2 to <5 - 16-25 years
F n (%) n (%) % Met Criteria
t . . - luoq Seroresponse N (95% CI) N (95% CJ) (95% CI) (YIN)
10 : : SARS-CoV-2 neutralization 141 (100.0) P 168 (98.8) 1.2 =
BNT16b2 (3 pg) | BNT16b2(3 pg) | BNT16b2 (30 pg) assay - NT50 (titer) (97.4, 100.0) (95.8,99.9) (-1.5,4.2)
6m to <2 years ! 2to <Syears ! 18to 50 years
(N=34) (N=37) (N=30)

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 41
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7AY =% (F. 20224 6 H17THDFDAFBHEZERICHNT, £ 6 s A~ 4ROD/NEICH T DEEICDNTIE, 1
@Eﬁc‘:lﬂ’féﬁ(L\ 2EHERECK DT, TILFRICH U TEBEMNEZRIN. AZTOKRICH U TE+DREBMHEZ
RET, AZVOKRICHIDRVWENEZEERITDCHICEIMEBENVETHDEHRELTLD,

T7A—iER (FDAIRSER)

2 BliEfER O 3 EHEED DI F > Bt

[l Delta Omicron BA.1
RAE : T —X2/3ERTD. F&6~235 ARU2~4 BNT1G02 (3ol , BNT1602 (3 ol ; BNT 1662 (3 o)
mO/NBICHTD 2 BIRU 3 EHEERO RGBT 100 i e
FRATCE, SABREE (BNT162b2) RUT St/RICEER(CE K R |
DFHF BN, %E1%6~2345 B TITRBREN376 A, TSR L e o = s o
M179A. 2~45% TIFARENS8IAN. TSRN271AE S 3 |
Dt SNz, y
g 240 329
BR : COFMMITCHITBER6~234 ATOVEHETEE(L ® | |
75.6% (95% CI: -369.1%, 99.6%) T. BNT162b2&¥T 0 NA nA T
(FCOVID-194%14, TSRBfCIF2BITHD o1z, FizEHK Postbosed Posthosed 1 Fostlome® Postboses 1 PostDosed Postlosed
(C2~4R(CH T DVEHKETEEE82.4% (95% CI: -7.6%,
98.3%) T. BNT162b2&fT(ICOVID-197°2%l. TStz 3 [EETEE 7 BRICHBITBI0I0F B0 (FimEh)
B CE5MITHo .
Placebo
Surveillance Surveillance
n/N Time (n) n/N Time (n) VE (%) (95% CI)

fo",‘:g";eh:rs 3/992  0.086(758) | 7/464  0.039(348) 80.3  (13.9,96.7)

2 to <5 years 2/606  0.056(481) | 5/280  0.025(209) 82.3 (-8.0,98.3)

fn":;";::rs 1/386  0.030(277) | 2/184  0.015(139) 755  (-370.1,99.6)

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 42
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T. BARISEEENSHEETHD. EERISICDOVWTETSUREBAFETHDIEHRELTND,

T7A—iER (FDAIRSER)

MARAE : 1 —X2/3:188TE. £R6HDANB4mETD
Bit4,526 A\DSHNEM. 3BRIER T3ughiahks
(BNT162b2) XI(FT Stz/R%Z20EET D57E(C23I1 TH
ERICEIDMII SN, 2EBEEROZRIER BT
S—YOFEMICEDE, 52BN S EE3E/E
(C3EIBDEEZEMUTE.

R D —X2/3RERCHBIFBDEELETMCH LT, LwInh
DIEEH OB GDIRESERE (30.5%KE., SEFEPALCHT
B5(320.5~36.3%. £54KRIGE30.8~61.0%Tdh oz,
BNT162b2i%5E6& & TS UMRIEEELIGNBEERICLDH
ERh\SEERR UTz, £1%6~23 08 MBNT162b2i%5E&17 NICE
BRAEERMNHE NN, BRETEEMXIIFDARN DO F>

EDEEMZEROIEEDIIIRIMN DIz, Fie. FETHIEHRSE SR
AN Y il

1~ 3 OHEFE 7 BERICHITILBMEIR (2~5)

SYSTEMIC EVENTS: Mild M Moderate M Severe M Grade4

FEVER: 38.0°C-38.4°C M 384°C-38.9°C M 38.9°C-40.0°C M >40.0°C
i ; ; : ; | Muscle |  Joint
Fever i Fatigue | Headache | Chills |  Vomiting | Diarrhea | Pain Pain
100% 1 3pg Placebo] 3ug Placebo| 3ug Placebol 3ug Placebo] 3ug Placebo] 3pg Placebo| 3ug Placebo] 3pg Placebo
| | | | | | |
Dose i | | : |
1 0% | 29.7%  306% | | : | | |
52% 53% | P BN 4su  49% | 23%  24% | 30% 27% | TT%  8.0% | o4y 479 | 08%  2.0%
0% _——— T T T T T T 1 T 1 T T T T T d
100%
Dose s
2 25.7% 22.9%
49% 52% | PN mmm | 46% 41% | 3.0% 26% | 34% 3.3% | 67% 73% | 26%  24% | 14%  1.0%
P e il - il =
100%
Dose s
3 24.5%  21.8%
51%  42% | P mem | 49%  42% | 33% 27% | 16% 38% | 51%  5.0% | 20% 15% | 13% 0.8%
0% — T T T T T T T T 1
4 — 1 9
1~ 3 EEE 7 BRICHBITILBEREIR (6 A~ 2i%)
SYSTEMIC EVENTS: Mild M Moderate M Severe M Grade4
FEVER: 38.0°C-38.4°C M 38.4°C-389°C [ 389°C-40.0°C M >40.0°C
Fever i Decreased appetite
Dose 1 Dose 2 Dose 3 i Dose 1 Dose 2 Dose 3
100% 3ug Placebo 3pg Placebo 3ug Placebo 3pg Placebo 3pg Placebo 3ug Placebo
I
]
i
50%
I
| 22.2% 21.2% 222% 18.0% 20.2% T
7.2% 7.2% 74% 6.1% 6.8% 5.9% | N — —
0%
100% Drowsiness I Irritability
i
51.2% v
S0 | 47.2% 47.4% g 43.6% 57.6%
. 21.2% v
O T e e | 2ew - /=
0%

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022].
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S LA E NHS (72L) (&2&2 L)
vz
I*I hr45 NACI EFI)LF 6 MAMS 5EARBDETO/NB(IIFELSD. (2022/7/14)
I I ISR RfgE (I20L) (e L)
B Rry RfE&E (7 UL) (Ge&k/2 L)
- TASINL Rfg& Jr7A45— E5ILF INMURDRH(CIRE TR, (2022/7/6)
EfES WHO (120L) (Ees/a L)
E EU EMA (72L) (Fe&k/a L)

S FEECHVTE. BEDES ([CEHEBOREFERITSN TR,
X1 IBMERBERZ D, T/ IREEIREDREST,
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1. Arashiro T, Motoi S et al. COVID-19 vaccine effectiveness against symptomatic SARS-CoV-2 infection during Delta-dominant and Omicron-dominant periods in Japan: a multi-center prospective case-control study (FASCINATE study).
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