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1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 28, 2022. Meeting materials https://www.fda.gov/advisory-committees/advisory-committee- 8

calendar/vaccines-and-related-biological-products-advisory-committee-june-28-2022-meeting-announcement [Accessed July 4, 2022].
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J7 AT —%(F. 2022F 6 H28HDFDABBIZES(ICHLT, 18-55mEMRICULERAKRET. [A=Zo0O>%
(BA.1) MDD OF> 1 OBIEEICEID., EEITOF(ICLDEINMBESLLER L. A=ZoO>% (BA1) (CXT
DHPMIAROEFENEBE U T ZEHRE L TLD,

J7AM5—1ti5k (FDARSER) A=002% (BA.1) (x9S

Seroresponse Difference from

WFRAS : FEREDOF > % 3 [EHEE U1 18- 55 DIRERE (Cxf L i Prototyps Vaccine
T, BEEELTAZIO % (BA.1) MiSDOF> (30ug) & BNT162b2 OMI (30 pg) / BNT16202 OM I(rgﬂkpg)
IBIET BB CERATOF S (30ug) ZIEET BHCHIF. AT g s o R O ' 4 0 A
MDA ZLEE, 725, 3 LIEEEN SENIRER COEEREMROTF Assay (95% CI) (YIN) (95% C) (YIN)

9&1@(1397% (@ﬁ{ﬁﬁﬁ , 337% ’ 6 57%) _C‘@D 7::0 SARS-CoV-2 neutralization assay

— Omicron BA.1 NT50 (titer)

23
(11.1, 34.3)

GMR Simple Superiority Criterion: the lower bound of the 95% confidence interval for the GMR is >1
Seroresponse Noninferiority Criterion: the lower bound of the 95% confidence interval for the percentage difference is
greater than -5

R A=ZoO> % (BA.1) (CX9 20F05UAMEIE. RREEDIRN,

A=o0O>4% (BA.1) MISDOF 1558851324, ERBEDOF > 4%

FEEF141)(CDWTCEHIL . #5258 1 4~ A DGMR* L (X FERR (O 9 B Nkl
1.75[95%CI:1.39-2.22]Cdh DTz,

HOEAR (S I DAV (. RRFEDIRV. A= OTOAR

(BA.1) SHIETDIFABIEEE2076, HERBID/OF > 4EFERE22741(C e St b el
DWCEHE L. #&#1E 1 » B MDGMR*1(4£1.00[95%CI:0.84-1.18]T oMT GMFR oM GMFR GMR

(95% CI) (95% CI) (95% CI) (95% CI) (95% CI)
oo,

SARS-CoV-2 neutralization
assay - reference strain -
NTS50 (titer)

11997.1 2.7 12009.9 3.0 1.00
(105535, 13638.3) (2.4, 3.0) | (10744.3, 13424.6) (2.7, 3.3) (0.84, 1.18)

Descriptive analyses: comparison of geometric mean neutralizing titers for reference strain

X1 $%AFIt (Geometric Mean Ratio)
1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 28, 2022. Meeting materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-28-2022-meeting-announcement [Accessed July 4, 2022]. 9
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A=o0>% (BA.1) [Cxd S HPFuik{

I 7 AU —1iER (FDARREERN)

Vaccine Group / BNT162b2 30 ug

GMT
> " < \ _ N » (95% CI) GMR Met Superiority

HRAR : (KRB DU F > 7z 3MEEL 256/ L DOHRERE(CX LT, 1B Vaccine Groups 1M Post Dose {95% CI) vy
niEfESE U C. BNT162h2:30/ug 163 (355‘.‘5 ,55?57.5)
° 'ﬁE%Hi ~ 0 9: >30 Mg %}gﬂﬁ U 7:—_2¥ (iqg‘%g¥) N ﬁ:;fal?z‘;‘:uzm ENT102bZOMI0)gS| 169 (3251.31:2546.7) (1 .e%,zf?.oo) \
- AZ00O2% (BA.1) MISEMEDOF > ZEE LR (D30ugRU@ assay- - BNTIGB2OMIGOMS 174 (10051 1704 (2:38, 446 i

60ug ) . -NTS0 (titer)  Bjyalent OMI 30 ug" 178 (533?31.153%9.2) . 117:5;_03) Y
* 'TIE%HQ'Fj— =0 \/ Hi (BA. 1) 5(\]‘55 2 'ﬁlﬁ 0F \/%}ﬁﬂﬁ U 7:‘_2¥ (Q 15 9[e] Bivalent OMI 60 pg? 175 (726?3(‘“:‘1115.6) (1‘4},'!927_53) Y

TD&U@BO 9] qu D) GMR Simple superiority criterion: the lower bound of 95% confidence interval for GMR is >1.0

(C. PFFURBOZELZLEE., 0P, 3 EBEEN SEBINEEE ThiE
BEEfEOHRREE6.348 (UDfEEH ; 4.708, 12.948) Toho/.

BE: ASOOK (BA.1) (T BERAUAMEL. BB, RE A2o0>% (BA.1) [T SHAUKED LF &
16361, ASOOARMGELDOF AEERFD1696). @17445). @178/, A=o0O0>% (BA.4/5) [CHT SHhFMD LS DL
@175FCDWTCEHMIE L. #E1E 1 4 B DGMR* 1 (3®2.23[95%CI:1.65-

3.00], @3.15[95%CI:2.38-4.16], ®1.56[95%CI:1.17-2.08], @ St A UBAS '“l" TBAAIG o
1.97[95%CI:1.45-2.68] Tds> /=, ABASiagarsmaroompariiaBh

EUERKR(CX I DHFITUAMM (L. DRV, A OO KMISEL D OF
SABREEO176). @186l @1261. @18HIICDVWTIHEL. #iE 1~ B%
MDGMFR*2(3D4.3[95%CI:2.5-7.7], @6.7[95%CI:3.5-12.8], ®
6.9[95%CI:4.1-11.7], @8.8[95%Cl:6.3-12.2] T > Iz [ |

A=o0O0>#% (BA.4/5) (CXS DHIFUMED LR (&, REREDR, A l
SOOKISE D OF BB 0176, @186, @136, @18FI(C DL _ e -,
TEHE L. LWINIEHSVWTEBA 1B T DHRAFUNMED EF KD (FEL & 10 e TR .=

OMI 30 pg OMI 60 pg Bivalent 30 pg Bivalent 60 pg
=NTLD, n=17 n=18 n=13 n=18

FFRNT, fluorescent foci reduction neutralization test; LOD, Limit of Detection

FFRNT,,

CccC-

X1 #AEHEtE (Geometric Mean Ratio) X2 A ESRMER (Geometric mean fold rise)
1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 28, 2022. Meeting materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-28-2022-meeting-announcement [Accessed July 4, 2022]. 10
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EFILFf(E. 20225F6828HDFDABBEZEER(ICH T, FB2HIENMERE(CHBWVWT 2T IF > (mRNA-
1273.214 : BIE¥R+ A= OO 4K[BA.1]) DOFFIFUAM S EIERIT IS T O F > (mRNA-1273) &EHEBRUL T, A=00
RRICH U TR, KERICWUTIHESHEZRUE, EHREL TS,

E5)LFitiRER (FDASRESEE) RIZEERRD O F > & 2 D0 F > D i

4t Dose

Parameter m(.:lN:;ﬂz)? mRI(qh?:g:izM

GMT Pre-booster 332 298
PRSI : 20224F 2 A 18H —20224F 3 H23A AR, KE234E
ICHNWTEBSN. 3NMALLERIETICMRNA-1273DF)EIHEE, T T
E1BNHER AT O T 18U LB ERE Uiz, SE2HBENIEREIC woec )
HBULVT. MRNA-1273 50uglcxidBmRNA-1273.214 50ugD5esE F 75,985 985, 100
R T2 RISEEZDTURIES >4 MEIEEIRER. DHEren s Insenreiones s :

_ (R  Ereess
ER . mRNA-1273(TLt/¥*5E)(IE.\z<ETd~ L/)367{§|J\ MRNA- GMT Pre-booster 1521 1267
1273.214(BEK + A S OO HR[BA.1]) (BERIEIR U ) 428G h E#fT S ST BT . .
nt_— o a5% ClI (4887, 5719) (5890, 6886)

) GMT Ratio' (.214 vs Prototype) 1.22
jEOD\/ﬁ (BA]') (:s(qa_5}§$5285?§®GMRX1(3:175[950/0CI si?rg:islonse rate at vay 29 100% e 100%
1.49'2.04] TED 7:—_0 95% Clp d (986, 'IEJD} (98.9, 'IDGG)
Difference in seroresponse rates? 0
97.5% CI

EERK (TN 9 D128 28H % MGMR* 1 (£1.22[95%CI 1.08-1.37] TH /=, A=H0O0>#% (BA.4/5) [T BHAAMKELS
4h D

ose

— — All Participants No Prior Infection Prior Infection
A=o0>%k (BA.4/5) (CX19 DEE29HEDGMFR*2(35.44[95%CI (N = 428) (N = 334) (N =94)
501-592] _C@jjtJ Pre-Booster GMT 173 116 720

(95% Cl) (147, 202) (99, 136) (532, 974)
Observed GMTs at Day 29 941 727 2337
(95% Cl) (826, 1071) (633, 836) (1826, 2993)
Geometric Mean Fold Rise 5.44 6.30 395
f‘;;fg,fg (5.01, 5.92) (574, 6.91) (2.78, 3.80)
%1 #AFEEE (Geometric Mean Ratio) X2 AFH ERMEER (Geometric mean fold rise)
1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 28, 2022. Meeting materials https://www.fda.gov/advisory-committees/advisory-committee- 11

calendar/vaccines-and-related-biological-products-advisory-committee-june-28-2022-meeting-announcement [Accessed July 4, 2022].




EBLEENFEERSTHIEE - DUF2ORE

(54578 228)
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X RESRW ST IF > (mMRNA-1273) EREBETHOIEEESNTLD,

Chalkias et al! (preprint, 2022) ERE7BLADRRBE - £RMEORIRE
ﬁﬁ%l’gg . 2022& 2H818H - 2022& 38 2350)/H}§FEﬁl:|:l\ *235’@ i 50 ug MRNA-1273
RICBVWTEREN. 3MAL ERIETICMRNA-12730DY]EERE.,
F1HIBINEREZIT O 218U LB ZXRE Ulc, SE2HRBENNERE(C R it
HULVT. MRNA-1273 50uglCxd g BmRNA-1273.214 (fREREL DT s I——
FoEAZTOOK (BA.1) DOF>ED2MMDTOF>) 50ughit ERVINema 50 g mRNA-1273.214
TR CTeE. RIBEEEDUIRIES >4 AMEIEERER, vt 50 ug mRNA-1273 Jil
R : MRNA-1273(EEHK) 35141, mRNA-1273.21443761H%EHH - Amme——
SN, 28 - BIESIEIRISHE. SEEETEEDBEDHRESINT Aty sweling Bt ifd
(AP
* mRNA-1273.214 I et

%FEEUEFE\ 1 79% (%‘7@% 1 77%. HEEHEHE . E‘?’% 1 17%. HEHE . 70/0) Fever 50 yg mRNA-1273

2BMUEIRIG 1 70% (HBERE : 55%. B : 44%. AHYE : 40%) PRI
* mRNA-1273 Headache g o0 aTaora

BFrEIRIL : 80% (XJE : 77%. MRERERR - £%8 : 15%. BEBR : 7%) —

LEHRIRIG : 66% (8RR : 51%. 8/ : 41%. BHESRE : 39%) Sytomnic| T SvemRARIAZL

50 ug MRNA-1273
Myalgia 50 ig MRNA-1273.214

BIRIGCDORERD (G, WMEFCEENSHEE (UL —R1~2) Zof, JL—

50 ug mRNA-1273

R3O FMEL T8% TH . BE—MINICHESNLEDE, BER (@ Arolg 019 RN 127314
B¥&EE3%) EFRE ( MRNA-1273.214 1 2%. mRNA-1273 : 4%) 50 jg MRNA-1273
Eolz . WEEEEIL— RADARY MIRE LRSIz, AREEELIC a5y mN-1273214
KO CEHERDITF ARECBRET D EEX SNICRIRICOFEER(L, WEFT Y
60/07_.:“3 7_':0 hills Hg mMRNA-1273.2

EES(EMRNA-1273.2140EZ 2 (EMRNA-1273 FRRETH O /- oo 4 @ w1

Percentage of Participants
BN Grade 2 W Grade 3

&*E%L/tb\éo El Grade 1

1. Chalkias S, Harper C, Vrbicky K, et al. A Bivalent Omicron-containing Booster Vaccine Against Covid-19. medRxiv. Published online June 25, 2022. 12
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WHO (HH5R{FEEERET) (. 2022 6 B17THDOEEN/RAEBI (Interim statement) ([CHWVWT. AREDOF>(CA=
OO DEEDCENBR THIEEENDDE LTS,

WREDCOVID-19D I F > DEm(CBI T 2 EENLFE (#2. {RER)

o EIEEZSHTEREIT DI LT, MEARSN TVWDIEREDIFU(E. AZTOKZSTIANTOFEEIO
FTOAIADZRIC, BVLLNRITEIIEFMRZITFTOZENRSNTULD,

o HAEOOFIDAIAEERLD., HMEHNOARBNLEDAIADEENHD. SREMBEL TV ZENFRIEN
TL/\%O

0 CSIIRE(CETDIMMERMEZHEINCL, BEE(CRUIETCADTFIHHRZHIFULLADNS, fiTULTWS, X(F
EEICRET DIEEENDELWREZESUTVW CEMNBRTHDILEEZSND

o ERELDABEFNICEEEVWAZSIOKZ. AREOHEIOFDIF o DEMELTEFH. #OiEEEZI T
[CRIELV B ZRRICENEEZRET S D BRTHIAEEMENTD.

X FHIEERICLDMER. RXISEERNZSR

1 WH O, 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].
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2022F6A28H (CEMEN/ZFERIZE S ( Vaccines and Related Biological Products Advisory Committee ) %=
2. 6A30BHICFDAMERUIEABTEUTDOESD,
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This vaccine is part of the national and local governments” vaccination program for COVID-19 {(SARS-CoV-2).
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intended for people aged 12 years and older.
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Effectiveness of the vaccine and administration method
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Danh cho vhc-xin cia cong ty Pfizer
N l\j_A (Thing § nim 2021)
i ; 5 i s 2 o 5 i 2
i Hwéng dan vé tiém chung vic-xin phang ngira virus corona
I Ve tiém ch\mg vic-zin ngira virus corona

- Vic-min niv 13 mét pisan trong chwong trinh tiém ching vic-xin phénz nzita vins coroma (S—.R.‘S-Cu‘v' 1) ciia
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