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WIEDOF> EREDTOFLED2MIIF22ED) ZHFEFR THD. 2022/6/28DFDAFEMEE R (CEERIERSE
DFERZTHREL TN D,

MRNA-1273.214
Pfizer/BioNTech Moderna COVID-19 Investigational Bivalent Vaccine
Iz e Original + Omicron

COVID-19 Omicron-Modified (kg )
Vaccine Options ‘ Moderna, Inc.

RN T . o Vaccines and Related Biological Products Advisory Committee

’qu“\ g e,
g liﬁf\\ B D June 28, 2022
‘ T5)LF#t
Jr7A(5—%t

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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DRZRMEICDOVNWTD (18-555%)

J7 AT —%(F. 2022F 6 H28HDFDAZBIZES(ICHLNT, 18-55mEMRICULERAKRET. [A=Zo0O>%
(BA.1) MDD OF> 1 OBIEEICEID., EREDTOF(ICLDENMBESLER L. A=ZoO>% (BA1) (CXT
DHPMIARO EFENEBEE U TULEEHRE L TLD,

J7AM5—1ti5k (FDARSER) A=002% (BA.1) (X9 S

Seroresponse Difference from

WRAS : FEREDOF > % 3 [EHEE U1 18- 55 DIRERE (Cxf L i Prototyps Vaccine
T, BEEELTAZIO MK (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
MDZbZLEE, 7R, 3 LDIEEEN SENRER COEEREMROTF Assay (95% CI) (YIN) (95% C) (YIN)

9&1@(1397% (@ﬁ{ﬁﬁﬁ , 337% 7 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=o0O2 (BA.1) (CX I DHRFFUAM(E. RREEDIRN,

A=00O24K (BA.1) MDD OFAZERF13261, 1ERELDOF %

HEEF141AI(CDVWCEHE L. #2318 1 4 HRRDGMR* ! (& R (CXT D R4
1.75[95%CI:1.39-2.22]CTh Dz,

HOEAR (S I DHRFIIME (. RRFEDIRVN. AZTOAR

(BA.1) SHIEDIF ABIERE2076, HERBID/F > 4EFERE22741(C e St b el
DWCEHE L. #&#fE 1 » B DGMR*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)
HoTc,

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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J7 A5 —tt(E. 2022FE68H28HDFDAEBIZES(CH LT, S6mU EETRICULERRKREERT. [A=oO>%
(BA.1) MIEDOF> ] OEBIEBEICKLD., EREDOFICLDENBREELERL., A=ZoO0>% (BA.1) (CX9
DRI AMEO EFEMNEBEELU TLVZEIHREL TS,

A=o0>% (BA.1) [Cxd S PFuik(

I 7 AU —1iER (FDARREERN)

Vaccine Group / BNT162b2 30 ug

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

HRAR : (KRB DU F > 7z 3MiEEL 256/ EDWERE(CX LT, 1B Vaccine Groups 1M Post Dose {95% CI) vy
niEfEE U C. BNT162h2:30/ug 163 (355‘.‘5 ,55?57.5)
° 'ﬁE%Hi i, 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
BEEfEOHRRIEE6.348 (UDfEH ; 4.708, 12.948) Toho/.

BE: ASOOK (BA.1) (T BRAUAMEL. BB, RE A=o0>% (BA.1) [T SHAUKED LH &
16361, ASOOARMGELDOF AZERED1696). @17445). @178/, A=o/0O0>% (BA.4/5) [CHT SHhFFMD LS DL
@175/CDWTCEHMIE L. #E1E 1 2 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] Td>> /=, ABASiagarsmaroompariiaBh

EUERKR(CX I DHRFITUAMM (L. RREREDRV, A OO AKSISEL D OF
SABREEIO176). @186, @1261. @18HIICDWTIHEL., #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 (&, BEREDR, l
SOOKISE D OF BB O176). @1861. @136, @1861(CDL _ e -,
TEHE L. LWINIEHSVWTEBA 1E(TX T DHRMFUNMED 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 #AEHEEE (Geometric Mean Ratio) X2 EAE 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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FDRERMECDWNT

EFILF(E. 20225F6828HDFDABBEZEER(ICH T, FB2HIENERE(CHBWT 2T IF > (mRNA-
1273.214 : BOEVR+ A= OO 4K[BA.1]) DOFFIFUAM S EIERIT IS T O F > (mRNA-1273) &EHEBRUL T, A=00
RRICH U TR, KERICWUTIHESHEZRUE., EHRELTVD,

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

4t Dose

mRNA-1273 mRNA-1273.214
Parameter (N = 260) (N = 334)
GMT Pre-booster 332 298
FAZEAE 1 20224F 2 B18H —20224F 3 H23HDHEART. KE23 M T e .
EQ(:BL\?%B@?—_‘T“\ 3b\ﬁ L)(J:ﬁ]‘]gf_c(:mRNA-lZ73@%}J@}§$§\ qu;:;;tiowzm\,s e (1283 1574 — (2264 2716}
S1HRENHEREZIT O T 18U LDEBZ IR E LTz, FE2HIENHEREIC oTshcl i (149, 2.04)
HULT. MRNA-1273 50ug(c3idBmMRNA-1273.214 50ugisass e 579 i ged 1
BT, RISEEEI LIS 8 MEFERmR, b -
mRNA-1273 mRNA-1273.214
. = B R F Parameter (N =260) (N = 334)
&R - mRNA-1273(TLt/¥*5E)(IE.\z<ETd~ L/)367{§|J\ MRNA- GMT Pre-booster 1521 1267
1273.214(REHk + A S OO AR[BA. 1]) (BERER U ) 428BIh R = e e .
nj:_— o a5% ClI (4887, 5719) (5890, 6886)
, ) GMT Ratio' (.214 vs Prototype) 1.22
j—EOD \/ﬁ (BA. 1) (:qu_5}§$E28E1§O)GMRX1(g:1.75[950/0CI sz?rg:;slonse rate at bay £Y 100% e 100'%
1.49-2.04] _6‘35'3 7:—_0 95% Clp d (98 6, -Iznm (989, -|nam
Difference in seroresponse rates? 0
97 5% CI
= 38 —Ji Tz y X1 0 _ = -
EERK (CX 9 1218 28H % MGMR* 1 (£1.22[95%CI 1.08-1.37] TH o/, A=-0>#% (BA.4/5) (._m“aq:%uw*mxﬁ
Dose
A=o0O>% (BA.4/5) (T 9 B3fE2984DGMFR* 2 (£5.44[95%CI s "{.L°£ o Sl
501-592] _C\Ejjt” 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
?;533(!;{.;?9 (5_051"4;92) (5_751',3;91) (27?3..2;80)
%1 #AFEELE (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].
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E2EIENIBREICAVWTAZTIOFTHME 2T 2IF > (mRNA-1273.214 : BB+ A=o0O>% (BA.1) ) OTE
MR ESERW ST 2IF > (mMRNA-1273) EREBETHODIEESNTLD,

Chalkias et al! (preprint, 2022) ERE7BLUADRRBE - £RMEORIRG
ﬁﬁ%l’gg . 2022& 2H818H - 2022& 38 2350)/H}§FEﬁl:|:l\ *235’@ i 50 ug MRNA-1273
RICBVWTEREEN. 3MALERIETICMRNA-12730DY]EEFE.,
F1HIBINEREZIT O 218U LB ZXRE Ulc, SE2HIBENNERE(C R it
HULVT. MRNA-1273 50uglCxd g BmRNA-1273.214 (fREREL DT s I——
FoEAZTOOK (BA.1) DOFED2MDTOF>) 50ughit ERVINema 50 g mRNA-1273.214
TR ETeE. RIBEEEDUIRIES >4 AMEIEERER, vt 50 ug mRNA-1273 Jil
R : MRNA-1273(EEHR) 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% (BERE : 55%. B : 44%. AFE : 40%) PRI
* mRNA-1273 Headache g o0 aTaora

BFrEIRIL : 80% (ZJE : 77%. MREERR - %8 : 15%. BEBR : 7%) —

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

50 ug MRNA-1273
Myalgia 50 ig MRNA-1273.214

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

50 ug mRNA-1273

R3S MR T8% TH 0. BE—MIICHRESNLEDE, BEF (@ Arolg 019 RN 127314
B¥EE3%) EARE ( MRNA-1273.214 1 2%. mRNA-1273 : 4%) 50 jg MRNA-1273
Eolz . WEEEBIL— 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 BFRRE TH 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{EREERET) (. 2022 6 B17THDOEEN /XA (Interim statement) ([CHUVT. AREDOF>(CAZ
OO DEE0CENBR THIEEENBGDE LTS,

REDCOVID-19D I F > DER(CBI T S EEMNLFE (#2. {RER)

o EIEEZSHTEREIT DZET. MEARSN TVWDIEREDIFU(E. AZTOKZSTIANTOFEIO
FTOAIIADRFIC, BLLNRITEIEIEFMRZIFTOZENRSNTLD,

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

0 CSIIRE(CETDIMMERMEZHEINLE, BEE(CRUIETCADTFIHHRZHIFULLADS, fiTULTWS, X(F
EEICRET DIEEENDELWREZESUTVW CEMHBRTHDILEEZXISND

o ERZRLDABEFNICEEEVWAZSIOKZ. AREOHEBIOFDIFDEMELTEFH. #OliEEEZI T
[CRIELVEBZR/RICENEEZRET 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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